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(1) Ix. GE\ERAL —-The Secretarv shall

oy

© 00 NN W s W M=

ensure that pmcedures exxst for. the Tou-. ; 1,;'1

'tlne mamtenanee tesnng, 'enhaneement"

and expansmn of cede sets to accommodate

changes n blomedleal sc1ence'and health | 3 i

“care dehverv - | C
(n) ADDITIO’\AL RULES -—If a code

'j‘set is modlﬁed under thls subsectlon the . " .‘

N modlﬁed code set shall melude 1nstruct10ns

- on : how data 'elements “that ’were eneoded

-
=3

‘ prlor to- the modlﬁcatlon are. to be con-' o

~

} % erted or. translated 80 ‘as to preser\e the o

.
. R N

' ‘\'value of the data e}ements Am' modlfica-

»thIl to a code set under thxs subsectlon

- . . . 4
- ’ i . ~ ~ . . .
N L o . - - . 1 T2 .
. . -l . . T .
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i shall be lmplemented in’ a manner that

N Ch

o ,numnuzes the dJSI'uptIOB and cost of eom- ~
. [. .

: ph’mg mth such medlﬁcatlen

1

(d) EYALLATIO\ or STAI\DARDS —The Secretarv

fa—y
~J

A

\m N

,‘mav estabhsh a proeess to measure or verlf\ the cens1st-

ND

ency: of standards adopted or modlﬁed under thlS subtltle .

D
ey

_,uuc:h process mav melude demonstratmn progects and

l

ESRT S
P

: ’analvsm of the cost of 1mplement1ng such standards and

N)
TN

\ \ - -

; -modlﬁcatlons R

e oo

b
w
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SRR 1-~ PART 3-—REQUIREMENTS WITH RESPECT TO

2 CERTAIN TRANSACTIONS AND INFORMATION

[

3 SEC 5121. B.EQUIREMENTS WITH RESPECT TO CERTAIN
4 e TRANSACTIONSAND INFORMATION

5 (a) REQL’IREMENTS 0\ PLANS ANI} PRcmDERs RE-
6 LATI\G TO FII\AI\CIAL AND ADW\’_[II\ISTRATIVE TRA_\S-
7 ACTIO\S —-If a health care promder or a health plan con-

’ -8 ducts any of the followlng transactlons sueh transactlons

~

9 shall be standard transactlons and the mformatlon trans-

5

lO nutted or recelved m conneetlon mth such transactlon

-

ll shall he in/ the form of standard data elements

St 12 (1) Claxms subxmssmn (meludlng coordmatlon
/ 13 Of beneﬁts) Lo
Vo140 ( ) Clalms attachments
15 (3) ReSponses to research mqumes bv a health

I

16 o researcher
17 (4) Other transactlons deternuned approprlate
18- . h\' the Secretarv con31stent mth the geals of 1mpr0\~
| 19 . 1né the functmns of the health care svstem and re-
20 ducmg adnumstratlve costs \
B SRR ‘2~-1 by REQLIREME\T O\LY ON PLAI\S RELATI\G TO
22 FI\A:\CIAL A.\D AD\H\ISTRATIVE TRA,\SACTIO\S —If a
23 person desn‘es to conduct an\ of the follomng transactmns
24 mth a health plan as a standard transactlon the health

25 plan shall conduct such standard transactlon and the in-

'+ September 16; 1994

4 3
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. 1_6 ted b\ a, health plan to a State under sectlon 1090 shall;\ |
, .‘1'"7' be in the form of standard data elements and the trans- o
J 18/ rmssmn ‘of such data shall be m the form of a standard“»
’ ; 19 transactlon B '. T N
20 () REQLIREME\T WITH RESPEC’I‘ TO DISCLOSLRE*:
21 OF I\‘POR’\IATIO\ S ) Co |
22. ».( 1) IN GE\ERAL —A health plan or health eare .
) 23 ‘ pmvxder shall ensure that the\ standard data ele-‘.“‘
‘ i24v;‘ ments transmltted or recelved bv sueh plan or pro-'*li.l

i
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formatlon transmltted or recen ed m eonneetlon mth sueh

s . (1) Enrollment and dlsenrollment
@ Ehg’xblhtv L

( 3) Pavment and remlttanee advnce ;-
§ ‘(4) Prennum pavments L \' :

h : (a) Flrst report of i mgun

' (() Referral cemﬁeatmn and authomzatlon

,“10" *.( ) Other transactlons determmed approprlate

11 bv the Secretarv con31stent mth the goals of.1 1mpro\5

=l‘2- “ ing the functlons of the health care svstem and re-
.13 o «duemg adnu1ustrat1ve costs ‘ . u

14 | (e) REQL IRE‘\IE\T ON PLAI\S RELATI\G TO QLALIT& “ \

" 15, I\FOR\IATIO\ —An\"mformatlon requlred to be subnut— | -

transaetlon shall be in the form of standard data elements o '

vider. m_eo\nn_ectmn mth, the transactmns deserlbedg g
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S m SUbseCtlons (a) (b) and (C) ‘or acqulred under o BRI

sectxon 0164(a) can be d1sclosed through the health: .

mformatlon network . \ |
= ( ) SPECIAL RLLE —In the case of a health‘ ~
care prov1der that does not ﬁle clalms sﬁch prov1der

v

»\ter mformatlon can’ be dlsclosed through the health"'. .

P N
N

o 1nformatlon network L e

S l\\

2
3
4
5
R 51’.;- 6 i shall ensure that standard data elements for encoun-
7
8
9

. (3) CO\STRLCTIO\ —Nothmg Jin - thlS sub-- o
3 10 sectlon shall be construed as requlrlng a health Care' L
1 1: ‘ " provlder or health plan to d1sclose anv health 1nfox-,lff
»} 12 i j matlon unless such dJsclosure is requ1red bv la\\ |
13 (e) SATISFACTIO\ OF REQLIRET\IE\TS —A health].','iw‘:- |

e : 14 care provlder or health plan ma\ satlsf\ the requ1rement,

Ty

. .4.15 lnlposed on’ SUCh pl‘O\'ldeI‘ or plan under subsectlon (a) '-_
. .}16 (b) (Cl ‘or (d) b'\—j S .:b-‘: i - B '

-' 17.«\', B ( ) dJrectlx transrmttlng standard data} ele-.: c
| "’1,9'l: (2) Smelttmg nonstandard data elements }to a,il

20 '\'él“'health 1nformatlon network serv1ce certlﬁed under -

\

21 »-'_}-‘.,sectlon 0141 for processlng 1nto standard data ele-

e I : \‘,

22 o h'.'\”ments and transnnssmn or. o
;23 . (3) 1n the case of a prov1der subrmttmg data'?
24 elements to a: plan vshlch satlsﬁes the requlrements

| 25 IR nnposed on such provlder on. the prov1der s behalf

IS
o

L Septémber16,1994 <. . . - Tl

- e ' N . . ' S

. .
DN N ; . ) o DR N S " f R .
I U



http:eleinen.ts

‘0:\FAU\FAU94.627 |

. . H
. z

1

- September 16,

O :oo',xj_"‘o\_"m RN w’_rt\)’

100
1
12
o a :
e
i
18

VB—lo .

(f) TI\IELI\'ESS —A health care’ pr(mder or health
fplan shall be determmed to have satlsﬁed a requlrement |
-1mposed under tlns sectlon onlv if the aetlon requlred 1s -
-completed 1n a tlmeh manner as determmed b\' the- See-;‘g :
yretar"v In settmg standards for tlmehness the Seeretarv ks o

'shall take into conslderatlon the age and the- amount. of -

1nformat10n bemg requested

19

1994

L
21
2
o

- 7 -
) .

L 247 (b) CouPLm_\CE \\’ITH MODIFIED STA,\DARDs-—-—-_"‘f o

| :for health mformatmn under part 2, a health planﬂ

‘.SEC 5122 TII\{ETABLES FOR COMPLIANCE W’ITH REQUIRE .

MENTS

(a) I\ITLAL CO\IPLLA.\CE——-v SR

(1) I\ GE\ERAL —-l\lot later than 12 months L
,::';after the date on w lnoh standards are: adopted under L

: part 2 with respeet to a tvpe of transactlon or- data
elements for a tvpe of health mformatlon a health
ilplan or health care prowder shall oompl\ vnth the :
reqmrements of this subtltle mth respect to sueh‘ o

. 'transaetlon or mformatlon ‘

"than 19 months after the date on uhleh the Sec-bje« v

retarv adopts an addmon to a set of data elements o

~or health oare provlder shall oompl\ mth the re-"-'ﬁ' i

«'qulrements of this subtltle usmg suoh data elements

._'\

. 2
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/ 3 "fthe modlﬁcatlon o |
(2) SPECIAL RLLE --In the case of modlﬁca-,: |
9 “‘tIOI‘LS to standards that do not ‘occur mthm the 12-
, 10 | fmonth perlod begmmng on the date such standards’“
L .1‘1‘ are adopted the tlme determmed approprxate b\ the
i 1~2_'. o i"vSecretar\ under paragraph (1) shall ‘be no sooner ;.f
- 1 3 ‘ than the last dav of the 90- da\ perled begmmng onv;l
| 14 (the date such modrﬁed standard is adOpted and 1o
' lS\“ later than the last: da\ of: the 12 month pemod begln- |
- - 16 nmg on the date sueh modzﬁed standard is adopted
I A PART 4—ACCESSI’NG HEALTH INFORMATION e
18 .‘”SEC 5131 ACCESSING HEALTH INFORMATION FOR AU |
19 momznnpuaposns S Co
\ - 20 (a) I\ GE\ERAL -—The Seeretan shall adopt tech-'
" {""‘l;f 21 mcal standards for approprlate persons mclud.mg health '
_ | 22 plans health care pr(mders health mformatlon netu orl\" \
: 23 liserv!lces certlﬁed under sectlon 0141 health researchersl
: ‘24“.'and Federal and State agenc1es to locate and access the
. 25 }health mformatlon that 1s av allable through the health in- - |

“September 16, 1894 -+ .
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\'B—l 6

o health care provxder shall bé requlred to compl\ mth‘
L the modlﬁed standard at such tlme as the Secretan

determmes appropmate takmg mto account the tlme .

N

e’-.l

(1) I\ GE\ERAL ——If the Secretar\ adopts a ”

“modlﬁed standard under part 2 a health plan or” -

_,'«needed to complv due to the nature and extent ot‘
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’formatlon network due to the reqmrements of thJs subtltle
‘ Such techmeal standards shall ensure\ that -any. request to‘ 1"

locate: or access mformatlon shall be authomzed under sub ‘

t"'~,

“ltltleC S

cms—i .

ant to a Federal Acqulsmon Regulatlon (or an. .

;".equn alent State svstem) anv non- ldentlﬁable health‘_" o

1nformat1on that Is. requested bV such agene\

(2) CERTAI\ I\FOR’\IATIO\ AYAILABLE AT LOW

\.\ .

©to compl\ with-a request of a Federal or State agen-(
RS 19y that is necessar\ to complx thh a requlrement',:
under tlns Act such plan or prcmder shall mal\e L
3 ‘such mfcrmatlcn avallable to. such orgamzatton for PR
"a charge that does not eaceed the reasonable cost of_'._‘_" S

' transnnttmg the 1nformat10n If requested a health

~.such 1nf0rmat10n av allable te any other such'orgam—

(b) PROCLREME\'T RLLE FOR GOVER\ME\T AGE\— R '

(1) I\ GE\ERAL —Health mformatlon protee- 3
- tlon orgamzatlons certlﬁed under sectlon 3141 shall' "

A .'make avaxlable to a Federal or State agenc\ pursu-'

COST. —If a health mformatlon protectlon orgamza- C
, “.";-tlon descmbed m paragraph (1) ‘needs" mformatmn;;» B

? from a health plan or health care provlder in order

. ""111f0r1nat10n protectlon orgamzatlon that recen es in-

formatlon under the precedmg sentence must make .
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- - 13 :'tlon avaxlable for pubhc use funct1ons

- 14

8
19

o le

" Seplember 16,1884 -

S oy

N
%

i

. transnuttmg the mformatxon

'A(Ac)_ FU\'CTIO\AL SEPARATIO\ ——-The standards

r’adOpted bv the Secretary under subseetlon (a)‘shall ensure
j‘that anv health mformatzon dlselosed under sueh sub-
.'sectlon sha.ll not after such dlSClOSUI‘e he used or. released
: for an adrmmstratlve regulatom, orzlaw enforeement pur- .

‘pose unless such dxselosure ‘was made for such purpose

5 (,tltle shall be eonstmed to hmlt the authontv of a Federal

or State avenev to make non- 1dent1ﬁable health 1nforma-

SEC 5132 RESPONDING TO ACCESS REQUESTS

(a) I\ GE\ERAL —The Secretarv *shall adopt and

f,’modlf\ as appropnate standards under wluch a health

o '17“;1'

eare provlder or health plan shall respond to” requests for

[

| and subtltle Co S PRTRES S

5

subsectlon (a) shall prowde— S

n.v,v1der or plan vnll respond to each request exther b\

ot

f'izatlon that is. certlﬁed under sectlon 0141 for a

'i~charge that does not exceed the reasonable eost of :

(d) PLBLIC USE FU\CTIO\S —N’othmg m thlS sub-

(b) STA.\DARDS DESCRIBED ——The standards under .
(1) for a standard format under Wlueh a pro- '

: satlsfnng the request or bv reSpondmg \mth a nega- I

access to health mformatlon cons1stent Wlth thls subtltle :

A

o j‘fz’j
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. : 16

4 :17 ‘ards shall be effeetlve upon. adoptlon :
o 18( o (b) MODIFICATIO\S TO STAADARD‘S—‘ o |
19 ( ) I\ GE\ER.AL‘ —Encept as prowded in para-' .
20. graph (2) the Secretam shall réview the stalndards,"’
21 r»-,adopted under tlns part and shall adOpt mod;ﬁedil)” "
_ 22 | ;.standards as deternuned approprlate but no more:’._ 7
- 23 l:,i : .'frequent]\ than otice every 6 months Anv modxﬁea- L
24 o tlon to standards shall be completed in a manner
25 o }vchmh nnmnnzes the dJSI"l.lpthll and eost of comph o

o Qof;'?q o ‘u:"' TN

o7

\'B—l 9

-the fallure to satlsf\ the request and

‘o

CESSIBLE

| 'of health mformatlon should be accessd)le through the‘
13

:14 -
15

health 1nformat10n network

'SEC 5134." TILiETABIES FOR ADOPTION OF STANDARDS“ "

AND COl\{PLIANCE

standards under thls part not later than 9 months after'

‘the date of the enaetment of tlus subtltle and such stand- o

STAFF. DISCUSSION DRA’FT S e
‘”tlve response Wthh may mclude an explanatlon of B

(2) that a plan or- provlder shall respond to a .
.-,request 1n a tlmelv manner takmg 1nto account the B
\ _age and amount of the mformatlon bem’g requested R

SEC 5133 LENGTH OF TIME INFORMATION SHOULD BE AC- |

The Secretarv shall adopt standards mth respect tox v

the length of t1me any standard data elements for a tvpe '

(a) I\ITIAL STAL\'DARDS —The Seeretarv shall adept ., a |

g/“'

o
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1 anee An\ modlfieatlons to standards adopted under o

/ thls part shall be effeetlve upon adoptlon L - 8 2

(2) SPECIAL RU E——The Secretarv shall not . -
" adopt modlﬁeatlons to any standards adopted under o .
. :‘:thlS part durmg the 12-month penod l:fegmmng on -
L .the date sueh standards are adopted unless the See—~ N Co

; retar} deterxmnes that a modlﬁeatlon 1s neeessam in

R - N VS N PR

' order to pemnt comphance wuth the reqmrements of" .

~ ’ {
P e

| 9 »‘»'::'_‘.thls part NI - . e o
| '_10 PART 5—-—STANDARDSANDCERTIFICATION FOR SR
| 11 HEALTH INFORMATION NETWORK |

. SEC. 5141 STANDARDS AND CERTIFICATION FOR HEALTH

13 L i; MORMATION NETWORK SERVICES

- 14 j (a) STA.\DARDS POR OPERATIO\ —-The Secretarv’_, -‘ . . :
' o '15 shall estabhsh standards mth respeet to the Operamon of | o |
‘:7’.16 health mformann net“ ork serwces meludmg standards ‘_ "
17 ensurmcr that—— (‘ - % B
18_» (1) sueh serrlces develop, operate, and’ ecoopeI ‘
19 {, “i‘t.ate w1th one another to form the health 1nformat1on
) 20 'i,-‘,networl\. s o |
21 | (2) such serwces meet all of the requlrementsf_
Qe 22 _: 'f‘ :under subtltle C that are apphcable to such servlces -
' 23 ._ﬁ.‘f (3) sueh sernces make pubhc xnformatlon con-, o
' . 24 S cerhmg thelr performanee as measm ed bv umform' SRR

N Agl LT ,
S22 .;mdlcators such as aecessfblht\ transactmn reSpon-:
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21

' September 18, 1994

2
o3
25

\

c tltle the Secretarv shaH estabhsh 2 certlﬁcatxon pro~ o

g atlons for such servlces

- (b) CERTIFICATIO\ BY. THE SECRETARY'

| STAFF DISCUSSION I)RAFT L siie

\’B—Q 1

s1veness adnnmstratlve efﬁmene\" rehablhtv\ de-,“

-

pendablhtv' and any other mdacator deternuned ap- -

' propnate b\' the Secretarv B

i

L (4) such servlces have securltv procedures that.

are consustent mth the pmacxr reqmrexhents under .

- subtxtle C, 1nclud1ng secure methods of access to and -

transmlssmn of data

(&) ) such servlces 1f thev are part of a larger or-.

‘,-gamzatlon have pohcles and procedures in’ place'

N

w hlch 1s01ate thelr actmtles mth respect to process- -
‘ ;1no" mformatlon in a manner that prevents access ‘to. - .

sueh mformat]on bv such larger orgamzatlon

*/’"

(1) ESTABLISH’\IE\T———\Ot later than '19"' ’

R cedure for health mformatlon network sernces \x hxch.i

Y

o ensures that cemﬁed ser\qces are- quahﬁed to meet o

the reqmrements of thls subtltle and the standards

- .estabhshed bv the Secretarv under thls sectlon Such;‘,: .
‘certlﬁcatlon procedure sha]l be 1mplemented in a

manner that nunmuzes the costs and delavs of opex- g

(2) APPLICATIO\ ———Each entltv ‘desmncr to be'

.cernﬁed as a health 1nformat1on netuork sernce

months after the date of the enactment of thls sub—z o
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170 shall applv' to the Secretarv for cemﬁcatlon in a

form and manner determmed appropmate bv the 1: R

Secretar\" o S

+

(3) AL’DITS A_\D REPORTS —The procedure es--’ S e

. tabhshed under paragraph (1) shaﬂ pro’nde for au-," .

. dlts bv the Seeretarv and reports bv anf entltv'cer- -
B e -‘f:.‘.tlﬁEd under th1s sectlon as the Secretarv determmes ‘.» |

. approprlate m order to momtor such entltv s comph~ .

\

O o W o b "\#«@f N

ance mth the requlrements of thls subtltle subtltle. "

- ,' 10, 'I i_‘f,C and the standards estabhshed bv‘the Seeretani =

(S

s 11 o under thls seetlon o ‘, R
12 e )Loss OF CERTIFICATIO\ o - R T

130 - W I\IA,\DATORX" TER‘\II\ATIO\ ——Except as \

o 14 ..»-provxded in paragraph (3) 1f a health mformatlon'- -

15 7.: . "jnem'ork servlcer \nolates a reqmrement 1mposed on
: 16 : :4 }such sernce under subtltle C its. certlﬁcatlon under"“
o . 17" ;thlS secnon shall be ternnnated un}ess the Secretanni»;l: |
\‘i\;18'7_ | determmes that appropmate eorrectlve aemon has(f‘:i.‘
19 I?,kbeen taken |

200 e @ ). DISCRETIO\ARY TER’\II\ATIO\ —If a health'-“ ‘

21 ‘,\mformatlon network sernce wo]ates a reqmrement . . '
2200 or standard 1mposed under thlS subtltle and a pen-

» ‘7-~3 o ',altv has been 1mposed under sectzon alal the Sec»f*“”

24, fretarv sha}l revlew the certlﬁeatlon of such sernee

28 ‘and mav termmate such eertlﬁcatxon

L September 16,1994 - . o F T T e |

H - N . . . v
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o retar\' may establlsh a procedure under \’Shl(.ll a

. health 1nformatlon network serv1ce mav remaln cer-

v

o : lwolatlons descrlbed in paragraphs (1) o r-(2 ) Such
_procedure mav prov1de for the appomtment of a
| .A-trustee to cont1nue operatlon of the serv1ce untll the
requ1rements for full cert1ﬁcat1on are met " |
\( d) CERTIF‘ICATIO\ BY‘ PRI\'ATE E\'TITIES ——The

~

Secletarv mav'des1gnate prnate ent1t1es to- conduct the\

/)certlﬁcatlon procedures estabhshed b\ the Secretarv under

_,thls sectlon Ahealth 1nformatlon network serv1ce certlﬁed

Y

‘ bv such an entltv 1n accordance Wlth such des1gnatlon 3

, shall be con51dered to be certlﬁed bv the Secretar\' T

Y

SEC 51 42 ENSURING AVAILABILITY OF INFORMATION

The Secretar\' shall establlsh a procedure under.»\'

‘-"wlnch a health plan or health care: provlder “h1ch does' .

not ha\e the ablllt\' to transrmt standard data elements‘

/

‘,dJrectlv or. does not have access to a health 1nforn1atlon )

, net\\ ork - sernce certlﬁed under sectlon 0141 shall be able ‘, -

,to make health 1nformatlon avallable for dJsclosure as au-w ‘

o
. ¥

,September\jﬁ,; 1994 o

(3 )- CO‘\'DI’I"\IO\'AL 'YCER'I:‘IFICVATIO\’ “—'The 'Sec‘-? |

't1ﬁed on’ a cond.1t1onal ba81s if the serv1ce 1s operat- '

ing cons1stentlv with a plan 1ntended to' correct any
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LS

"'SEC 5151 GEN’ERAL PENALTY FOR FAILURE TO COMPLY

o WITH REQUIREMENTS AN’D STANDARDS

\ N . N

: ( ) AN GE\ERAL —-Except as- provlded 1n subsectlon -

O 00 ~ cv'xu1 I

f‘(b) the Secretarv shall 1mpose on anv person Jthat wolates e
& requlrement or standard 1mposed under thls subtltle a,
‘:“penaltv of not more than $1 000 for each vxolatlon The A

jprowsxons of secnon 1128A of the Social Securltv Act e

\(other than subsectlons (a) and (b) and the second sen-
. ;tence of subsectlon (f)) shall applv to- the lmposmon of Lo I
’ { ‘ ‘ I o X .' ’

. 1la cml monev penaltv under thls subsectlon i’ the same .

%

.-;“". .
o

712 manner as such prtmsxons applv to the nnposmon of a A

t

- | 13 penalt\ under sectlon 1128A of the Soclal Securltv Act.

( .

-‘.14 (b) LI\IITATIO\'S— B

15 (1) \ONCO\IPLIANCE \OT DISCOVERED E*:ER«P R

, .16 ;A"CISI\G REASO\ABLE DILIGE\CE —A penaltv may .

N Lo y

| 17 - not be nnposed under subsectlon (a) lf it IS estab

‘ {f 18 hshed to- the satxsfactlon of the Seeretar\ that the |

19 - iperson hable for the penaltv d1d not knoa and bv
20 a exerexsmg reasonable dﬂlgenee would\ not have

21 - "known that such person falled to comph' mth the o
R : SRR
22 ‘requlrement or standard descnbed m subsectlon (a). '

1 M T : ‘ ) ‘

e 23 (2) FAILLRES DLE TO REASO\ABLE CALSE-— .

o 24 ' ) (A) I\ GE\'ERAL —E\cept as provlded m\."f’ Lo

. 25 -a"g subparagraphs (B) and (C) a penalt\ ma\ not

,;2‘6‘- L be 1mposed under subseetxon (a) 1f——

N . o

- September 16,1994 . oo
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( ) the faﬂure to complv ‘was due to L

o \reasonable eause and not to mllful neglect ‘

(u) the fallure to eomplv is eorrected‘:.
) 'vdumng the - 30 dav perlod begmmng on'the
lst date the person hable for the penalt\\

B  \<‘kne\x -or b} ekermsmg reasonable dJllgence ’~

; uould have known that the fallure to com—“‘ '

: ,,ph;occurred ‘ﬂ_ S e

j (B) E\TE\SIO\ o:e PERIOD —

~(i)‘ No PE\ALT& wThe perlod re~ L
L .«ferred to 1n subparagraph ( )(u) mav be
: extended as deterrmned approprlate b\ the

g -Secretarv based on the nature and e\'tent's

. f’,of the fallure 10 comph

: ff | '“the Secretarv o

(n) ASSISTA_\CE -—If the Secretar\ T
detefnnnes that a health plan or health"
: ﬂcare provxder falled to comph' beeause such _
: :person was unab]e to comph the Seeretar\ o
"“mav‘ provlde teehmeal asmstanee to sueh"’

: (“,_person Sueh asmstance shall be prowded' g

i

- in any manner determmed approprlate bvf -

-~

(3) REDLCTIO\ —In the case of a fallure to }

comp}\ W lnch is due to reasonable cause and not to.f
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L mllful neglect an‘v penalt\ under subscctlon (a) that

—

N-JRI- IO N i.n;f"‘J:-' W e

- 1s not entlrelv w alved under paragraph (2) mav be L .

o -

walved to the extent that the pavment of such pen- f‘
.:'altv would be eacesswe relatlve to the comphance
":.ffaﬂure mvolved . : \_.‘ ) |

PART 7—MISCELLANEOUS PROVISIONS S

: SEC 5161 IMPOSITION OF ADDITIONAL REQUIREMENTS.
b
( ) DATA ELEME\‘T STA_L\ DARDS ---A person ~mav not
\ ,1mpose a standard on another person that 1s m addmon

.to the standards adopted b:) the Secretar\"under sectlon

—

0112 unleSS—— .‘.} o | * ,v . .
'~;'12 B (1) such person voluntarﬂv agrees to such o L B
13 standard or.- - o _\ ) | N

14 o 1 (_2) a walver is. granted under subsectlonr (e) to .

1 15 «. 1mpose such standard T e
16 ~ (b) TRAI\SACTIO\S AND, Accnss STAI\DARDS——A |
N N ‘f o 17 person mav not 1mpose a standard on another person that o Lo
"’{-‘18 is in: addmon to the standards adopted bv the Secretar\ o

19 under sectlon 5113 or 5131 unless such person voluntarﬂv o . o

P i ‘
[ . . B
. . % e

-";20 agrces to such standard \
21 ‘k (e) CO\DITIO\S F‘OR V\AIVBRS—I?‘ |

“22 ’_t | (1) I\ GE\ERAL -—A person mav request 2

2'3.: § '_‘:‘irwalver from the Secretarv m order to requlre an- B

o 24 ‘-"."other person to. complv Wlth a standard that is in - |

P

o - L . . ) ) . y

L. o
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VB-2T C o

k "addltlon to’ the standards adopted bv the Secretar\f'

funder sectlon 5112

‘(2)‘ CO\SIDERATIG\ or V\AI\‘ER REQLESTS——

A«“I\o waiver ma\ be granted unless the Secretar} de-f‘ ",
,"'terrmnes that the value of: the data to be exchanged'. o |
V':‘for research or other purposes sngmﬁcant g out-
kN welghs the adnumstratlve cost of the addmonal o
standard takmo into conSIderatlon the burden of the: B
‘Jtlmmg of the unposmon of the addxtlonal standard
n (3) A\O\’Y\IOLS RBPORTI\G -—-If a person at-i
'.".‘.;tempts to unpose a standard 1n addmon to ‘the
'standards adopted bv the Secretar\ under seetlon;
5112, the person on w hom such addztlonal standard* ",,
18 belng 1mposed mav contact the Secretar\ Thevf
.‘Secretar\ shall de\'e op a procedure underm'hjch the
. f'eontactlng person shall remam anonvmous The Sec—l - - -
retary sha]l notlf\ the person nnposmg the ade
tional- standard that the addltlonal standard ma\ not" G
- be. 1mposed unless the other person voluntarll C
| "‘aorees to such standard or a- n alver s obtamed

. under thls subsectlon

22 SEC. 5162 EFFECT ON STATE LA“" A

" September 16, 1994 .
4 N

3

. ,( ) I\ GE\ERAL —E:xeept as provlded mm subsectlon o

24 (b), a provlsmn reqmrernent or standard under thJs sub

| s'rm mscussmN DRAFT 0 sLe”

ad

7
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L2 f,ls neeessar\' to prevent fraud and abuse mth respect to,.,

16

S ¢

2
23
o

25 e

" September 16,1894

6 e a e

7B-—28 : Cnle

1 tltle shall supersede anv eontrar\ prowsmn of State la\\ S

A

1nelud1ng—— |

i

(1) a prov1s1on of State lau that requn'es medl

SN irather than eleetrome form, and

i
l b

Y

‘ tltle

eaeept uhere the Secretarv deterrmnes that the prtmsmn

eontrolled substances or for other purposes

_ (b) PLBLIC HEALTH REPORTI\G wNothmg in thls
~subt1tle shall be eonstrued to 1nval1date or hrmt the au- -
'thontv pouerx “or’ proeedures estabhshed under any lau o )
Aprondmg for the reportlng of dlsease or 1rgurx eluld g
.~abuse b1rth or death pubhe health sur\elllanee or pubhc}; |
.health 1nvest1gat10n or 1nterventlon :1 | o
3SEC 5164 HEALTH lNFORMATION CONTINUITY
" (a) I\'F‘ORMATIO\ HELD BX HEALTH Pusxs A\D ]
““PROVIDERS —If a health plan or health eare provlder;_lf
takes an\ actlon that would threaten the eontmued ava1l
ablht\ of the standard data elements of health mformatlon L B

iheld by SuCh plan or pronder sueh data elements shall o

"

3 jeal or health plan records (mcludmg bllhng 1nforma- J

:;_tlon) to be malntamed or transrmtted in wrltten't L

(2) a provlsmn of State lau Whleh pron des for* .
. reqmrements or standards that are more stnngent“s '} .,

' fthan the requlrements or standards under thls sub~f o
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18
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VB—-99

. | l be transferred to a health plan or health care provlder in - |

accordance with procedures establlshed bv the Secretarv "

(b) I\'FOR’\IATIO\ HELD BY HEALTH I\PORMATIO\ ‘

(

,NET\\ ORh SER\’ICES —If a’ health mformatmn net\xork':v ;

service certlﬁed under sectlon 5141 loses lts eertlﬁed sta-'

tus or takes am actlon that would threaten the contlnued
‘a\ a1lab1l1tv of the standard data elements of health 1nfor- ‘

: matlon held bv such semee sueh data elements shall be o

transferred to another health mformatlon netu ork servlce o

,'certlﬁed under sectlon 5141 as de51gnated bv the Sec—_ L

4

retarv :

'SEC 5165 PROTECTION OF COMMERCIAL INFORMATION

In adoptlng standards under tlns subtltle the Sec;

-retarx shall not reqmre dJsclosure of trade seerets and;
conﬁdenual commermal 1nformat10n bv entxtles operatmg L

in. the health mformatlon network except as reqmred b\

~

SEC 5186 PAYMENT FOR HEALTH CARE SER\’ICES OR '
, "HEALTH PLAN Pnamums o d
l\othmg 1n thlS subtltle shall be construed to prolnblt"-_ |
pavments for health care serwces or health plan premlums.. .
from bemg made b\' debxt credlt or other pavment cards '

or numbers or other electromc pavment means

- N -
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17 )";clude the Jdentxtv 'of the 1nd1v1dual to Whom the card w as‘

19
20

f—y

o oo \, R e

100 "
| 11

23

¢ September 16,1994.. . . ..

.

a7

. \’B—3O
SEC 5167. HEALTH SECURITY CARDS. L

fstandards relatmg to the form of health secumtv cards 1s-
sued b} health plans and the mformatlon to be encoded Co

‘,-»electromcall\ on: such cards A ‘;f .

health secumt3 card shall be a card wh;ch—-— L N S

terlal Wlth a useful hfe of at least o vears

-

(2) is re31stant to counterfe1t1ng

and retrleved electromcallv and .

T

‘ and used n all tvpes of health cdre locatlons

electromcallv encoded on a health securlt\ card shall m- )

1ssued mcludmg such mdmdual S personal health 1dent1-

ﬁer Spe(nﬁed under sectlon ollZ(c)(l) and ma\' mclude

nv other mformatlon that the Secretarv deterrmnes mav

be useful m order for the card to ser've the purpose of : o

Yoo

; easmg access to. and” pavmg for health care sernces A )
_health plan shall make av allable to. an 1ndmdual card ’i o
,;:24_

26

'holder upon demand bx such lndlvldual a pmnted cop\‘ |

‘

.of all’ mformatmn electromcallv‘encoded on such mdmd 'i'

ual s health securltv card - :f: -

(a) I\ GE\ERAL —The Secretarv shall estabhslr

(b) FORM DESCRIBED --The standard form for a"‘.

(1) is made of plasmc or a smmlar durable ma- | ,:

(3) can store mformatlon that can be encoded o
(4) can be produced m a cost effectlve manne1

(c) I\'FOR\LATIO\ DBSCRIBED ——The 1nformatlon o
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| f'l SEC 5168 MISUSE OF HEALTH SECURITY CARD OR PER- |

 SONAL HEALTH IDENTIFIER o N

. '(a) HEALTH Sect RITY CARD _A person who—""
(1) requlres the dlsplav of requlres the use of o
" or uses a health securltv card for. any p)lrpose other

: than obtalmng or paymg for health care;

%

{2) falselv akes forges eounterfe1ts or altersV .
a health seeurlt) card LT {- ,, . | | B

(3) mthout lawful authomt\ prmts photo- |
- graphs or makes am 1mpressmn in the hkeness of" :

“any health securltx card or "

7

| forged counterfelted or altered health securlt\ card‘
ltnowmg that the card 1s false, forged counterfelted s
. or altered | S o
-shall be ﬁned not more than $‘?a 000 1mprlsoned nott.'-'
'more than 2 vears, or both | | N | |
| (b) PERSO\AL HEALTH IDE\TIFIER —A person w ho.’ s
reqmres the chselosure of requlres the use of or uses an”__ L
mdn'xdual’s personal health 1dent1ﬁer for any purpose that e
1s not authonzed by the Secretarv shall be ﬁned not more. :
. than $..o 000, 1mprlsoned not more than 2 vears or both ’

SEC. 5169 DIRECT BILLING FO‘R CLINICAL LABORATORY R

SERVICES

(a) In GE\ERAL — e

: ( ) sells transfers or otherwlse dehvers a false
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Lo ovBs2 ,
(1) REQLIRE\IE\T —Except as - provlded in

- - N T R N R N R

T
i

'-paragraph (2) m the case of a clalm for pavment"i

V for a chmcal dJagnostlc laboratorv test for whxch 3_;' L
3 >pavment ma\ othermse be made pavment mav be B

| fmade onlv to the person who or entlty' W thh per-

e formed or supemsed the test

¥

(2) ELCEPTIO\ —-Pavment for a chmeal dJag- ,

;

Lo

"_nostlc laboratox;; test mav be made— ‘
| (A) to a phvsw]an with whom the phvsy.; ‘ U

man v&ho performed the test shares a practlce Lo e

N R .. " . * [ E Y ; o o . -
S or ' | '

B LA

BV (B’)‘ te' a rphvsi‘cian»'oriphvs"ieian gT'oub it

B chmcal laboratorv services ‘are mcluded in the
14 - serwces for vshlch the phvs1c1an or group 18
15 0 pald on’ a capltated bams | R - S

216 (b)  ADDITIONAL E)..CEPTIO\S —-The Secretar\ ‘may,
"‘1."7“ b\ regulatlon estabhsh e\ceptlons to the requn ementar
- 18 .under subseetlon (a )(1) that are in addltlon to the excep- R

o

19 "tlon under subsectlon( )(2');:‘1 T h A

20 SEC 5170, AUTHORIZATION OF APPROPRIATIONS | R
20 There are authonzed te be appropmated such sums‘ L )
22. _.as mav “be: necessarv to carm out the purposes of thlS sub

23 otitle

*.  September 16,1884 . . . . LR
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SR VB33 L
B PART 8—ASSISTANCE TO THE SECRETARY

SEC 5171 GENERAL REQUIREMENT ON SECRETARY

In complvlng w1th anv requ1rements 1mposed under

STAFF DISCUSSION DR.AFT S Ao

th.lS subt1tle the Secretary shall rely on recommendatlons _' P

of the Health Informat1on Adwsory Comrmttee estabhshed'r e |

under sect1on 5172 and shall consult W1th approprlate" o

Federal agencles

SEC 5172 HEALTH lNFORMATION ADVISORY COMN[I'I'I‘EE

(a) ESTABLISH\IE\'T —There 1s estabhshed a ‘com- ’

/‘

nuttee to ‘be known as the Health Informat1on Adwsor\ -

‘.

Comnuttee -

(b) DLT‘) — o _. .

~ :-'-'(1) I\ GE\ERAL ——The comnuttee shall—

(A) provlde ass1stance to the Secretar\ 1n'

: the Secretar\ under thxs subtltle and subtltle C o

L

i '.“’the health 1nformat1on network and o

Aplementatlon and ongomg operatlons and to re-

ﬁne and 1mprove the netvs ork

o jv'(2) TECH\ICAL ASSISTA_\CE ———In perfornung" :

\

'complvmg w1th the requ1rements 1mposed on

(B) be generallv respons1ble for advxsmg_' '

(C) make recommendatlons to correct any. -

problems that may occur 'in the net\\ ork $ 1m-

its dutles under tlns subsectlon the conlnuttee shall :

the Secretam and the Congress on the Status of 7_- SR

oy

Ry
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e agenmes

. ".

3 member as the Chalr

) 'the dutles lmposed on the comnnttee

g
,sha]l be appomted for a term of 5 vears, except that

L (4) \ACANCIES ——<

VB—34

.

. .vrecelve techmcal assmtance from approprlate Federa}‘ :

[

(c) ME‘\IBERSHIP —,

o of 15 members to be appomted by the Pre31dent not'?f |

o “later than 60 davs after the date of the enactment‘

i

(2) EXPERTISE —The membershxp of the com-,

Py

'V'mJttee shaﬂ con51st of mdmdua}s Whe are of recog- :

Ty -

,mzed standlng and dlstmctlon in the areas ef mfor— ’

t

, ~.]mat10n svstems eonsumer health 'or prn'acv and

- ,;’who possess the demonstrated eapamtv to dlscharge

(V"

')

( ) TERMS —Each member of the commlttee

jthe members ﬁrst appomted shall serve staggered
"_terms such that the terms of no- more than 3 mem- }

‘ ‘bers explre at one time. : ool

(A) In GE\ERAL —A vaeancv on the eom- )

| ‘mlttee shaﬂ be ﬁﬂed in the manner in whreh the

Orlgmal appomtment Was made and shaH be T

. “"sub']ect to any condxtmns vshxeh apphed mth re- :

e spect to the orlgmal appomtment

N
.g . : AR

STAFF mscussmN I)RAFT Corsuel

(1) In GE\'ER.AL —The eommlttee shall consnst- e

"\t;j:."Of thrs subtltle The Presxdent shaﬂ demgnate 1_

R
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.;,,~’ 23

24 ma\ ho}d such hearmgs Slt and act . at such t1mes and

Seplember 16. 1'%93

occur eonﬂlets of mteresp L

o (d) Mamxes-— |

STAFF DISCUSSION DRAFT' . . sLc -

VB—3 5

(B) FILLI\G L'\EXPIRED TER\I ——An mdj_: L
. ':\qdual ehosen to ﬁll a "acancv Shal} be ap-'f‘;" .

lgpomted for the unexplred term of the member ;

N replaeed

(C) EXPIRATIO\ OF‘ TERMS —'I‘he term of',j;‘

e whlch the member s suecessor takes ofﬁce

{

'commlttee shall dasclose upon appomtment to the;

v

comrmttee or at any subsequent tlme that 1t mav

(1) I\ GE\EM —Emept as pronded in para. ’
‘:,'" J:n'g'raph (2) the comnnttee shall meet at the eaH ofvj “
. fj‘"the Chalr “ T \ | " '
(‘?) I\ITIAL MEETI\' —-I\ot later than 30 davs -
E v," : after the date on “hleh all members of the comnut- o
: "'\'tee ha\e been appomted the comrmttee shall hold 1ts |
; ﬁrst meetmg : ’_ | | | | |
3) QLORL\I -——A magontx of the members, of
'the eomnuttee shall eonstltute a quomm but a Iess- .A |
- ’er number of members may hold hearmgs

(e) POWER 'ro HOLD HEARI\GS —-The eommlttee ‘-

'25 plaees take sueh testlmom and recelve sueh evldence as’

[

any member shall not explre before the da.te on-ﬂ.\v

(3) CO\FLICTS OF I\TEREST -—Members of the, .
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A

the comrmttee conmders advlsable to earr\ out the pur-

fam—

poses of thlS sectlon R
(f) OTHER AD’\II\'ISTRATIVE PRowsxoxs —Subpara-
graphs ( ) (D) and (H) of sectlon 1886( )( ) of the So-

elal Secumtv Aet shall apply to the eomrmttee'm the same

manner as thev app}v to the Prospectwe Pavment Assess-

ment Commlsswn

(g) REPORTS —_—

N

( ) I\ GE\ERAL —The comrmttee shall annu-

[y
o)

allx prepare and subrrut to Congress and the Sec-

|

[S—y
[Y—

retar“v a. report meludmg at least an analvsm of-——

/

[o—
L a

(A) the: status of the health 1nformatlon

I

network estabhshed under thls subtltle 1nelud~

O -
D W

mg vxhether the network 1s fulﬁlhng the pur-

[y
hh

pose descrlbed in sectxon 0101

oy
(@)

(B) the savmgs and costs of the network

[w—
~J

(C) the actmtles of health 1nformatlon net-

[
-QO,

vork sernees cermﬁed under sectlon 0141
19 7 health care provlderS« health plans and other
20 entlnes usmg the nemork to enchange health
21 o mformatxon g
22 S (D) the extent to “hlch entmes descrlbed
23 in subparagraph (C) are meetmg the standards

24, v adopted under tlns subtltle and uorkmg to-

!

September 16, 1994 - o . !
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-

,‘gether to form an mtegrated network that

meets the needs of 1ts users

(E) the extent to “thh entztles desenbed;

e

”_m subparagraph (C) are meetmg the pmae\

| and securltv proteenons of subt,ltle ¢,

(F) the number and thes of penaltles as:

sessed for noncomphanee thh the standards s

i.‘:adopted under thls subtltle

(G) whether ‘the - Federa] Government and S
- ‘;State Governments are reeemng mformanon of..
sufﬁment quaht\ to meet thelr responmblhtles": . \

1\"under the Health Reform ACt

(.H) an\ preblems mth respect to 1mpl

B ﬂmentatlon of the network

| (I) th‘e e\'tent to wlnchf tnnetebles’ linder .

1 tlon of standards are bemg met; and

ed to the health 1nformat10n network

(‘)) AYAILABILITX TO THE PLBLIC —-Am mforf
"matlon in, the report subrmtted to Congress under\'_ :
*:\..-"'paragraph (1) shall be made a\allable to the pubh(,{ n

: ,vl.unless such mformatlon maw not be dxsclosed bv la\x

o ,' - t}us subtltle for the adoptmn and 1mplementa~ |
17 |

o (J ) anv legnslatlve reeommendatmns relat- o
e o
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S \ 1 o (h) DI:RATIO\ —\'otmthstandmg seotlon 14(a) of

.‘ .

B 2 the Federal Adwsorv Comnuttee ‘Act, the eomnnttee shall

. 3 contmue in e}ostence untll othermse prowded bv lau

| 4»,';, s (1) AUTHORIZATIO\ OF APPROPRIATIO\’S — s |
: 5 ; (1) I\ GE\ERAL —There are: auth(mzed to be« 3
ii: 6 ‘\l}ffapproprlated such sums as ma3 be neoessary' to : |
S | 7 E 'y . E-V carrv out the purposes of thls sectlon | |
, 8 | ..(2) A\'AILABILI’I“& —Anv sums appropnated '* o
@_ 9 dnder ’gne euthorlzatlon contalned m this subsectlon f. ':_ ‘ ’
‘,101 A ‘fﬁ'.‘shal} ;enlaln avallable mthout ﬁscal vear hmltatlon . | o
11 ,~V,i.‘;-unt11 expended | | T R )

'z*12 SEC. 5181. GRANTS FORDEMONSTRA‘I‘IONPROJECTS R o e
- ,1'.3 (a) I\ GE\ERAL —The Seeretar\' mav make grants, N

.,',14 for demonstratlon prOJects to promote the development o

. 15 and use of electromcallv mtegrated commumtv based ehm-
16 cal mformatmn svstems and computemzed patlent medleal
: '17 records L e e
18 (b) APPLICATIO\S—-; o |
19 (1) fSLB‘\iISSION ;To *applv for a grant under'_'

.)*

- 20 - thls part for anv ﬁscal vear an apphcant shall sub

'-21:.; i mit an apphcatlon to the Seoretar\* in accordance' : .
! ; v 22 ’mth the procedures estabhshed bv the Secretarv : ,' %
23 (2) CRITERIA FOR APPROVAL —The Secretar\"_ S

24 ".,mav not approve an apphcatlon submltted under .

B 25 = . paragraph (1) unless the apphcatlon 1ncludes assur-

R : . . ST A - .
oo ) oL [ s N . i e

B

' September 16,1994 - ¢ . LT U
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e

" -"rances satxsfactorv to the Seeretarv regardmg the fol-' h

v ‘u, B ‘e.

lewmg CL L ,

( ) UsE. OF EX_ISTI\G TECH\'OLOGY

Funds recelved under thJs part wﬂl be used to
applv telecommumcatmns and mfm“matlon svs-i.

tems techno}og;x that is in ex:lstence on the date““[
the apphcatlon is subnutted in'a manner that '

1mproves the quahtv of health care, reduces the"’;
costs of sueh care and protects the pmvacv and‘

eonﬁdentlahtv | of mformatlon relatlng to the -

phvsxcal or mental condjtlon of an 1nd_w1dua1

(B)- USE OF E‘IISTI\G I\FOR’\LATIO\ s&s»-

TE'\IS ——Funds recelved under thxs part Wﬂl be y

(R

Y (1) to enhanee telecommumcatmns org

\.

mformatlon svstems that? are operatmg on
‘f*'the date the apphcatmn is subrmtted

(u) to mtegrate telecommumcatmns or

~ 0

: mformatlon svstems that are operatlng on"

' the date the appheatmn is subrmtted or -

(111) to connect adchtmnal users to

7

teleeommumcatlons or- mformatlon net-

tworks or svstems that are operatmg on the

_ date the apphcatlon 1s subnntted

i
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‘..'7'12"mg ‘a grant under thlS part with. the prowslons of this -

14

18
§ ‘19'.

" Septomber 16,1994 -

tlcable make grants to persons representlng dlfferent geo» .

,graphlc areas of the Umted Statcs mcludmg urban and -

R - N VR SRR

_OV‘

: rural areas o 's. P S Cl
@ REVIEW AND' SA}\CTIO\S -The Secretarv shall

v;irewew at least annuall} the comphance of a person recen .
,'Part The Secretarv shall estabhsh a procedure for deter- e ) '1 .

stantlallv Wlthln ‘the provlsmns of this part and the same- ~ © .t .o

»‘an annual report to the Pre&dent for transmlttal to Con- '_ "

_.':under thls part. - L B \"l; e
SR B ‘
© 2 are

s (C) M_ATCHI\G FL\DS —-The apphcantj

- shall make avallable ﬁmds for the demonstra-“-‘.
| t10n progect in an amount that equals at least
20 percent of the cost of the pro;ect S 3 . B

e ) GEOGRAPHIC DIVERSITY —-—In makmg an} grantsl‘

under thlS part the Secretarv shall tc the extent prac-’j -

~ . . o

) 1

nnnmg uhether such a person has falled to' complv sub

tlcns to be 1mpcsed for anv such noncomphance

(c) A\\LAL REPOR’I‘ ——Thc Sccretar\' shall subnnt'\

gress contalmng a descrlptmn of the actmmes camed out'

\

(f) AUTHORIZATIO\ op APPROPRIATIO\'S —-There, S

_are authomzed to ‘be apprcprlated such sums as may be S

necessarv to carrv out the purposes of thxs sectxon

3
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18

24

N

m:\"r— o R .
- (1) I\ GENERAL, ——Seetlon 1144(e)(1)(A) ofthe
’ ‘»Soclal Secumtv Act (42USC 1320-14(e)(1)(A)) is
10 o

ing “Januarv 1 1996” ," h

e
17

t 091(f)) are repealed

b VB——41

1 PART Q—MEDICARE AND M.'EDICAID COVERAGE

DATA BANK

g 3 SEC 5191 MEDICARE AND MEDICAID COVERAGE DATA_,

4 4 ", BANK AND RELATED IDENTIFICATION PROC- =

: BSSES: .

|

( ) DELA\ OF‘ E\IPLOYER REPORTII\G REQLIRE-;':- -

N

| amended bv stmkmg “Januarv 1 1994” and msert- e

'( 2) EFFECTI\'E DATE —The amendment made'e L
} : b\ thxs paragraph shall be effeetlve on the date of -
" the enactment of thlS Act -
 (b)RePEALOFDATABANE—

) ( ) I\ GENERAL. ——Effectne Januan 1, 1996 | |
“:~_;sectlon 1144 of the Soczal Securlt\ Act (49 T. SC v
| ,1390b~14) and sectlon 101(f) of the Emplovee Re-.j

l
!

(9) I\TER\AL REVE\LE CODE PROVISIO\—. o

' 1986 is amended by strkag parag’raph (1‘))
o »(3) IDE\TIFICATIO\ OF ’\IEDICARE SECO\DAR‘)M
-‘PAYER SITLATIO\S—Sectlon 1862(b) of the Socxal' o

.‘ >‘.’“ "“ ‘25 ‘ V’ '

" September 16, 1994 S

. /;‘« .
t A
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,-?urement Income Seeumty Aet of 1974 (29 U SC: .

Sectmn 6103(2) of the Internal Revenue Code ef‘;", L
23 o
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Seeuntv Act (42 U SC 1393\'(b)) is ham?ﬁd*?d_\b'}f“v '
strﬂung paragraph (D) L

1

2
. 3 * (4) O\FOR\II\G AME\Duﬁ\TS —-(A) Seetlon "
4,". 2 1902(a)(20)(A)(1) of the Socxal Securltv Act (42‘. |
5 USC 1396a( )(23)(A)(1)) IS amendedl bv stmkmgﬁ" |
6 1ncludmg the use of mformatmn coHected bv the
7 Mecheare and Mechcald Coverage Data- Bank under :ii-,
e 8 seetlon 1144 and an; addltlonal measures b '7‘ ? \
/ *39 | (B) Subsectlon (a)(8)(B) of sectmn aaZa of'f j
i .;; 10 | tltle 5, Dmted States Code s amended-—‘
11 ‘.‘.j (1) mf ciause (v) bv msertmg ; or” at the,
12 | ; end, S ; .
D " '1.3' o (n) m clause (w) b} strllung ’or _at. the
o 14 | ', | énd andf . oL

15 _‘ o . (III) by s’mkmg clause (vn) ‘:- .‘ 1
“ 16 j" S (a) EFFECTIYE DATE —The amendments made-' e
| 17 b\' thls paravraph shall be effeetne on and after B

e )

“18,;’ Januarv 1 1996 : o e .

& L .
o + R
) ¢
g L "
. "
. ;- ]
3
5 . . . v
N e . - -t
e 3
3 . . .
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J‘Subtltle C—-Prlvacy of Health

" SEC.

13
N of, access to and eaehange of health care related n-

16
U
“under tltle m of sueh Act through automated .'

- other multlstate health care prowders and pavors

 create a - need tor a umforrn Federa la\\ gox ermng

A"l(b) PLRPOSE -«-The purpose of tlus subtltle 1S. to es- .

the dlselosure of health care mformatlon

Informatmn \

_PART 1-FINDINGS AND. DEF]NITIONS
5201. FINDINGS AND PURPOSES. e |

(a ) FI\DI\ GS -—The Congress ﬁnds‘as f(:llov.s

| (1) The 1mproper dlsclosure of lndlmduall\‘". |
( 1dent1ﬁable health eare mformatmn mav cause 81g-~."¢'v :

Uy mﬁeant harm to an’ mdjwdual S mterests in prn'acv
‘-vhealth care and reputatlon and mav unfalrl\ affectv

l‘ the ablhtv of an 1ndmdua1 to obtam emplovment-

'educatlon msurance and credxt

(2) The mox ernent of people and health eare re—

-_:lated mformatmn across State hnes the a\ axlablhtx o
,formatlon mth Federallv funded health care svs-' "
; tems the medleare program under title XVIII of the

._'.Soelal Seeurlt\ Act and the medlcald program '

"fdata banks and networks and the emergence offj'vﬂ

i

K

| 24 tabhsh effectwe mechamsms to protect the pmvae\ of de :

25 \1duals mth respeet ‘to’ mdn'lduallv ldentlﬁable health care :

'
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1 el matlen ean he used to 1dent1f\ an mdmd
| . : ﬁ\al‘.vl_‘ S C

P . . . . .
4 A o

(2) DISCLOSB —The term “d_lsclose when

s 3
Vo

2
3
4 .‘;fused vnth respect to protected health mformatlon
| 5 - 'means to provlde access to the mformatwn but onlv
y ‘7 B o 6 - if such access is pr(mded to a person other tharn the
o 7"‘ j'. = mdmdual who is the subgeet of the mformatlon ’4
8 | (‘b) TER‘\IS RELA’I‘I\TG TO HEALTH CARE SYSTE\I
9 PARTICIPA:\TS——-In this subtltle R L
10 o (1) HEALTHHI\FOR\MTIO\';" TRLSTEE—The
11 term\“health mformatlon trustee n’leens—- S
'. 12 (A) a health care provlder health plan |
13 health overmght agenc§, certlﬁed health 1nfor- { |
‘ 14 matlon netuork serwce, emplover hfe msurer o .

150 or school er umvermtv mscfar as 1t creates, re-

l

16+ ceives, mamtams uses or transnuts protected

\ | 17 ‘health 1nformat10n | |
18 (B) anv person \\ho obtalns ‘protected
19 health mformatlcn under sectlon 0213 5.,1(
o0 5218, 5221, 5292, 5226, or 5231 and |
T 21 o | (C) any emplovee or agent cf a person'c‘ox— T

Al 22 ) '.\ered under subparaofraphs (A) or (B)

23 "'(2) HEALTH CARE ——The term' “health care —

| g 24 (A) means—

_S_é’pterilnber.‘,16,~199"4.f_ .

i
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23 'n";practlce of a professwn : 1 Lo
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. September 16, 1994

17
T
19

20

“health overmght agencv means a person w ho—

- STAFF DISCUSSION DR.AFT - sLC

() a preventatlve dxaofnostlc thera-,.'f :

N hatlve .care \f counsehng, servxce or
o procedure—— o

\"

(D w:th respect to the phvsmal or N

mental condmon of an mdmdual or

.* oy affeetmg the stmoture or -

R - functlon of the human bodv ‘or any - R

(11) anv sale or dlspensmg of a’ drug, ,

devxee eqmpment or other 1tem to an mdx

\'1dual or for the use of an mdmdual pur- -

“ ‘ suant to a prescmptlon but

(B) does not 1no1ude any 1tem or sernce

K that 18’ not furmshed for the purpose of examin- -

mg malntalmng, or 1mprov1ng the health of an

1ndmdual

0

(3) HEALTH CARE PROYIDER ——The ‘texm

:“health caref provlder me‘ans a' porso‘n -who 1s -

oensed certxﬁed reglstered or othermse authorlzed

,;bx la\x to. provxde an ltem or sermce that oonstrtutes

‘health care n the ordmarv course of busmess or:

(4) HEALTH OK‘ERSIGHT AGE\C\ —-The term o

peutlc rehablhtatlve, mamtenance or pal-

part of the human bodv or - D
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of an assessment evaluatlon deternunamon or ‘

mvestlgatlon relatmg to the heensmg, accredlta-

" tion, - or . ‘health ,' - care

l‘.

cemﬁcamon . ‘.of

prowders or ST

oy

(B)(l) pe“r-fOrrns' or. o,ver.sees" the“-\‘performy;

: ance Of an assessment evaluation determma-

~

tmn Jor. mvesmgatlon relatmg to the effectlve- :

ness of eomphance w1th or. yapphcablhtv of

| legal ﬁscal medlcal or smentlﬁe standards or‘, o
o aspeets of perfarmance related to the dehverv

- of or pavment fer health care or relatlng to |

| health care fraud or fraudulent clalms fer pav =

- ment regardmg health and , |

(11) is a pubhc agenev actmg on behalf of 3

| a pubhe agenev,; actmg pursuant to a requxre-

' ment of a pubhc agencvv or carrvmg out actm-;,

7

osLe

(A) performs or oversees the performance :

’ g tles under a Federal or State la\\' govermnv the"f
o 19 assessment eva]uatwn, determmatmn ‘or nmes-".j .
e : 20 txgatlon descmbed in clause (1) ._
= 21 (a) HEALTH PLAZ\ —-The term‘ “health plan ‘_
o 22 . _shall have the meamng glven such term under sec- .
3 'jﬂuOn 5102, St e d,i_- .:ﬁ_;,“w
’ 24 (6) HEALTH RESEARCHER -—The term “health "
; 25 lreseareher means 2 aperson Who conducts a b]O- ‘
) :)":Tsep'tg'enn.t‘ae'r,le,19?4‘ L |
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' 21 . ht1cal subd1v1s1on of a State that 1S (Al respons1ble

o
K4 . /

N

lng to health.

.\ X

1nst1tut1onal rewew board’ 'means—, :

' (A) afboard estabhshed m accordance w1th

| "491( ) of the Pubhc Health Serwce Act

10 . ) (B) a s1rmlar board estabhshed b\ the Sec- E
11 .retar\ for. the protectlon of human subJects n -
12 ‘: , research conducted b\ the Secretar\, ' |

‘.13 ' "(C) a s1rmlar board estabhshed under reou-

15 than the Secretar\ or

16 " :(Dl a board cert1ﬁed n accordance mth :

17 . ,-:regulatlons 1ssued under sect1on 5218( )

18, -5.1(8) PLBLIC HEALTH ALTHORIT& ——The term

19 pubhc health authorltv rneans an author1t\ or’ 1n-

/

20 L ..strumentaht\ ‘of the. Umted States a State or a po-

;e

' 23‘ x jactmtles as 1nJur\ reportlng, pubhc health sur\ell- 3
24 o _lance and pubhc health 1n\est1gatlon or’ 1nter\en-

. . .

: a .. .
.. [
’

. September16,1394

o STAFF DISCUSSION DRAFT ‘ SLC |
1 nledJcal pubhc health epldermologlcal health ser\- .

search prOJect on soc1al and behavloral factors relat-'

' ( ) I\STITLTIOT\AL REVIE\\ BOARD'—The term

‘,-regulatlons of the Secretarv under sect1on :

.\. L

O

iees, or health stat1st1cs research pI‘OJeCt or a.re- -

- 14 C latlons of a. Federal Gox ernment authorlt\ othe1

Vo
'

Voot
1

3 22 - ,‘ for pubhc health matters and (B) engaged in such |

‘> ’
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1 ‘ ( ) REFERE\CES TO' CERTIFIED E\TITIES ——In thIs

B , . .
N N A \ .t . s .. X
. fE ‘ r . .
" I.~" B . Lo . ' L
[ K . v . .o S . L. i . s X P :
e subtltle e R o ‘
R , . . ¥ . ) ~< - d \“

(1) ERTIFIED HEALTH I\FORMATIO\ \ET-"

Lo

: ‘ WORK SER\’ICE ——The term certlﬁed health mfor-'
' - matlon network sermce means a healthi mformatlon R

1.

"‘_tlﬁed under seetlon 5141 | ; \ R 1

.t

(2) CERTIFIED HEALTH I\'FORMATIO\ PROTEC- ol

i

2
3
4
5-
| 6 senqce (as deﬁned under seetlon 5102) that is; cer-
1
8.
9

B ??:‘,TIO\" ORGA.\IZATIO\' -—The term certlﬁed health* "
| 10 : ’:mformatlon proteetlon orgamzatlon means a health?,-: S -
o 11 mformatlon protectlon orgamzatlon (aS deﬁned In.;‘ o

L f‘ | 12 | ‘)Seetlon 3102) that Is eertlfied under Sectlon :)141 x
R ‘13_" ,ﬁ.:",,"";(d) OTHER TER\IS --In thIs subtlt}e ‘_ | '\ L

‘7=1V1’4 S (1) I\DI\’IDLAL REPRESE\TATIVE —The term g

- 15 o mdmdua] representatlve means anv deVIdual le-\‘ ST

| 16 n gal}\' empowered to make deClS]OnS eoncermng the
17 prowsmn of hea}th care to an Indmdual (“here the’j o R o .

R |- Indmdual laeks the legal capamtv under State }a\\ to -

19 . .make Sueh deelsmns) or the admzmstrator or eaecu-j :

*

20" g ‘tor of the estate of a deeeased deVIdual e Co

; ’;21;‘,‘.;.‘,» (2) LA\\"E\FORCE\IE\T I\*QL’IRY "'“The term;‘,

¢

22 . -"‘}a\I enforcement mqum' means an Invesngatlon or Y

Yot ° V‘,{ L

23 offICIal proceedmg mqulrmg into w hether there 1S a l :

24 '\’Iolamon of or faﬂure to comph mth anv crnmnal

3

B

D sepempertgeee T D T T e $97
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- _.;o:\‘s«gumugg.szs»; T ,afAffF‘bISChSSIéN- DRAFT = f’f fs,L.é. - i
" ~."‘;l *'hor cml statute or am regulatlon rule or order 1s-'j" :
- . . 2 ' sued pursuant to such a statute IR
S A . 3 (3) PERSO\ ——The term persd’n mcludes Vanl'}.
4-;’ - authorltv of the Umted States a State or.a pohtlcal‘ _'
5 subdmsxon of a State A *ff
6 ;:‘l PART 2—AUTHORIZED DISCLOSURES
’ | | 7 Subpart A—General Prowsxons : '{ ’
| 8 "SEC 5206. GENERAL RULES REGARDING mscmsm -
9 | (a) GE\ERAL RLLE —A health mformatlon trustee'
i .10 ;mav d:sclose protected health mformatlon onlv for a pur--
1T 'pose that Is, authorlzed under this subtltle L
, 12 (b) DISCLOSLRE WITHI\' A TRUSTEE —A health in-
L 13 lv:formatlon trustee ‘may dxselose proteeted health mforma- '
. 14 tion ‘to. an ofﬁeer emplovee or agent of the trustee for"_'
o A 115."~E;a purpose that Is eompatlble\mth and related to the pur-.* '
. »‘ 16 pose for uhmh the mformatlon was eolleeted or reeen ed -
' "17:va that trustee . - " S |
, 18 (@ SCOPE OF DISCLOSLRE -—w. SN o
; . 19+ . (1) I\ GE\’“ERAL —Everv dlsclosure of proteeted—::
\ 20 o health lnformatlon b\' a health 1nformat10n trustee'e,\
".,(21-_ " shall be hnuted to the rmmmum amount of 1nforma-i-
'22,':,," -ptmn necessarv to accomphsh the purpose for uhlchl -
o '\.'23‘.‘4:3 ffthe mformatlon is chsclosed R
1 24 (2 ) REGLLATIO\S --The Secretar\ aﬁer notice -
@® = |

"and opportumtx for pubhc eomment ma\ 1ssue reg- .
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ulatlons under paragraph (1) Whlch shall take 1nta EEN

N

-]f‘account the techmcal capablhtles of the record svs-’ y

: and the costs of hmmng dlsclosure

(d) No GE\ERAL REQLIREMENT TO, DISCLOSE——-

-Nothmg in this subtltle that penmts a dlsclesure of health g

1nformat10n shall be construed to reqmre such dlsclosure

The protected health 1nf0rmat10n recelved under a dlSClO- f‘ R

- sure permltted bv the subtltle may. not be used or dlsclosed B

5,

,'unless the use or dlsclesure is necessar) to fulﬁll the pur«l ~
‘pose for whlch the mformatlon was' obtamed and is . not' .
\;othermse prohlblted bv la\s Protected health 1nformat10n?‘

,’-about an 1nd1ﬂdual that 1s - dlsclosed under thlS subtltle

j .

""mav not be used 1n er d.lSClOSQd to anv person for use :

' 111 anv adnnmstratlve cml or crlmmal actlon or mves-

x;tlgatmn dlrected agalnst the mdmdual unless spemﬁcallvf

’perrmtted b\' tlns subtltle |

E ‘19?..?' A IDE\TIFICATIO\ OF DISCLOSED I\FORMATIO\ AS ',

20 ."PROTECTED I\FOR\IATIO\' R | o -

":-?_lf." (1) I\ GE\ERAL —-Encept mth‘ respect to pro—
, 22 ; ' tected health mformatlon that is. dxsclosed under sec-
: : ;23 ’M“",;w‘tlon 0213 and except as prowded’ 1n paragraph (2)\

. 24 f\‘;a health mformatlon tmstee may not dJsclose pro--
‘ 25 N "‘tected health mformatmn unless such mfermatlon 1s'*

" September 16, 1984

1

v o

o tems used to mamtam protected health mformatlon o

(e) Use AI\D REDISCLOSLRE ‘OF II\FOR\IATIO\—--.“~="" -

Co K . | ) . ; : .
S o : “ [EPRN . “ s A B 3oL
. 3 PP : B . N ; .
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2 reproductlon of health mformatlon

Ci9.s
S0
2
T

VC-lO

Lo

that is- sub;;ect to th.lS subtlt]e

Vi

~ the protected health mformatmn

v

‘be construed to hmlt the ablhtv'of a health mformatlon" v'

'trustee to eharge a reasonable fee for the dJsclosure or .

i

Vo

(h) I\FOR\IATIO\ 1\ WHICH PROVIDERS ARE IDE\-‘\ -
. TIFIED. -—The Secretar\ after notlce and opportumtv for - o

pubhc comment may 1ssue regulatlons proteetmg mforma« :

K

tlon ldentlfvmg provlders in order to promote the a\ allabll

1t\ of health care serwces

‘SEC 5207 AUTHORIZATIONS FOR DISCLOSURE OF PRO-

TECTED HEALTH INFORMATION

tlon tmstee mav dxselose protected health mformatmn’ o
pursuant to an authonzatlon ekecuted bx the mdn'}dual o ‘

W ho i is the subJect of the mformatlon if eaeh of 'the follo“ .

mgreqmrementsxs met: - '; S A

Lek—zarh 1dent1ﬁed as. proteeted health mformatlonl

(2) ROL’TI\E DISCLOSLRES SL BJECT TO WRIT- »
S TE\ AGREEWEE\T -—A health mformatlon trustee .
".:vs ho routmel\ dlscloses proteeted health *mformatlon
to a person ma\ sat1sf3 the 1dent1ﬁcat10n requlre-»
“mentvm paragraph»- (1) through a wrltten agreement“.?;-

o between the trustee and the person Wxth respect to,

| Vf( ) CO\STRL‘CTIO\ --I\:othmg in thls S“btlﬂe shallf} K

(a) \VRI"‘TE\ AL THORIZATIO\S-—-A health 1nforma- ,
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(1) WRITI\' '——The authomzatlon 1s in wrltmg,

s1gned by the 1ndmdual who is the subJect of the m- :

formatlon and dated on the date of such mgnature

(2) SEPARATE FORM ——The authonzatlon is not

- fon a form used to authorlze or facnhtate the pr(m- ’ -

- (3) TRUSTEE DESCRIBED —The trustee is spe- _f‘ s
) “'cnica]lv named or generlcally descmbed in the au-. L

- thorlzatlon as authonzed to dJsclose such mforma-" o

-

t1on

The authorlzatlon contalns an acknowledgment that ‘

™,

j ;such authorlzatlon 18. executed

4 4) RECIPIENT DESCRIBED —The person to

_ ‘whom thie 1nf0rmat10n is’ to be dlsclosed is speclfi- ‘.
f,""cally named or generlcally desenbed in the auther-
| Ailzatlon as a. person to whom such mformatwn ‘may -
o ,be dlsclosed o o L

(5) STATEME\TT OF INTE\*DED DISCLOSURES —

the 1ndmdual Who 1s the sub;ect of the mformatlom
»‘has read a statement of the dJsclosures that the per- o
. son to recelve the proteeted health mformatlon 1n- .
ttends to make thch statement shall be m vmtmg,_ o

on a form that 1s dlstmct from the authomzatlon for .

I

dJsclosure and whxch statement must be recelved by* i A, "

; ~the 1ndmdual authormng the dlsclosure on or before T

l T )

S’I‘AFF DISCUSSION DRAFT < P e
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(6) I\FOR\IATIO\ DESCRIBED —The mforma-'

.\,mod descnbed in subsectmn (e)(l)
11, -

@)

/

' tlon to be dlsclosed 1s descnbed in, the authonzatlon

(1) EXPIRATIO\ DATE SPECIFIED —The au-

S ithorlzatlon speelﬁes a date or event upon wluch the

o t‘authonzatxon explres whmh shall not exeeed 2 years

from the date of the exeeutlon of the authonzatlon

S

(8) AUTHORIZATION TIMELY RECEIVED -—The

(9) DISCLOSLRE TMELY MADE —The dxscl@»

" sure occurs durmg a perlod descrlbed in subsectlon

n

1-;14 WITH PROVISION OF‘ HEALTH CARE— ‘,; S,

15 |

(1) I\‘ GENERAL —A health 1nformat10n trustee

| " "‘;(other than a health famhty) may not request that

o : ~1zat10n desenbed 1n subsectmn (a) ona day on whlch

S authonzatlon 1s recelved by the tmstee dunng a pe- .

: j(b) AUTHORIZATIONS REQLESTED 11\ CO\‘\ECTION a

«the trustee prowdes health care to the mdmdual re- '

. 20 A \‘ ) quested to prowde the authonzatlon o o ‘,
\ ? 21': (2) HEALTH F’ACILITY -—In the ease of a health

2
- ;;125?“-: .

. ‘September16,1804 = |

: trustee may not request that an mdmdual prfmde

' :day on whlch the mchvxdual is admltted mto the fa-

i

‘»mformatmn trustee that 1s a health faelhtv the :

’t

STAFF DISCUSSION DRAFT o lsLe

*:an 1nd1v1dual prov1de to any other person an author-

“.an’ authomzatxon descmbed in subseetlon (a) on a *” |

‘(.

]
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"clhtx as a resxdent or’ mpatlent m order to reeelve‘ :

-

5
. i

(3) EACEPTION -—Paragraphs (1) and (2) shall " . ’. S
_ not apply 1f a health mformatlon trustee requests o

" that an mdmdual pI'OVlde an authorlzatxon descnbed ‘, -
in subsectlon (a) for the purpose of ass1st1ng the 1n-

""';dmdual An obtaxmng counsehng or’ soclal semces

from a person other than the trustee

- «If'(c) TIME LI\HTATIONS ON AUTHORIZATIO\S --— L e

¢! ) RECEIPT B’i TRUSTEE —For purposes of,’ | ‘ o
_subsectlon (a)(8), an authomatmn 1s tnnely reeelved ST
. 1f 1t 1s recelved bv the trustee dunng— o |

(A) the l-vear perlod begmmng on the |

.fldate on wlneh the authonzatlon Is sxgned under':-'*
Subsectlon (a)(l) 1f the authonzatmn perrmts
Z"the dlsclosure of protected health mformatlon to’,.

o a person who prov1des health counsehng or so-h

- clal semces to mdmduals

date on Wthh the authorlzatmn Is. SIgned under -

. .'«suhseetlon (a)(l) 1f the authonzatlon permlts .

4

_a hfe msurer or

(C) the 30 dav penod begmmng on. the"

date on whlch the authorlzatlon 1s s1gned under -

N

(B) the 90-day penod begxmung on thef‘.:“ ‘

fthe dlsclosure of protected health mformatlon to:':.' .
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subsectxon (a)( 1), 1f the - authorlzatlon perrmts

the dlsclosure of protected health 1nformat10n to i

a person other than a person descrlbed in- sub

paragraph (A) or ( )

- of subseetlon (a)(9), a dlsclosure is tlmely made if s

1t oceurs before the date or event speelﬁed n the au- <l

thorlzatlon upon whxch the authomzatmn exp1res

(d) REVOCATIO\ OR AMENDME\*T OF AUTHORIZA— :

10 TIO\-'*.{ R

i

2

15
e

17

9

20,
a1
. 2.4; ‘,.

- "\; | 25 L (A) the rehance was in good fa1th

A1) Iz\ GEI\ERAL ——An mdmdual may in. thmg o
revoke or, amend an authorlzatlon descnbed in sub-

seetlon (a), 1n whole or 1n part at any tlme except',f.

¢

o v

expendltures for health care or

the authorlzatlon

| (2) N OTICE OF REVOCATION W—A health mfor-‘
‘.'Vmatlon trustee who dJseloses protected health mfor-t
matlon pursuant to an, authorlzatlon that has been,‘ l
‘-revoked sha]l not be subJect to an;y hablhty or pen-. ~
: alty under thls subtltle 1f—

STAFF DISCUSSION DRAFT C L SLC.

(2) DISCLOSURE BY TRUSTEE —-For purposes’.""' |

| (A) dlsclosure of protected health mforma-' B

t1on has been authorlzed to perrmt vahdatlon of R :‘. .

(B) actlon has been taken in rehance on,’* ':
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L 14 tended dlsolosures of the type deserlbed in subseetlon L
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(

. VC—la . o o A
(B) the trustee had no notme of the rev-,

) ooatlon and | ' L
(C) the dxselosure was othemuse m aeeord- .
-.ance mth the requlrements of th1s subt1tle -

( ) DECEASED I\DIVIDLAL —The Secretarv shall de-"_;

"velop and estabhsh through regulatlon a procedure for ob- Y
'talmng protected health mformatlon relatmg to a deeeased B
1nd.mdual when there is no mdmdual representatlve for:-' -
f fsuch mdmdual ‘ | | 2 e
o 1’,1'”
12. an

(f) MODEL AUTHORIZATIO\'S -—The Secretary after

notlee and opportumty for pubhc comment shall develop - o
and dlssemlnate model wntten authonzatlons of ‘the tvpe S

,deserlbed m subseetlon (a) and model statements of m-’ .

{g) COPY ;-A health mformatmn trustee who d1s- B

closes protected health mformatlon pursuant to an author- ,'

‘1zat10n under thJS sectlon shall malntam a copy of the au-

thonzatlon N f .' SN

e

! SEC 5208 CERTIFIED, HEALTH momnorz NETWORK s

SERVICES o S o
(a) IN GE?\ERAL —A health 1nformatlon trustee may»‘ ;

d:selose proteeted health mformatlon to a certlﬁed health‘ :

‘1nformatlon network semce aetmg as ‘an agent of the'.' ‘

trustee for any purpose penmtted bv tlns suhtltle Such -
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a serv1ce actIng as an agent of a trustee may d1sclose"

o

-.protected health mformatlon to another person as per- ’ Lo
-‘mItted under th.lS subtltle to fathtate the completlon of o
,the purpose for thch such mformatlon was dIsclosed to ‘

the serv1ce

( ) CERTIFIED HEALTH I\FORMATIOI\ PROTECTIO\

'ORGANIZATIONS —A health lnformatlon trustee may d1s-”v
: close protected health Informatlon to a certlﬁed health 1n-‘
frformatlon protectIon orgamzatlon for the purpose of creat--':
'f'Ing non- 1dent1ﬁable health mformatlon (as deﬁned in sec- f
_{,tlon 5102) R ' | R |
‘ Subpart B—SpeCIfic DIsclosures Relatmg to PatIent

_SEC 5211. DISCLOSURES FOR TREATMENTAND FINANCIAL o

o / ANDADM]NISTRATIVE TR.ANSACTIONS

(a) HEALTH CARE TREATME\T ——A health care pro-, .
:_wder health plan employer or person who rece1ves pro- o
'tected health mformatlon under section 5213, may dis- .
' chose protected health mformatlon to a health care pro-'_“
VIder for the purpose of prowdmé health care to an lndl

IVIdual 1f the deVIdual who Is the subJect of the mforma- ',

N

- tlon has not prewously obJected 1n wntIng to the d1sclo-

P

/ \

(b) DISCLOSLRE 'ro HEALTH PLANS FOR FII\AI\CIAL, o
“AND ADMI’\ISTRATIVE PURPOSES —A health care pro-‘ ] -

_VIder or. employer may d1sclose protected health Informa- .

,
oy

.'»A\..‘x L

ot
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txon to a health plan for the purpose of prtmdmg for the

¢

pavment for, or revlemng the pavment of, health eare fur-

4

‘f*mshed to an mdmdual s 1 RN ,v»f ‘
(e) DISCLOSURE BY HEALTH Pmux*s FOR FI\AI\’CIAL R
AZ\‘D AD‘\[I\ISTRATIVE PDRPOSES —A health plan mav“

d.lSClOSG protected health 1nformatxon to a hea]th care pro— L |

-

v:lder or a health plan for the purpose of provldmg for;‘ o

the payment for or re\newmg the payment of health eare, o

t - E
S

"furmshed to an mdwxdual o " : :a

“

SEC 5212 NEXT OF KIN AND DIRECTORY INFORMATION

L

(a) NEXT OF KIN —A health care prowder or persona :
w ho reeexves protected health mformatxon under seetlon. :

0913 ‘may d.lSClOSG protected health mformatlon to the

w ho is: the subJ ect of the 1nformat10n or an m(hwdual *Wlth .

whom that mdmdual has a elose personal relatlonshlp 1f— )

o 1nformatlon—— o

(A) has been notlfied of the 1ndmdual’ .

elosure

‘;'j.the"xvji‘ght to ohJect; or -

R

' O:\FAU\FAU94628 STAFF DISCUSSION DRAFI‘ 4 sLe

,next of kin, an- 1nd1v1dual representatlve of the mdmdual."_-
(1) the mdmdual who is. the subgeet of the e

rxght to ob,]ect and has not ob3ected to the (hs- S

o (B) 1s not competent to be notlﬁed about- ’
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VIR T L

care eurrently belng provxded to that 1nchv1dual

ST v1der and a person recelvmg protected health mformatlou .

7

e g tlon to anv person 1f—, R

K | . 1'0’ : (1) the mformatlon does not reveal speelﬁe 1n-~ |

v 11 - formatlon about the physmal or: mental condrtlon of

,'} ’ \‘

13 'or health eare provxded to that person

o ‘ 15 o mformatlon— B
\ ‘?} L ‘{ . 16 (A) has been notlﬁed of the mdmdual’
S o 17 R ,"‘-'mght to obJect and has not obJeeted to the d.lS-

S 18 ]closure,

T : co e /

: 19 (B) 1is. not competent to be notlﬁed about :

)

20 e ‘. 'the mght to obJect or -

' \ 21 . f" (C) exlgent clreumstances exlst such that

22 " ,‘ 1t Would not be ,practlcable to not:lf} the md.md-

S 23 " ::‘iua} of the mght to. obJect and |
- 24 ';(3) the mformatlon cons1sts only of l orTnore

‘,3

: ,‘25’""‘A of the followmg 1tems T .'

September 16,1994 .+ 1 .. i oo

. . * ' : . N . PN : Lt .

(C) emgent cxrcumstances exxst such that SR

. N .,
S \ .
N :
. . ;o
7
. y
d . k .
:
:

: 1t would not be praotleable to notlf\ the 1ndmd
- ual of the rlght to ob_]ect and T o
(2) the mformatlon Chselosed relates to health
: S ;‘6_;,, vﬁ";(b) DIRECTORY I‘\'FORMATIO\ —A health care pro-;"‘ o
8 under sectlon 5213 may dlsclose proteoted health mforma-i, R

N «

k 12 the mdmdual who 1s the subJect of the mformatlon

LN
‘

{14."'. : (2) the mdmdual who is the subJect of the o

:'._.{? e

. . N .
‘.
B , v
f .
' v
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RN

o subJect of the 1nformat10n -

the prowder—-“ ." | L
. the prermses and

dmdual descrlbed as crltlcal poor fa1r

smnlar condmons

(d) IDENTIFICATIO\ OF DECEASED I\'DIVIDUAL —A‘ L |

health care- prowder health plan employer or hfe msurer _' ._ B

[ . l

may dlsclose protected health mformatlon 1f necebsary to

',.,ass1st m the 1dent1ﬁcat10n of a deceased mdmdual

¢
\;« L

SEC 5213 EMERGENCY CIRCUMSTANCES

'plan emplover or person who recelves protected health , ‘
'1nformat10n under thlS sectxon may dJsclose pretected )
health 1nformatlon in emergency czrcumstances when nee- A. -

,essary te protect the health or safety of an mdjwdual from N

» T

s o7

tected health mfcrmatlon under thlS sectlon shall be hm- .

: (A) The name of the 1ndmdual who is the :

the 1nformat10n is recemng health care from a .

| ‘health ‘care prowder on a prennses controlled b‘s’ o

stable or satlsfactory or in terms denotmg "

(b) SCOPE OF DISCLOSLRE —The d:xsclosure of pro-~

—

b (B) If the 1ndmdual who is the subJect of

(1) the locatlon of the mdmdual on 'A

- (ii) the general health status of the in-". .

(a) I\"GE\'ERAL —A health care prowder health FRE
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|
~

o l 1ted to persons v;ho need the mformatlon to take actlon !

2 to pr@teet the health or safetv of the 1ndmdual

3 Subpart C—stclosnre for Overmght Publxc I-Iealth

4 and Research Purposes - \

~

5 SEC. 5216 OVERSIGHT ,

)

6, . (a) IT\ GET\'ERAL —A health mformatmn trustee may

7 dlsclose protected health mformatmn to a health overs1ght
8 ao'eney for an overSJght functlon authonzed by law
! 9 (b) USE m ACTION AGAINST INDIVIDLALS ——Not—
lO thhstandmg sectlon 5206(6), proteeted health 1nforma-
11 tmn about an mdmdual that 18 dlsclosed under thlS see-
S 12 tlon mav be used m or dzsclosed to any person for, use
13 1n an achmnlstratlve eml or enmmal actmn or 1nvest1ga-
14 tlon dJrected agamst the mdnndual who is. the sub,}ect of
15 the 1nformat1on 1f the actlon or mvestlgatmn arlses hut
16 ‘of and is dJrectly related to—
17 (1) recelpt of health care or payment for health
18 - care
. 19 (2) an actmn mvolvmg a fraudulent clalm relat-

20 - - .ed to health or

i . 4

\ '
21 - (3) an aetlon mvolvmg a nnsrepresentatlon of

N4

' 22 the health of the 1ndnndual who is the subJeet of the

23 mformat)on T

\ i

September 16,1984 . = . v
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SEC 5217, PUBLIC HEALTH.

A health care prowder health plan puhhc health au- .
3. thonty employer or person 'WhO recerves protected health L
mformatlon under sectlon 5213 ‘may - dlselose proteeted;

health mformatlon to a pubhc health authorltv or other L |

person authorlzed by la\x for use m a legally authorrzed——

(1) dlsease or 1n3ury reportmg, .

R (2) pubhc health survelllance or |

(3) pubhc health mvestlgatlon or 1ntervent10n

o

SEC 5218 HEALTH RESEARCH

(a) I’\T GEI\ERAL —A health mformatlon trustee mayv
fdlsclose protected health mformatlon to. a health re-
,searcher 1f an. 1nst1tutlonal rev:eu board determmes that\:j. l
the research prOJeet engaged in hy the health researcher—- . L

IR (1) reqmres use of the- protected health mfor-

. ",matmn for the effectxveness of the prOJect and

;o

1ntru310n 1nto the pnvacy of the 1nd1v1dualf who is o

the dJsclosure

“(b) RESEARCH REQUIRING DIRECT CONTACT ——A’

—

health mformatlon trustee may dlsclose protected health A

dnformatlon to a health researcher for a research pro,]ect'

l‘
A

that mcludes d_lI‘ECt contact wrth an 1nd1v1dual Who is. the .

subJect of protected health mformatlon lf an 1nst1tut10nal S

review board determlnes that—— “

" 'T;(Z) is . of sufﬁment nnportance to. outwelgh thev :

- 'the sub_]ect of the mformatlon that would result from_ S .


http:r2'Qisclo.se
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N
‘

research purpose and

| ."certlﬂed under paragraph (2)
L '1.6.,“":;.
R
19

STAFF mscussmN DRAFT o SsLC
' VC—22 S

| | 1) the research prOJect meets the requlrements\u
o of paragraphs ( ) and (2) of subsect1on (a) | |

(2) d1rect contact 1s necessary to accomphsh theg

A‘ Voo
’

AR

(3) the d1rect contact wﬂl be made in a manner_‘.'

1

' fthat rmmrmzes the nsk of harm embarrassment or -
j ‘ ,;other adverse consequences to the 1nd1v1dual
(e) SPECIAL RULE FOR TRUSTEES OTHER THAN.. O
ACADEMIC CE\’TERS OR HEALTH CARE FACILITIES SIN

(1) IT\ GENERAL —If a health researcher de-'f

scr1bed 1n subsect1on (a) or (b) is not an. acadermc

center or a health care fac1hty, the, deterrmnatlons
| ‘requlred by an 1nst1tut10nal rev1ew board under such,‘:‘ o

"'subsectlons shall be made by such a board that 1s PR

(2) CERTIFICATIOI\ -

(A) REQUIREMENTS —The Secretary, after

<shall 1ssue regulatlons estabhshmg certlﬁcatlon.."
'._reqmrements for 1nst1tut10nal reweu boards' t

| .1"_”3:that W111 rev1ew research pro_]ects undertaken by - L

. .
)

:\"'

..not1ce and opportumty for pubhc comment '

ent1t1es other than acadermc health centers or_ '

R health care faclhtles Such regulatlons shall—- o
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| 17. ‘.'_‘pro.}ect engaged in bv the health researcher meets,"

VC-—Z 3

i

Serv1ce Aet and

(11) reqmre that such an mst1tut10nal o

~;rewew board be afﬁhated mth an acaderme

. center or a health care faelhty w

retary shall certlfv an 1nst1tut10nal rewevc board

A

' that meets. the requlrements estabhshed bv the. .

/
i

Secretarv under subparagraph (A)

(d) USE oF HEALTH I\YFORMATIO?\’ NE’I‘WORK Y '
T (1) I\ GE\ERAL —-A health 1nformat1on trustee‘ o N
) ) | - _ o 'mav dlsclose protected health 1nformat10n t0 a B
. . o 14 health researeher usmg the health mfermatlon net-
S . ‘work (as defined in sectlon 5102) onl) if an’ 1nst1tu— o

A -_tlenal remew board determmes that the research»

'the reqmrements of tlus sectlon and satlsﬁes re- L
’ ‘ qmrements estabhshed by the Secretarv for protect-".; : |
Z img the eonﬁdentmhtv of mformatmn on research
| 'sub,}eets in the health mformatmn network ‘
(e) OBLIGATIO?\’S OF RECIPIEI\T —-A person who. re-. .
o 23 eelves protected health 1nformat10n pursuant to subseetlon N

24 (a) or (b)—;; »

STAFF mscussmN DRAFT o sLes

() be based on regulatlons xssued,l

R under sectmn 491(a) of the Pubhc Healthf.. B

(B) GRA_\T OF CERTIFICATIO\ -—The Sec- o
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"'lldentlﬁed unless— f A R Ty
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vc-24

(1) shall remove or destrov at the earhest op-t

¥ mformanon that Would enable an mdmdual to be ;

o

(A) an mst1tut1onal revxevs board has de—

ternnned that there 1s a health or research Jus-~‘ R |
tlﬁcatlcn for retentlen of such 1dent1ﬁers and o

(B) there is .an. adequate plan to protect .

! STAFF DISCUSSION DRAFT R S

portumtv~ ccns1stent w1th the purposes ef the progect -

_Wthe 1dent1ﬁers from éhsclosure that 1s lneonsxst-.. E

o entsmth thrs seetlon and

C ( ) shall use protected health mformatlon solelv

. ~-dlsclosure w as authorlzed under tlns sectlon ‘ f-‘ L

and Law Enforcement Purposes

16 SEC 5221 JUDICIALAND ADMINISTRATIVE PURPOSES.

,\ 1'7

A health care prov1der health plan health overmght ) N

e N ,Afor purposes of the health research progeet for wlnch |

18 agency, v emplover or- hfe msurer may dlsclose protected

AN

19 health mformatlon—-

1

. September 16, 1994

20

(1) pursuant to the Federal Rules of le Pro-",'; -

cedure the Federal Rules of Cmmmal Proeedure or. g g

agencles in connectlon w1th htlgatlon or proceedmgs

to whlch the mdmdual Wh() 1s the suhgeet of the |

!

mformatlcn—- SRR T . e

- reomparable rules of other courts or- admlmstratlve b

s
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J'(A) 1S a partv and m Wlnch the mdlvldual .

E COIldlthIl in 1ssue or

. ual’s phvsxcal or mental COnd_ltIOIl 1s in 1ssue
(2) to a court and to others ordered by a court
response to a court-ordered phvsmal or mental emm-

: matlon or-

'. spec1ﬁc medlcal mformatmn to law enforcement au- -

thormes j .

‘ ,SEC 5222. LAW ENFORCEMENT

(a) II\ GE\ERAL —A health care provxder health

-

A,plan health oversxght agency employer life msurer or' R
lperson who recelves protected health mformatlon under ,' o

_section o213 mav dlsclose protected health mformatmn to{ :

:a la\a enforcement agency (other than a health oversxght-

: ~agency governed by sectlon o2 16) 1f the mfonnatlon 1s re- g

quested for use—

.

(1) 1n ‘an . mvestlgatlon or prosecutlon of a

health 1nformat1on tmstee

M N

i
' -7

. m a law enforcement mqulry or

"‘,Vhas placed the 1ndmdual s phvswal or mental'

(B) is deceased and m wlnch the mdnqd-u
if the protected health 1nformatlon 1s developed in. |

) pursuant to a law requmng the reportmg of

" (2) m the 1dent1ﬁcat10n of a Vlctlm or mtness .
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A

. 'hprermses controlled by the trustee G

. "

- '(b) CERTIFICATIO\’ ——When a law enforcement agen-

.ey (other than a health oversaght agencv) requests that”'
a health mformatlon trustee dlsclose protected health m-
'}formatlon under this sectlon the la\x enforcement agency"f .

: shall prowde the trustee w1th a wrltten certlﬁcatlon that-—-— L

( 1) spec1ﬁes the 1nformatlon requested
(2) states that the mformatmn 1s needed fer

C s

lawful purpose under tlns sectlon and

des1g'nated by the head of the agenev o

(e) RESTRICTIO\'S ON ADDITIO\AL DISCLOSDRE --—: Y
"l\fotmthstandmg seetlon 5206(e) protected health mfor-i.‘
16,
| :1,\7\;
18
20
21t

matlon about an mdmdual that is dlsclosed to a law en-‘ o

forcement agency under ‘thils sect1on may be used m or

J

dJsclosed for an adrmmstratlve cml or crmnnal aetlon. |
or 1nvest1gat10n agamst the 1nde1dual if the actmn or in-
vestlgatlon arlses out of and 1s dlrectly related to the ac-’
.tlon or mvestlgatlon for whlch the mformatlon was ob-

: tamed

(3) m connectlon Wxth the mvestlgatlon of _:

- ermnnal actmtv eomrmtted agamst the trustee or on'

(3) is mgned by a supermsory ofﬁelal of a rank "
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Subpart E—Dlsclosure Pursua.nt to Government

» M - _tlﬁcatlon by the g'rand Jury seek.lng the mformat10n

26

VC—2 7.

Subpoena or Wa.rrant

SEC 5226 GOVERNMENT SUBPOENAS AND WARRANTS

(a) II\ GE\ERAL —A health care prov1der health"

8 ..under tlns sectlon 1f the dxsclosure 1s pursuant to— |

. ('1) a subpoena 1ssued under the authorlty of a"

aceess, provisions of sectlon 5227;
-(2) -an adJmnlstratlve subpoena -or a Judxclal

‘Il'subpoena or warrant and the trustee 18- prov1ded a

matlon that the person has comphed W1th the apph- :

cable access prov1s1ons of sectlon 5227 or -

‘(_3) an admmlstratlve subpoena or a Judxclal

'fsubpoena or warrant and the dxsclosure otherw1se .‘

(1) ACTIO\’S OR INVESTIGATIO\’S —Nothth-‘
standmg sectlon 5206(c) protected health 1nforma-‘

tion about an 1ndlv1dual that»ls recelyed‘ under,.sub--"

 STAFF DISCUSSION DRAFT o isnes o

“plan health overs1ght agency, employer life insurer- or.
j-j\6'-;person who rece1ves protected health 1nformat10n under
7 fsectlon 5213 may d]SClOSG protected health mformatloni'_

| 'g'rand Jury, and the trustee 1s prov1ded a wrltten cer- o

| that the g'rand Jury has comphed with the apphcable e

- ertten certlﬁcatlon by the person seeklng the mfor- .

meets the cond1t10n< of sectlon 5216 5217 5221 or a
5222, .ﬁ';“ f:;;‘ |

. (b) RESTRICTIONS ON ADDITIOI\AL DISCLOSLRE —f

!



i

1 ‘: ) tsectlon (a) may be dJsclosed for, or ~used in, anv ad |
. ) 2 s ‘rmmstratlve eml or cnrrnnal actlon or 1nvest1gat10n .
3 'l:';agamst the mdmdual 1f the actlon or mvestlgatlon;\ .
o 4 : ;amses out. of and is dJrect}y related to the 1nqum for ‘ o
5 : ;ywhlch the mformatlon was obtalned : _‘ |
| 6 ( ) SPECIAL RULE —Protected health mforma- o
: 7 ttlon about an mdmdua.l that 18 reeelved under sub- |
8 e seotlon (a)(3) may not be (hsolosed by the reolplent .
9. . unless the. reolplent oomphes Wlth the oonthlons and
| 10 - grestnctlons on dlsclosure with whroh the r‘e(nplent"r, o
11 C would have been requlred to comply 1f the dJsclosure o
‘l"2: _vhad been made under seetlon 5216 5217 52‘)1 oF -
13 5222 e
14 SEC 5227 ACCESS PROCEBURES FOR LAW EN’FORCEMENT .. ,
15 N SUBPOENAS AND WARRANTS | |
L 16 : (a) PROBABLE CAUSE REQUIREMEN --—A govern-";
;o ‘{4’17:vment authorlty may not obtam protected health 1nforma~ ‘
| 18 tlon about an: 1nd.1v1dual under paragraph ( 1) or (2) of
19 seetlon o226(a) for use 1n a law enforcement mqulrv un- :
k 20 /.less there is probable cause to beheve that the 1nformat1on |
L 21 1s° relevant to a legltnnate law enforcement mqmry bemg h ‘
| 22 ’,eonducted by the government authorlty | | . -
23 I' (b) WARRAI\TS —A government authonty that ob g _‘
: 24 talns protected health mformatlon about an 1ndJV1dual'
2

[
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| under mrcumstanees descnbed in. subsectlon (a) and pur-
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', suant to a warrant shall not later than 30 days after the':- e
"date the warrant was executed serve the 1nd1v1dual mth .
_‘or mail to the last known address of the 1nd1v1dual a no- a
';'tlce that protected health 1nformat10n about the 1nd1v1dual |
"_Was SO obta1ned, ‘together with a not1c,e of the 1nd1y1dual s
'right("to challenge the warrant Jn accordanc'e’ndth :section___"

,5228

o

( ) SDBPOEI\AS —Except as prowded 1n subsectlon ; |
_‘(d_),! a government authorlty mav not. obtaln protected\“l
_'-_health 1nformat10n about an 1nde1dual under eir-:.
- cumstances ~descr1bed in subsect10n (a)’and--pursuant to

-a subpoena unless a copy of the subpoena has been served

l

".on the 1nd1wdual on or. before the date of return of the- "

s

.-‘fsubpoena together W1th a notlce of the 1nd1v1dual’s r1ght - .

' to challenge the subpoena in accordance vnth sectlon.' :

5228, and—i_‘ R

o -' '_Ilndedual has not 1mt1ated a challenge m accordancei R

- W1th sectlon 0228 or f' - | .
(2 ) dJsclosure 1s ordered by a court after chal-
lenge under sect10n 5228 o |

~ (d) APPLICATIOI\ FOR DELAY— I

"-apply ex parte and under seal to an" approprlate_--

,(1) 30 days have passed smce the date of serv- R

| 1ce on’ the dewdual and w1th1n that tlme perlod the._._ g

| .1 ) IN GE\*ERAL —A government author1ty may_, —_
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o f'court to delay (for an mltlal penod of not longer

[y

o R T~ MRV T N U X

‘ fvthan 90 da\ s) sem.ng a notrce or copv f a subpoena .

v :ireqmred under subsectmn (b) or ( ) w1th respect to AR

.a- law enforcement mqum The government author-‘ :

o P

‘-)fflt) may applv to the court\ for extensmns of the" '

- delay. 0 B !

RN ’ i

(2) REASO?\*S FOR DELAY -—An apphcatlon for. T

. kY

a delay or extensmn of a’ delay, under tlus sub- o 9 R

i

| sectlon shall state mth reasonable spe(nﬁelt;y, the‘

—
=

) reasons why’ the delay or extenswn is bemg sought G

; ( ) Ea PARTE ORDER —-The court shall enter" ~

e

12 o an e:\ parte order delaymg or extendmg the delay of L
S "ly3,‘f‘{..jif_v"notlee an order prolubltmg the dlselosure of the Té: Kk

4 f._-".quest for or chsclosure of the protected health m-; o

’ 15 - ;-_';‘formatlon and an order requmng the dlsclosure of
: s ..} 16 ':-_‘.the protected health 1nformat1on 1f the court ﬁnds_. S
B v A that—-vf R T e

B P Lt s
Y . T - \‘;

. i ’

Sy e !

o 18 R (A) the 1nqmrv belng eondueted 18 vnthm\ .
e 19 | | the lawful Junsdlctlon of the government au-",f.h
| 20 ’.” g . thorlty seelcmg the proteeted health 1nforma-" ; ,
“ 21 tlon TS S | e '. , | |
2 B (B) there is probahle eause to beheve that"
, 23 o the proteoted health 1nformat10n bemg sought 1s,. .
" 24< A".’ relevant to a legltlmate law enforeement m-': | |

25 :-,‘qm»ry, PR

i,
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N =
.

16

19

20

)

22
.23

\‘— "
—_—

V- - IR R N S N S M

—_
<.

| :;17>.‘
18

.to quash— o

VC——3 1

' tmatlon and

N ,sult 1n— - {',\, "'\ T

. / ‘o

Safet}’ of any 1nd1wdual
| (11) fhght from Prosecutlon IR

V-

~or

| 'nesses 7'

SEC 5228. CHALLENGE PROCEDURES FOR LAW. EN'FORCE- A

MENT WAR.R.ANTS AND SUBPOENAS

date of service of a notlce of enecutlon or: a copy of a, sub '
poena of a government author1ty seekmg protected health :
,1nformatlon about an 1nd1wdual under paragraph (1) or.

(2) of sectlon 5226(a) the ‘1nd1v1‘dual .may, ﬁle,l_a .,motlon |

-](C) the government authorlt\ s need for A
" the 1nformat10n outwelghs ‘the pmacx 1nterest'.‘ o

| ‘”lof the' 1nd1\udual vxho is the subJect of the 1nfor-', N

»(D) there 1§ reasonable ground to beheve " |

. ithat recelpt of notlce bv the 1nd1wdual wﬂl re-' o
’(i) endangerlng the hfe or phvs1cal:‘3 “
(m) destructlon of or tampenng w1th l
ev1dence or the 1nformat10n belng sought |

(1v) intinﬁdation -of potential. wit- - |

( ) MOTIO\ TO QLASH —Wlthln 30 days after the .

o
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pedlte 1ts deternunatxon

7

V=32 4j?g,3

A

j*_subpoena« 1'7_' ""f 5 .

i

under the authontv of a State that is not a. State" "

o petent Junsd.lctlon or

(3) m the\ case of an} other warrant or sub

or in whlch the warrant or subpoena was 1ssued

the 1nd1vxdual upon the govemment authonty by reg— -

A
v

1stered or certlﬁed mall

oo
DN

ﬁle Wlth the court sueh papers mcludmg afﬁdawts and - | :
ther sworn doeuments as sustam the vahdlty of the war- '
rant or subpoena The 1ndmdual ‘may ﬁle W1th the/courtj -

. '.replv papers 1n response to the government authontv s fil-
mg The oourt upon the request of the mdmdual or the‘-,
',government authorlt} or both may proceed in camera )
:The court may conduct such proceedmgs as it deems ap-‘\.f,‘. '

: propmate to rulefon the motxon but shall endeavor to e}t-v "

AN

I

ety
PR
o “

STAFF mscussmN DRAFI‘ S - sLe L

(1) in the ease of a State 3ud10131 warrant or‘; ’

A‘ },‘subpoena m the court whlch 1ssued the warrant or‘_. .
(2) in the case of a warrant or subpoena 1ssuedjr‘, Lo
' j.]udlclal warrant or subpoena 1n a. court of com-"
poena 1ssued under the authorlty of a Federal court ; |
“or- the Umted States in the Umted States chstrlct ‘V

court for the dJStI'lCt m whlch the mdnndual res1des .

(b). COPY -—A copy of the motlon shall be served by» -

( ) PROCEEDINGS —The government authorlty may .
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_thont} for the 1nfonnatlon

o B

L1600
18

e

VC—-33 !

‘a motlon under subsectlon (a) if 1t ﬁnds there is probable

vthe mdnqdual N pr1vacy 1nterest outwelghs the government

-‘ authonty s ‘need for the mformatmn The 1nd1v1dual shall' B

(d) STAZ\DA.RD FOR DECISIO\ —A court mat dem )

'c.ause to beheve the protected health mformatlon is rel- ’
vant to a leg'ltlmate lavs enforcement mqmry bemg con-, ,

g ducted bv the government authomtv unless the court finds .

have the burden of demonstratmg that the mdmdual’s pn-.{\'_ o

vacv 1nterest outwelghs the need by the government au-

. -
- .

(e) SPECIFIC CO\ISIDERATIONS WITH RESPECT To, L

,court shall cons1der——,x

1

' matlon was co]lected

Cof the 1nd1v1dual '} S S N

r

(2) the degree to Wthh dlsclosure of the 1nf0r-.» :

: PRI\‘ACY INTEREST —In reachmg 1ts detemunatmn the RS

(1) the partlcular purpose for wh1ch the 1nfor~

matlon wﬂl embarrass 1nJure or 1nvade the prwac},f'_ '

(3) the effect of the dlsclosure on the mdmd-»

: 20 ” ual’s future health care, | o |
L 21 | (4) the 1mportance of the mqulry bemg con— e ’
| | '} 22 'ducted by the government authonty, and the 1mpor~ ‘
) : 23 . \,;,'tance of the mformatmn to’ that mqun;y, and SRR
- 24 | (a) anv other factor deemed relevant by the o
25 e ourt . : | |

62
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) IS (f) ATTOR\'EY’S FEES -—In the case of a mot10n~ i

"\.,

2 brought under subsectlon (a) in Whleh the 1nd1v1dual has"'

3 substantlally prevalled the court may assess agamst the
4 government authonty a. reasonable attorney s fee and‘{ "
5’ other htlgatlon costs (lncludmg expert s fees) reasonablv‘.. B
\ 6 meurred A . " “ _ | |
“7- (@ No II\TERLOCUTORX APPEAL -—A ruhng denymg'
8 a motmn to quash under thls sectlon shall not be deemed"

- 9 to be a ﬁnal order and no 1nterlocutory appeal mav be |
) 10 taken therefrom by the 1ndmdual A.u appeal ef sueh a - S ‘ | .
. w:.ll ruhng may be taken by the 1ndmdual mthm such pemod'.’;‘ﬂ o o

“‘12 of’ tlme as is provxded by law as part of any appeal from‘ o
| 13 a ﬁnal order m any legal proceedmg uutlated agalnst the

14 mdmdual amsmg out of or based upon the protected \,

L tv 15 health 1nformat10n dlsclosed | |
i L 16 Subpart F—stclosure Pursuant to anate Party
| - »:'.1'7.: EERE A ‘ Subpoena .
. 1‘8- SEC 5231 PRIVATE PAR’I:YSUBPOENAS | j
19 o A health care prowder health plan employer hfe in- BRI
20, surer or person Who rece1ves protected health mformatlon o o
i \’ 21 under seetlon 5213 may dlsclose protected health mforma- L
N }22 tion under thxs sectlon if the dlsclosure Is- pursuant to a
23 subpoena 1ssued on behalf of a pnvate party who has com—ﬂ - B

o 24 phed w1th the aeeess provxsmns of sectlon 5232 RN

SEERY . L

© .September 16,1894 i .. i a0
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14

e i‘lo-" |
N
18,

21

“-seekmg the 1nformat10n

1\2'4 '

26

‘demonstrates that—— e f B

S vess
SEC 5232 ACCESS PROCEDURES FOR PRIVATE PARTY SUB

POENAS

A pnvate part} may not obtam protected health in-

'less a copV of. the subpoena together w1th a not1ce of the

“or before the date of return of the subpoena and—— C

(1) 30 days have passed smce the date of Serv-
ice on the 1nde1dual and VVlthln that tlme penod the
mdmdual has not 1mt1ated a ehallenge in accordanee
with' sectlon :)233 or’. B

(2) dlsclosure 18 ordered by a court undersec-~
t10n 5233 k’ -: CR (,‘ | |

f
i

SUBPOENAS

(a) MOTIO\ To QoASH SoBPOE\A -—-—W1thm 30 days

after Semce of a copv of the subpoena seekmg protected

‘health mformatlon under sectlon 5231 the mdlwdual Who

1s the subJeet of the protected health 1nformat10n mav ﬁle

'm any eourt of eompetent Junsdmtxon a motlon to quash

the. subpoena and serve. a eopy of the motlon on the person

B

(b) STA.\DARD FOR DECISIGT\‘ -—The court shall

: g'rant a motlon under subseetlon (a) un}ess the respondent

STAFF DISCUSSION DRAFT o sLes

'formatlon about an 1ndmdual pursuant to a subpoena un- I

. 1ndmdua1 s rlght to challenge the subpoena in accordanee :" : .

.,w1th seetmn 5233 has. been served upon the mdmdual on :

3,

: SEC 5233 CEALIENGE PROCEDURES FOR PRIVATE PARTY L
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VC—36

© (1) there is reasonable ground to beheve the in-

formatlon 1s relevant to a lawsult or other Jud1c1al
or admlmstratlve proceedmg, and

(2) the need of the respondent for the 1nforma-

tlon oum'elghs the prlvacv 1nterest of the 1nd1v1dual

//

( 30 SPECIFIC CO\’SIDERATIO\'S WITH RESPECT TO

7 PRIVACY INTEREST —In determlmng under subsectlon

8 (b) whether the need of the respondent for the mformatlon

9 oumelghs the pr1vacy 1nterest of the 1nd1v1dual the court

11
12
13
14 -
~ 15
16
17
18
<19
20

21

10 shall cons1der—

(1) the partlcular purpose for thch the mfor-
matlon was collected
(2) the degree to wlnch d1sclosure of the 1nfor-

matlon would embarrass 1nJure or 1nvade the pri-

/

vacy of the 1nd1v1dual
(3) the effect of the d1sclosure on the 1nd1v1d

ual s future health care
(4) the 1mportance of the lnformatlon to’ the
lawsu1t or proceedJng, and
Yy

(5) any other relevant factor N

(d) ATTORNEY’S FEES —In the case of a motlon

22 brought under subsect1on (a) in wlnch the 1nd1v1dual has

23 substant1ally prevalled the court may assess agalnst the

24 respondent a reasonable attorney s fee and other htlgatlon

September 16, 1994

I§

1
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5
6
7
8
9

10
11
12
13
14
15
16
17
18
19
20
21
22
23
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25

Septembaér 16, 1994

\

curred

SEC 5236 ESTABLISH]V[ENT OF SAFEGUARDS

health 1nformatlon E o
SEC 5237 ACCOUNT]NG FOR DISCLOSURES

‘. ( )I\ GE\’ERAL—; a

'RECORD —A health 1nformatlon trustee shall create

and ma1nta1n w1th respect to any protected health,_ ) NIRRT

oA

STAFF DISCUSSION DRAFT UL sLen

v - s : v

l costs and expenses (1nclud1ng e\'pert s fees) reasonablx 1n-

i

PART 3—PROCEDURES FOR ENSURING. SECURITY“ ST

OF PROTECTED HEALTH INFORMATION

Subpart A—Estabhshment of Safeguards Oas

(a) IN GENERAL —A health 1nformat10n trustee shall< o

estabhsh and ma1nta1n appropr1ate adxmmstratlve tech-'/- '

~

mcal and phys1cal safeguards—' _
(1) to ensure the 1ntegr1ty and conﬁdentlahty of' B
protected health 1nformat10n created or, recelved by

»the trustee and

)L

(2) to protect agalnst any ant1c1pated threats or

. { i

| ‘hazards to the securltv or 1ntegr1ty of such 1nforma- :
o (b) REGULATIONS —The Secretary shall promulgate -

g'ulatlons regardmg secunty measures for protected‘;_ s
. . Lo

o

(1) REQUIREME\‘T TO CREATE OR M_AI\'TAII\%. S

‘1nformatlon d.lSClOSGd in' exceptlonal c1rcumstances :

', .(as descnbed m parag'raph (2)) a record Of_.* ,f b
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(A) the date and purpose of the dIsclosure o

‘ "}_(B) the name of the person to vshom or to I

=R R I LT A N R S

. .thch the. dJsclosure was made E
_. (C) the address of the person to vchom or SRR
“'to\ thch the dJsclosure was made or the loca-'f
" \"\;tlon to thch the dIsclosure was made and - | .
(D) the mformatlon dJsclosed If the re- D ’ -

| ‘\'cordJng of the mformatlon dlsclosed is prac- '5 L o

o | ‘ ‘;, /’.“\tlcable takIng 1nto account the techmcal capa-"_ |
10 ” '»bIhtles of the system used to ma1nta1n the.
: 11 | “ record and the costs of such ma1ntenance -

P (2) EXCEJPTIVONAL CIRCUMSTANCES .

| ;j' 13 - VTJ,F.SCRIBED —For purposes of paragraph (1) protected_,i‘:' 5

- 14 ~~>fr"i‘health mformatlon is. dJsclosed 1n exceptlonal eir-
15 ;.cumstances if. the dIsclosure— E ‘ LERC A
o SRR ,16 i ‘\\. - (A) 1s not a rout1ne part of domg buslness ‘,f~:. .-

' 17 S as determmed in- accordance WIth guldehnes‘, :

18 - ; e ‘promulgated b} the Secretary or ..

19 ) (B) 1s permItted under sectlons 5213 andf \

”7*-'2'1;‘; . (b) DISCLOSURE RECORD PART OF INFORLIATION';‘::.vL S

o 22 A record created and malntamed under paragraph (a)z: , | N
. - .23 shall be malntaIned as part of the protected health Infor-"
| . ',24 matlon to thch the record pertaIns | B ’

T temoér"16;‘1§§d e L TP T I
< .r.‘p:}., "' R ‘ ‘ "Nv . ~“/\ E R R N , :\»‘.(‘b _‘., \ ,\‘v“ ) S o < éZJ/
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_f 1 Subpart B—Rewew of Protected Health Informatlon .

>
\

2 By SubJects of the Informatmn | L
| 3 SEC. 5241: IN.SPEC';‘,ION Q_F» PROATECTED',HEALTH MORMA ) f =
| B :.5 S (a) I?\ GENERAL —Except as pr(mded in. subsectlon
o 6 (e), a health care pr(mder or health plan-— o
\i 7 (1) shall permlt an mdmdual who is the sub.]ectv i
g& of protected health mformatmn to mspect any such; _‘
9 : mformatlon that the prowder or plan mamtams v

10 . (@) sha]l perrmt the mdmdual to have a eopv
\ ., v‘"‘ll - of the mformatlon o - |
12 f ~A (3) shall permlt a. person who has been des-.
L | L :1.3 | A. 1g'nated in wrltmg b} the md1v1dual Who is the sub- | s .
| . C 4 - 14 . Et | Ject of the mformatlon to mspeet or to have a copy-‘
- . 15 of the mformatlon on behalf of the mdmdual or to{‘t

S 16 | _.accompany the mdmdual durmg the mspectmn ‘and -
; 17 ,' i (4) may effer to- explam or mterpret mforma- N
j 18 ;"'vtlon that is’ mspected or copled under t}ns sub—' o
| Q.'19\: section. o ‘ | | ‘, \ |
| 20 ). ADDITIOT\AL REQLESTS -Except as promded in B
- 21 subsectlon (e) a hea.lth plan or health care prcmder shall W
N 22, upon wntten request of an mdmdual—- \: |
23 (1) determme the 1dent1ty of prevmus prewders}. -

0 24 tothe individualand P
o . o128 B (2) obtam protected health mformatwn regard-‘, |
" S '?‘26' mg the mchwdual - - ‘

AR - K - . . . . (- -
o L . 3 . : N . . . . . . 2o L )
' - - . } . B N o T PR . g '
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1 ‘ (c) ELCEPTIO\S —A health care prowder or health o -

L 2. plan is, not regmred b) th]s sectlon to perrmt mSpeCUOIl."; .

| 3 or: copvmg of protected health mformatmn 1f anv of thel DR
“'.74 followmg conthlons apply L | ‘ -
5. (1) ME\TAL HEALTH TREATME\‘T \OTES ;.‘ |
6 _ ;The mforma.tlon eonswts of | psvchjatnc psvcho-‘ -
o \ 7‘ ~A~ loglcal or mental health treatment notes and the |
o 'ft 8 ';:-prowder or. plan deterrmnes based on reasonable; . o
\ 9 - lmedlcal Judg'ment that mspectmn or cOpymg of the
10 . -'notes would cause sufﬁclent harm to the mdmdual
ll - | who is the subJect of the notes so as te outwelgh the
12 s | .desnablhty of perrmttmg ageess, and the prowder or' ;

13 "plan has not dJSClOSed the notes to any person not

i

N 14 l ;dxrectlv engaged in treatmg the mdmdual except .
o 15 - vmth the authonzatlon of the mdmdual or . under |
) , 16 ) ~compulsmn of law . | L | o _'
. l 7_‘173 o | ( ) INFORMATION ABOUT OTHERS -—The mfor- :
18 c matlon relates to an mdmdual other than the md1- T
BN 19 f | L "wdual seekmg to inspect or have a copy of the mfor- B
- 20 -‘mat1on ancl the provlder or plan deterrmnes based
;2'1 ,on reasonable medxeal Judgment that mspeetlon or -
| 22 'copymg of the mformatxon would cause sufﬁc1ent
‘ 23 L ;"harm to. 1 or both of the mthwduals §0 as: to out- o

24 welgh the des1rab1hty of pernnttmg access : T S

1”~_

Lo - P T
o R i . E T B
St ) oo
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I I - DY N O O S

S
=

s

: 20 "TION —A health care’ prov1der or health p]an shall permlt";f S
| ,21 'Z.‘mspectlon and copvmg under subseetlon (a) of any reason-; S

- 122 _‘;;ably segregable portlon of a record after deletmn of any,."‘

24
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mformatlon— o

REC
o -18:; "

VC—41

erhe provxder or plan deterrmnes that dzsclosure of‘_ .-'; | .
. "a_the 1nf0rmat10n could reasonablv be expected to en-A f

. danger the hfe or phvsmal safety of any in d“’ldual
( ) CONFIDENTIAL SOLRCE —The mformatmnf, o
1dent1ﬁes or could reasonablv lead to the 1dent1ﬁca-;:.‘ et

tlon of a person (other than a health care prowder) o

[

r

- rﬁdentlahty to a. health care prowder concermng thef' S

1ndmdual Wh(} is the subJeet of the mformatmn

L 1. .
5

. ‘,.(jS) ADMINISTRATIVE PURPOSES —The v

) Y Lol .
L vl
. [ P R

'; subJect of the 1nformat10n and

(B) has not been dlsclosed by the prowder R .

or plan to any other persnn ,
L

(d) I\ISPECTION AI\D COPYING OF SEGREGABLE POR- e

; 23 portlon that is, exempt under subsectlon (c) | N
" (e) CONDITIO\’ —A health care promder or healthf
; 25 | plan may reqmre a. wrltten request for the mspectlon and >

A . N
. 5 ‘ . .
- * KRN
>, o . B . S
. ' e

. ,Septemt;er 16,1994 -

[ P T e [ . e . 7.

. " STAFF blSCUSSi’ON 'nmr, o sLes

(3) E\DA:\GER‘\IE\*T TO LIFE OR SAFET&—'

o who provxded mformatlon under a pronnse of con-f_:;.; s

(A) is used by the prowder or plan solelv‘:vi"f '
for admlmstratwe purposes and not 1n the pro- o

vxsmn of health care'to the mdmdual who is the",f -
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VC—49
copvmg of protected health 1nformat10n under thls sub-

seetlon The health care provxder or health plan mav re-

i

qulre a cost relmbursement for such 1nspect1on and copv-

1ng e . R

(f) STATEME\*T OF REASO\TS FOR DE\IAL —If a
health care pr(mder or health plan demes a request for
mspect10n or copymg under thlS seetmn the provxder or
plan shall provxde the 1nd1v1dual who made the request (or
the 1nd.1v1dual’s des1gnated representatlve) thh a wrltten
statement of the reasons for the demal

(g) DEADLI\E ———A health eare provxder or health
plan shall complv w1th or den3 a request for mspeetlon
or copvmg of protected health mformat10n under tlns sec-
t10n Wlthm the 30 day pemod begmmng on the date on
whlch the prowder or plan recelves the request

S

SEC. 5242 AMENDMENT OF PROTECTED IIEALTH INFORMA

'
&

TION.

¢

(a) I\ GE\ERAL —A health care pr(mder or. health
plan shall w1thm the 45 day perlod begmmng on the date

on Wlueh the prowder or plan recelves from an 1nd.1\71dual

J i

a ertten request that the pro*\nder or plan eorrect or

....

VRS -~

(1) make the correetlon or amendment re-

quested o : S
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aw)

12,

22 An mdmdual may request cerrectlon or amendment of ;

145_-
“;1,5"‘ |
g
19
| ".2’0 ', S
__'2‘.1‘ .

o

Rt

VC—~43

: (2 ) 1nform the. 1ndmdual of the eorrectlon or o '

l

‘ amendment that has been made and A ,
. (3) mform any person “ho is- 1dent1ﬁed bt the:_.'
'mdmdual who 1s not an ofﬁcer emplovee or agent/._:f

o ﬁ.of the pr0v1der .or plan and to whom the uncor—' ‘

rected or unamended portlon of the mformatlon aas
. 'Prewously dJselosed of the correctwn or amendment« e
- ‘lthat has been made o ‘ .
“(b) REFLSAL TO CORRECT —-If the provrder or plan’
refuses to make the correctlons the prowder or plan shall_ -
; 11 mform the mdmdual of-——&. o - »
(1) the reasons. for the refusal of the provxder' |
or plan to make the correctmn or amendment

(2) any procedures for further Treview of the re- _—

fusal and ’

(3) the 1nd1v1dual s nght to ﬁle w:(th the pm_ . 3 4‘
.._Wder or plan a eonelse statement settmg forth the L ""
requested eorreetlon or amendment and the 1ndmd_ ’

. ual S reasons for dJsagreemg mth the refusal of the ,‘ |

B prowder or plan L B -

' ( ) BASES FOR REQLEST TO- CORRECT oa AME\'D —

- 23 protected health mformatlon about the mdmdual under, R |
| | 24- paragraph (a) 1f the mformatlon s+ not tlmely aceurate

o .25 relevant to the system of records or eomplete .

STAFF DISCUSSION DRAFT S sLe
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-0 (d) STATE’\IE\T OF DISAGREE\IE\' —After an mdx o

2 vxdual has ﬁled -a statement of dlsagreement under para- .

o ) 3 graph (b)(3) the prowder or plan in’ am subsequent dis- o
- :4 elosure ef the dlsputed pertxen ef the 1nformat10n— _ ‘ i .‘ |
:A 5 - (1) shall 1nelude a cepy | of the 1ndmdual s‘é
6. statement and o L - o .
7, | (2) may 1nclude a conelse statement of the rea- .
':8"'{- - sons of the: prowder or plan for not makmg the re- |
9

quested correetlon or amendment L ‘_-- R

10 (e) RDLE op CONSTRUCTIOI\ -—Thls sectlon shall not R

\ ll “be construed to reqmre a health care. provxder or health_
U1 plan to eonduct a fermal mformal or other hearmg or ) ]
13 proceedmg concermng a request for a eorreetlon orﬁ .

‘14 ‘amendment to protected health mformatlon the provlder L

b

' .':1:54;_'_-or plan maxntams | B . : S |
" 16 o | ( ) CORRECTIOI\ —For purposes of paragraph (a),
17 correctlon 1s deemed to have been made to protected»

18 jhealth 1nformat10n vshen mformatmn that 1s not timely,

19 aecurate relevant to ‘the. system of reeords or complete,
: ; - [’5":2‘0;’:‘15 clearly marked as 1ncorreet or uhen supplementary cor—. . L
L .21 lrect mformatmn 1s made part of the mformatlon

- 22 "SEC 5243 NOTICE OF MORMATION PRACTICES .
23 (a ) PREPARATION oF VVRITTE\' NOTICE —A health}"

24 care prowder or health plan shall prepare a ertten notlee' o

': 25 of mformatmn practlces descrlbmg the followmg

A

. - Seplember 16,1994 - I LG S 6
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mg such authonzatlons h f roL

. 1,5‘ "~ L )‘

| 23 | 1stence and avallablhty of the notlee g

1 e
1 .

VC—43

(1) PERSO\AL RIGHTS OF A_\ I\DIVIDLAL-——-
| The rlghts under thlS subpart Of an. mdmdual who' |
.;.,"f‘,xs the subJect of protected health mformatlon 1n-‘t’.;‘j', -
cludlng the nght to mspect and copy such mforma- S
V" tlon and the rlght to seek amendments to sueh mforr B

) matlon and the procedures for authonzmg dxsclo-"’;"‘ "

sures of protected health mformatlon and for revok-

(2) PROCEDURES OF PROVIDER OR PLAI\ —The -
: procedures estabhshed by the prowder or plan for K

- the exercise of the nghts Of mdmduals about whom""

o

vproteoted health mformatlon is mamtamed ‘
| (3) AUTHORIZED DISCLOSURES —The dlSClO-‘L, o
: sures of proteeted health mformatmn that are au-

thorlzed f 4 \ .
: 'f' (b) DISSE\III\ATIOI\ OF NOTICE —A health care pro- 2 f Q
17 nder or health plan—” | o | “ |
. (1) shall upon request prov1de any 1ndmdual l

mth a eopv of the notlce of mformatlon practlces de-_~ o
‘:scmbed in subsectlon (a) and |
| ;f - (2) shall make reasonable eﬁ.orts to mform 1nd1

wduals in.a clear and’ eonSplcuous manner of the ex-' |

l (c ) MODEL NOTICE —The Secretary after notlee and N

| 25 opportumtv for pubhe eomment shall develop and dlsserm-

STAFF DISCUSSION DRAFT | 'SLC.

e e

-
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S | veds o

‘nate a model notlce of mformatlon practlces for use bv :

\,health care provxders and health plans under thlS sectlon o

Subpart C—Standa.rds for Electromc Dlsclosures

E SEC 5246 STANDARDS FOR ELECTRON'IC DISCLOSUR.ES '
The Secretary shall promulgate standards for dJsclos- -
mg protected health mformatmn in aeeordance w1th thls,‘
: subtltle in eleetrome form Such standards shall mclude :

’standards relatmg to the creatlon transmlssmn recexpt

\Doo ~;.1" o8- m »’ BN ‘4

-and mamtenance of anv wntten document reqmred or au- e

- » . . o

"~ thonzed under tlus subtltle P | o
PART4——SANCTIONS SRS

I S [
8N = O

Subpart A—No Sanctmns for Permxssxble Actlons

W

_‘SEC 5251 NO LIABILITY FOR PERMISSIBLE DISCLOSURES

s

A health mformatlon trustee whe makes a dlselosure {*_ L . :

&.

-
LA

: of protected health 1nformat10n about an mdw:dual that

—
N

is perrmtted by thIS subtxtle shall not be hable to the de-

=
=

'wdual for the dxsclosure under common la“ R

!

i.--
o0

SEC 5252 NO LIABILITY FOR I'NSTITU'I‘IONAL REVIEW

v

’ »':’t BOARD DETERM]NATIONS o

=
O

If the members of an 1nst1tutlonal rewevx board make

NN
'—{‘O

a deterrmnatlon m good falth that— -

(1) a health research prOJect is of sufﬁment 1m— ; j

M

portanee to outwelgh the 1ntrusmn mto the pnvacy

Y
N

- of an 1ndmdual and
‘ )

' . September 16,1984 -~ '

Lo
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L of protected health 1nformat1on

'board shall not be hable to the 1ndJ\*1dua1 as a result of

the deterrmnat1on

SEC 5253 RELIANCE ON CERTIFIED ENTITY

3 tlﬁed health 1nformat10n network serv1ce to make a dJSClO- c

g trustee 1n accordance \Vlth th1s subt1tle and such sermcef'
‘rnakes a dJsclosure of such mformatlon that is: n v101atlon, N
. of th1s subt1tle the trustee shall not be hable to the 1ndJ

vxdual who is the subJect of the 1nformat1on for sueh un-

Subpart B—wal Sanctlons

SEC. 5256, CIVIL PENALTY. B
| ( ) VIOLATION —Any health mformatlon trustee who :
5_the Secretary deterrmnes has substantlally fa11ed to" com- " -

. ply vmth th1s subt1tle shall be subJect 1n adetlon to any":‘."‘
,'other penaltles that rnay be prescnbed by law to a c1v1l o

| '_penalty of not rnore than $10 OOO for each such wolat1on “
(b) PROCEDURES FOR IMPOSITIOI\ .OF PENALTIES __'_. -
_bectmn 1128A of the Soc1al Secunty Act other than sub- B
"sectlons (a) and (b) and the second sentence of subsectlon _' |

: (f) of that sect1on shall apply to the 1rnpos1t1on of a cml'v,\'

\

| ( ) the effectlveness of the. prOJect requ1res use:'-‘ S ;

the rnernbers the board and the parent 1nst1tut10n of the

If a health mformatmn trustee contracts w1th a cer-

sure of any protected health mformatlon on behalf of such S

63
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g monetary penalt; under thlS sectlon m the same manner

—_— > -

as such provlsmns applv mth respect to the 1mpos1tlon of

‘a penalty under seetlon 1128A of such Aet = e
;‘sac 5257, CIVIL ACTION | o o |
(a) I\' GE\ERAL —An mdmdual WhO 1s aggmeved b\
eonduet m wolatlon of tms subtltle mav brmg a eml actlon , 'i
iito recover—‘-: S , R ;' S

| A “ - (1) the greater of actual damages or hqmdated ) o Aﬁ" \'
| damages of $5 000; L ‘\ . |

" i

o oo N3 o\ SUNREN w [

[y
o

(2) pumtwe damages

p_'aA —

(3) a reasonable attorne) S fee and expenses of o AR {,;

- htlgatlon

—
VO

(4) costs of htlgatlon and R ) o o ‘_'}

-
R

(a) such prehnnnam and equltable rehef as the

i .eourt determmes to be . apprOpnate

e
a

<

‘ "'-i“;t ’16“ g‘j-(b) LIMITATIO\ ———No aenon may be. cornmeneed
17 under thxs seetlon more than 3 Vears ‘after the date on
' 1 18 Whlch the wo}atlon was or should reasonably have been
B 19 dJseovered | . . | | » S
20_ (e) T;am SFER OF‘ PUNITNE DAMAGES —Of the total
:‘.“.21 amount awarded for pumtwe damages in: any cml actlon

“ :22 under thls seetlon 93 percent shall be transferred to the

,: 23 - Secretary to fund aetmtles de31gned to ensure that the

LA

;24 pmvacy of mdmduals is protected mth respect to- health S ‘ |
s 25 mformatmn | LA S e - .

| Septemmber 16,1894 . v . . L. oo b 63&’



http:indivi~ti.al

. N .

September 16, 1994

" 10 ‘ (b) PE\ALTIES —A person descrlbed m subsectlon i
11 (a) shah— e SR ‘_ )
"'.12: | (1) be ﬁned not more than $::>0 000 1mpnsonedt
13 . not more than 1 year or both | r
14 . | | (2) 1f the offense is commltted under false pre- .
15 o tenses be fined not Tore. than $100 000 1mpr1soned
16 -L';not more than 5 years or ‘both: and ', .
;17': - A(S)_ if the offense is commltted wn;h mtent to |
\ 18 B seH transfer ‘or-use protected health mformatmn forl '
" 191: 'commermal advantage persona} galn or mahcmus? L
20 . harm, ﬁned not more than $2:>0 000 1mpr1soned not:
21 , | vmore than 10 years, or both L |
o PART 5—--ADM:IJ\TISTRATIVE PROVISIONS
X} SEC. szss RELATIONSHIP 'ro OTHER LAWS, | |
- 24 (a) STATE LAW —Except as provxded in subseetlons |
i q 25 (b) (c) and (d) t}us subtltle preempts State law .

O:\FAU\FAU94.628 . STAFF mscussmN DRAFT T osLee

VC49 S
Subpart C—Cnmmal Sanctlons

SEC 5261 WRONGFUL DISCLOSURE OF PROTECTED.

“ = HEALTHINFORMATION

o mg to an mdmdual in. vxolatlon of thls subtltle or -

‘ other person in- vxolatlon of th1s subtltle

shall be pumshed as prov1ded in subsectlon (b)

(1) obtams protected health mformatlon relat-‘_ .

(2) dlscloses protected health mformatlon to an-' L

| | (a) OFFENSE —A person vsho knomngly_,: L -] |



' O.FAU\FAUS4628 . . STAFF DISCUSSION DRAFT . osLe

JC R VS R S b

e
[, 3

._A‘l
~1

A}

_
00"

20
R .

. %ASeptambems;_tséd O

.d»l -
: C’,

[S—Y
AD .

)

VC~aO -

‘ preempt or operate\to the exclusmn of any State lau relat~ .

Alng to publlc health or mental health that prevents or reg-
allowed under th1s subtltle

.to preempt or modlfy State cammon or statutory lavx to‘.‘"‘ l
the extent such law concerns a prmlege of a Wltness or
;pperson in a court of the State Tlns subtltle does not su-

} persede or modey Federal common or statutory lavs to the' "

. extent such law concerns a prmlege of a mtness or person S |

»\m a: court of the Umted States Authonzatlons pursuant o ‘

L~

to sectlon 5207 shall not be construed as a ' waiver of any :

: ;such prmlege

LA ———-Tl’us subt1tle shall not be- construed to preempt ‘

supersede or modey the operatlon of— o

wtal statlstms such as blrth or death mformatmn

. neglect mformatlon about any 1ndmdual g

i

(b) LAWS RELATI\G TO PLBLIC OR . ME\TAL_:;\

HEAL’I‘H —Nothmg m tlns subtltle shall be construed to o

ulates dlsclosure of protected health mformatmn othermse e’ o

( ) PRIVILEGES -——Nothmg 1n thls subt1tle is 1ntended o

(d) CERTAII\ DUTIES UI\DER STATE OR FEDERAL«-'

o (1) any lau that provldes for the reportmg Of.j'
(2) any Iaw requmng the reportmg of abuse or;

~(3) ‘subpart IT of part E of title XXVI of thef'h L
Pubhc Health Semce Act (relatmg to notlﬁcatlons*’ .
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t

s

sure. to mfeetlous dlseases), or. -

N
o .

: conﬁdentxahty of alcohol and drug patlent records o

(a) EFFECT OP DECLARATIO\' OF I\’COMPETE\CE —

7 Except as prowded in sectlon 0268 if an mdmdual has;

Y,

2
3
4
5. SEC 5267 RIGHTS OF INCOMPETENTS
6
A
8

been declared to be mcompetent by a court of competent

¢

1 1 the md.mdual through the mdmdual’s representatlve

P N L e

i

’ _:13 in sectlon 0268 if. a health care prowder determmes thati f

3 . ) s l 14 an mdmdual who has not been declared to be mcom-" |

-

15° petent by ‘a court of competent Jurlsdxetlon suffers from',

RE

- " - 17 ‘ing knomngh, or effectlvely on the mdnndual’s own behalf o |
o 18 the nght of the mdmdual to authorlze dlsclosure mav be | -

\' " 19’ eztercxsed and dxscharged in the best mterest of the mdmd-: : |

- 20 ‘ual by the mdmdual’s representatlve

3

- 21.. SEC. 5268. EXERCISE OF RIGHTS

o ;722: : (a) I’\DIVIDLALS WHo ARE 18 OR LEGALLY CAPA-

o _23"’ BLE —In the case of an mdmdual— :‘ S '

e e : = Lo

. September 16, 1994 .
- Lt A . . L

’.-o;\mu\pwgg,agg]1,, o 5‘ STAFF DISCUSSION Dnm ..., sSLC
1 ‘of emergencv response emplovees of possrble e\'po- :

(4) anv' Federal lau or, regulatlon govermng , |

9 Junsdlctlon the rlghts of the mdmdual under t}us subtltle A -

10 shall be exerclsed and dlseharged in the best mterests of

SVIIRS (b) No COURT DECIARATIOI\ —Except as Pm"‘dedrﬁ: :

,16 a medmal condrtlon that prevents the 1nd1v1dual from act- Lo

\’,
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B o W e

K (1) who 18 18 vears of age or older all rlghts

' f

L of the 1nde1dual shall be exermsed bv the 1ndmdual : .:. -

| (2) who actlng alone has the legal r1ght as de-

j termJned by State lav& to applv for and obtaln a‘,.} .

type of medJcal examlnatlon care or treatment and -

g N
| uho has sought such exammatlon care or treat- |
ment the 1nde1dual shall exermse all rlghts of an in- oy -
| de1dual under thlS subtltle w1th respect to protected_-i"_,, o :
IOA health 1nformatlon relatlng to such examlnatlon
11 care, or treatment o v B
12 NS | (b) II\DIVIDLALS UNDER 18 —Except as prov1ded in
N 13 subsectlon (a)(2) in the case of an md1v1dual who 1s—~"y':‘ ‘
14 " (1) under 14 years of age all the 1nde1dual s :

S — -

'"rlghts under thlS subtltle shall be exerclsed through a S

[
“ON

. the parent or legal guardJan of the 1nd1v1dual or |
(2) 14 la 16 .or; 17 years of age the rlghts, ) .

—
00,

"l'of mspectlon and amendment and the rlght to au- 4“_

3
\o\.

o thor1ze dlsclosure of protected health 1nformatlon of o

N
o .

,,the 1nd1v1dual may be exerclsed e1ther by the 1nd1v1d- B

o CUUE RN

L 'u_al. orlby: ~the-parent\or_legal, guardlan of the 1nd1v1df e

P - . “ . . o b ‘ N - . T .

_ September 16,1994

/ KN R B . .- L s . i
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L 71 Subt1tle D—Rewew of Benef1t De-
. S jf‘]z termmatmns for Enrolled Indl-v
R 3 v1duals o S
4 SEC 5301 DEFINITIONS o
5. Fer purposes ofthls subtltle—— _" L { \ ”
6 . (1) CLAIM -—The term “clalm means-;— y o
7 (A) a requeet for payment for or prowsmn
8 ‘k;'lof a health care mterventlon under a health
9 plan : N S ) : )
lO | o :\ (Bl a request for preauthonzatlon of a .}
. 11 R “ . *health care mterventlon Whl(:h is subnntted to a |
- 12 | ( ‘: 3 :health plan pr1or to recelpt of such mterventlon
,[ \l o .‘ \~‘l3 : - ' (C) a request for a utxhzatlen rewew of a s -
l' . . 14 A \'};health care mterventlon whlch 1s submltted to a
T 15 “ f | | health plan. prlor to. or concurrent w1th reeelpt |
16 ‘i;,‘of such mterventlon R | S
. 17 ‘ : (D) a request for a deternunatlon onr en--‘ B
18 ;’rollment or dJsenrollment of an 1n(hv1dual m a
19 health plan or 'A - | | | |
| 20 (E) a’ request for a determmatlon. on
-" | h; | 21 L whether an- mdmdual 18 ehglble for' coverage
| | 22 o B "m'.under a health plan - N' A\ B | ;
N 23 - '7(2) CLAII\’.[A!\"T -—The term “clalmant” thh re-

."l

24 spect to a clalm means—‘:' »

i - . ’ ) B ~ #
: t N . A ’ -
‘ . . . ..
- . I - . . . N
. N - el . : P .
. . c . . o . : .
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2 . o . . D o i . . o s ; T : o
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P! A (A) anv 1nd1v1dual \\ho submlts the clalm o

-

s

: or on whose behalf a. clam 1s submltted to a

health plan in’ connectlon w1th the mdmdual’

.\ et
. i

o enrollment under the plan or

i

»i*'bvisub'mlts a clalm to the plan q;{f Y Sl DR

2
3
LA R
5 i..".. ) (B) a pro\qder mth a Vahd asmgnment Who v:
7 e ’(3) HEALTH CA.RE I\TERVENTIOl\ —The term~, S
8

‘ nhealth eare mtervenmon has the meamng glven .
} 9 : ‘. ‘3 Such term b} sectlon 1101(4) L

' 10 SEC 5302. CLAIMS PROCEDURES FOR HEALTH PLANS

SR ‘j; 11 (a) GE\ER_AL RLLBS GOVERNI\’G TREATME\"T OFA

. 13 ’é‘(,l‘) ADEQLATE \'OTICE OF DISPOSITION OF

_,1{5 :' o (A) CLAIM n\ COMPLETE F‘ORM —In anyl |
IR 16 case in wlneh a clalm is subxmtted m complete .

: 17 = form to a health plan t.he plan shall promde to - i

18 a the clwmant mth respect to the clalm a Wmtten" :

[V

19

-

N

l‘ ” 20 ; (1) the plans approval of the clalmk o
| 21 o E mthm 20 days after the date of the sub- e

C22-0 e rmssmn of the clalm or SRREETRDTANE A

. 4 Sl e . L . . ) oo
N : L

o ';2'3‘5“[ ¢ ) the plans demal of the clalm':

24 e Wlthm the earher of—.

;o

. .  September16,1894 . - . . - o oo 0 U T S P R j’-
' i ..‘~ " ." ,‘ ‘ . ' F,A .i\ ‘ "A“ . l.g o i ‘ . i ".’ ’:' .,Vv éy ,:,.

P
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TR S (l) 25 davs after such date of T
. S A submlssxon or . ol S,

(Hl 5 davs after the date of the:; R

o

. determlnatlon to dem the clalm

| The notlee of demal sha]l set forth the Teasons
for the demal clearly explaln the nght to re- a |
quest an explanatlon under paragraph (2) of’ e
the spee1ﬁe reasons and facts underlwng the de- -j o 1
clsxon to reduce or fa1l to provxde the health S

\

‘ care 1nterventlon or. to pay ‘the olalm ‘the rlght -

BRI R B RV R O TV N

=
o

. to appeal the demal pursuant to thls subtltle B

e

L 2. ‘ and a desenptlon of the process for appealmgi" Co

: R l 13 ) e | ,; sueh declslon sufﬁolent to allow the cla1mant to""" ‘

' . o 14 | ‘f‘f o 1mt1ate appeals and Subnnt ev1dence to the dem-,ﬂ '

o 15 . sxon maker in support of the posmon of the“.,'”' |
16 clalmant ,‘ ., .5 - - . e "

17 o | " (B) CLam n\ INCOM:PLETE FORM —In any' SR \

‘ ;.1.8"’3"‘ o vcase in \tlnch a clalm that is subrmtted is not -

- 19 -. ," complete the health plan shall ‘Wlthln 15 davs |
20{ l' - | after the date on wlneh the clalm Is submltted -

21 S notlfy the clalmant of anv reqmred matter re-:‘*‘ ;-

122" mammg to be filed in" order to complete ‘the ~

i

L 23 | clalm and to respond to questlons the clannant LT

Co.24 o may have about ,completlng the el_a1m.,;

- ,“Septemberjﬁ;‘lssct o Co .

<A
Y
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(C) FAILURE To LO‘\IPLY‘WITH TI‘\IE LIM-(
11'1“s TREATBD AS APPROY ‘-—The fallure bvf«f&
. "" any health plan to compb mth anv t1me hnnts 3
of th1s paraoraph mth respect to any: cla1m Sub-u f.

mJtted to the plan shall be treated as’ approval.
s by the plan of the elalm ‘ -
| (D) Fomx OF \*OTICE*—Any nonee to- the:. Lo

) cla1mant under thls paragraph shall be Wmtten; |

’m language easﬂy calculated to be understood;_

bv an average 1nd.mdual enrolled m,the plan

,"(2) ADDITIO\.A_L \OTICE A:\:D DISCLOSLRE RE- 3

QUIREMENTS FOR HEALTH rnax’s —In the case ofa i
demal of a clalm upon wrltten request of the clalm- L
ant the plan shall provide \vlthm 10 workmg days: '
- of the request a response whlch 1ncludes together :

! mth the reasons prowded to the clalmant under

Vi

pal‘agl‘aph (1)(A)

i
I

(A) 1f the demal is based m whole or mf :
part on a deternnnatlon that the claurn is’ for a :
health eare 1ntervent10n Wthh 1s ‘not- covered by

the appheable beneﬁts package the factual_« :

. /(

basm for the determmatlon

(B) 1f the demal 1s based m whole or 1n'
part on eaelusmn of coverage Wlth respect to. af

o health .eare mterventlon‘ because the. interven-

P
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e tlon 18, not a quahﬁed mvestlo'atlonal treatment |
: (as deﬁned in seetlon 1101(7)) the bas1s for, ﬂ.

the deterrmnatmn and a desemptlon of the proe-’ |

- Aess used in makmg the determmatmn and

s ‘-(C) if the demal is based in’ whole or" m.g::

—mterventmn 1s ‘not medacally necessary or ap-
’propnate the bas1s for the determmatmn and :

a desenptlon of the process used m makmg the v o

deternunatlon

3) APLAN’S DUTY TO Rgmwmmnsi UPON -
| TIMELY REQUEST.—The health 'pl'an shau review'its
demal of a clalm 1f the" clalmant subrmts to the plan 'I
2 wmtten request for recon31derat10n of the elalm S
,,'after reeelpt of wmtten notice from the plan of the‘
‘demal The plan shaH allow any such clalmant not
,‘less than 6() days after reee1pt of ertten notlce from S
.‘the plan of the demal or if no such notlee Was re-v

. celved from the date elalmant dlscovers or reasen- E
:.,ablv should have dlseovered the demal to subnnt B

o the clalmant S request for reconmderatmn of the 3

clann

shall eomplete anv reweu reqmred under paragraphf"

AY

1 (3), and shall prowde the elalmant wrltten notlee of

. . ’ ) Sh s . Lt
. “ R . . . NN
o . : o . N .

STAFF mscnssmN DRAFT v sLe e o

part on a deternnnatlon that the health care

(4) TIME LIMIT FOR; REVIEW «--The health plan;'
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- the plan s deCISIOD on the elalm after reeonsxderatlon

j’:pursuant to the reweu mthm 30 davs after the date

.E;

o of the recelpt of the request for reeon51derat10n

(5) DE \0\'0 REVIE\VS — -

“‘--! CA) I\ GE\ERAL —Anv rev1ew requn‘ed

A under paragraph (3) ' f

(1) shaﬂ be de novo
(11) shall be eondueted by an mdnnd-

., ual v~h0 did ! not make the 1mt1a1 demslon

o denymg the clalm and who is authomzed t0‘4

t 'A

‘ .wapprove the clalm and

(m) shaH 1nc1ude revlew by.-—‘

1) a quahﬁed physmlan mth_';;

smnlar expertlse to the treatmg phy51- :

volved requlres medxcal expermse or

(II) a cemﬁed medlcal rewewer,.»

(B) CERTIFIED ‘\IEDICAL REVIEWERS—-

the Seeretary shaH by regulatlon—— "~-; R

-

L 1 ards for certlﬁed medxcal rewewers and

(11) estabhsh procedures for the cer-7

M.

mﬁcatlon ‘or decertlﬁcatlon of such revuew-’~

- -

’ ,‘e'rs.: '

' CIan 1f the resolutlon of any 1ssues 1n-“;: e

The Secretary cf Labor m consultatlon \?Vlthk:

, (-i)" estabhsh quahﬁeatlons and stand«-~ o

STAFF DISCUSSION DRAFT - ssLe

A B

[ o
¢ \“v.
{ . .
R
. N ~




A‘\

[ R
. . B
:

. September 16,1894, - o

-

e
w»m A

17 R reasonabh be expeeted to result in— o
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L 'emplovees of health plans .

#

(c) TREAT\IE\'T OF URGE\’T REQLESTS 'ro PLA,\’

FOR PREAUTHORIZATIO\* AI\D UTILIZATIONKREVIEW

.

| gza‘mon remew deterrmnatlon w1th respect to a health

'. 10 :care mterventlon (other than an emergeney health,‘ -
:.'11 - ‘vcare mtervent]on whmh may not be subJect ‘eoA

12 ‘";.preauthorlzatlon or umhzatlon rewew) v;hlch is - ac-‘jl»
13

~

'{ man that——

| «16“5 R davs provxde the health care mterventlon couldf.f.

!

18 S '1 ;: (1) placmg the health of the clalmant '
1 9 : | ""(or with respect to a clalmant who is. af-i |
B .].20 ";“pregnant woman, the health of the Woman::‘f
21 B - : | :;or her\unborn child) i m serlous Jeopard\f or -
‘122' L . (n) serlous 1mpamnent to bodxly func-'f’
'~"12‘3 “o tlons whxch mav lead 1o death or R

- 24 g (B) lmmedlate provxsmn of the health .care

i

: 25 mterventlon 18 neeessary beeause the clalmant L

o

‘ :rCermﬁed medxcal revlewers shall be recogmzedf

‘»}experts in then 1ned1cal ﬁelds and shall not be

| (1) II\ GE\ERAL —ThlS subsectmn apphes m
' ‘ the case of any clalm subrmtted b} the clalmant con-: d

N 31st1ng of a request for preauthomzatlon of or a utlh- )

;o eompamed bv an attestatmn by the treatmg phym- I

(A) faﬂure to 1mmed1ately or Withm 10'-
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A

M""‘. N - VD-S - |
1 has made or. 1s at ser 1ous rlsk of makmg an at-’ .
. 2 tempt to halm such clalmant or another indi-
" 3 \\“ \ndual | “ | E
| 4 : ’ : ‘A request for preauthorlzatlon or a ut1hzat10n rewe\x
5 : .‘deternnnatlon thh reSpect to a health care mterven-
. 6 tlon may be ﬁled under thls subsectlon at anv tlme ) -
7 ':,prlor to completmn bv the plan of any Xrev1ew eon—
‘. 8‘:,' "~ducted pursuant to subsectmn (b)(3) ' o |
9 @) SHOR’I‘E\'ED “TIME LIMIT FOR CONSIDER- |
'10 ATION' OF URGE\T REQUESTS —Notmthstandmg
l l .subsectmn (a)( 1) a health plan shall approve or. g
12 | fﬂdem any clalm 1n eomplete form descnbed 1n para- <
13 “"graph (1) vnthm 3 davs after submlssmn of the B
‘ 14 : ‘\clalm to the plan encept that a hearmg ofﬁcer may, -
' 15 pursuant sto sectlon a304(e), order a plan to’ render; -
l16‘ a demswn in less than 3 days Fallure by the plan"»“
C17 A ) to comply Wlth the tlme hmlts of thls paragraph L
18 - Wlth respect to the clann shall be treated as approval -
19 : »b\ the plan of the clalm . | | | NN
o 20 (3) EXPEDITED EXHAUSTION OF. PLAN REM-; |
i 21EDIES —Any claxm descnbed in paragraph (1) or"\f- |
\ , 22 } any clalm for an emergencv health care mterventmn ‘
23 -Wlueh is. denied. by the health plan shall be treated -
u24 : Vfas a elann w1th respect to wlnch all remedles underf‘ o
25 b_ -A the plan prowded pursuant to thls seetlon are ex.
Sebterﬁ'r;qme,‘ma{ v L |
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subseenon (b)(3)

(}

(4) DE\'IAL op PREYIOLSLY AL'THORizED R
k‘g CLAIMS \OT PER‘\IITTED —In. anv case in whlch a

. ~;health plan approves a elalm descrlbeci in paragraph‘«.

. /

(A) the plan may not subsequentlv deny‘- ’
j\'payment or prowsmn of. beneﬁts pursuant i:o‘
.’ the clalm unless the clalmant or another 1nd1- '

vadual mlsrepresented or falled_ ,t’o‘ -dxselos,e a

8 materlal fact

‘/ °
v

(B) m the case of a vmlatlon of subpara-‘. ;

' sectlon wu:h respect to the clann ‘shiall be treat-‘ :

"ed as enhausted and P X '4 QT

'TsubseQuent to the preauthonzatmn of or utlhza-. o

. 'non reme\v deternunamon thh respect to the I

- health care 1ntewent10n uhlch lS the sub;ect of

the elalm the plan may denv pavment in: the ‘

l

under the plan

25 CLAIM —-A clann shall be conszdered subrmtted in com- o n

STAF}? DISCUSSION DRAFT * . - SLC

hausted 1rrespect1ve of am revleu pr(mded underl :

- graph (A) m eonnectlon wrch the ‘claim, ;all rem- R

, edles under the plan prowded pursuant to thls

‘(C) notmthstandmg subparagraph (A),- o

case of a change 1n the clalmants ehg'lblhtvlf‘

(d) DETERMINATIO\ OF INCOMPLETENESS OF'_ .

. :-"652,
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.plete form w hen the health plan 18 In receIpt of a]l Infor- B

" on the cla1m

z

\O ’ @ ) \i.A _O\M -b\ :w . N ;..‘

: Labor Sha]l establIsh and maIntaIn cla1ms dISpute ofﬁces

-b

{
A - )

_. emplov hearmg ofﬁcers for the claImS dJspute offices No" o

N

RN R
5 W

[\

i Ing, abIhty to commumcate WIth the claImant afﬂhatlons

' September 16, 1994 .

(o) WAIVER OF RIGHTS PROHIBITED —A health plan

e

i In a formal settlement agreement

R

SEC 5303 REVIEW lN AREA CLAHVIS DISPUTE OFFICES OF

BY HEALTH PLANS

R A

,"thch sha]l have exclus1ve JurlsdJctlon over complamts de-'

B i
1 L

scrIbed in subsectlon (c)

}

v

: -be hmIted to, experlence n the health beneﬁts area train-

A

STAFF. DISCUSSION DRAFT .. osLe, -
.mat10n reasonably requIred b\ the plan to make a dec1s10n o

‘imav not requIre anv partv to w aive’ any rIght under thel"
iplan or thIS Act aS a conthlon for approx al of any claIm;.'_' -

'.under the plan e>.cept to the extent otherWIse specIﬁed.

GRIEVANCES BASED ON ACTS OR PRACTICES o

( ) CLAIMS DISPUTE OFFICES —The Secretary of =

(b) APPOINT‘\IENT A.\D QUALIFICATIONS OF. HEAR-

"ING OFFICERS —The Secretary of Labor may retam or’

,IndIVIdual may ) erve as a hearmg ofﬁcer unless the IndJ-,
'VIdual meets standards thch sha]l be prescrIbed by the’ :

Secretary of Labor Such standards shall 1nclude but not B

.t

3 dIlIgence absence of actual or potentlal conﬂIcts of Inter-_ .
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1

O m oy A

10

13

15
16

VD—-l 1-

est, and other quahﬁcanons deemed rele\ ant bv the See-‘ SR

retary of Labor -

- (c) FILmGs OF CO\IPLAI\TS

terms of the plan (1nclud1ng the provxsmn of beneﬁts

)

plan) or conmsts of a fallure to eomply w1th the ap-‘ L

pheable reqmrements of thls Act

(2) EkCEP’I‘IO\ —-—Paragraph ‘(1) shall not

eare mterventlon Wthh has alreadv been rendered to

the elalmant 1f such elalm 1s for less than $aOO

r»remedles (as. deﬁned b\ thjs subntle) prowded ur, der the':'

'plan thh respect to the clalm n. aeeordanee w1th seetlon R

5302

mulgate rules govermng the fihng, _semce and dlsposmon ‘ : "

ER " .' (1) I\ GENERAL. —-—A clalmant hay ﬁle a com-“ EO
plamt regardmg a claim. thh the approprlate clalms
dlspute ofﬁee 1f such clalmant is aggneved b} an aet .
or pracmce engaged in by a health plan wlnch con-"(' Eh

~_ SlStS of or. results in, a demal or delav of pavmentiu__‘ ;
or provlsmn of beneﬁts under the plan 1f such de-‘\

mal or delav eonmsts of a fallure 1:0 comply mth the B

m full W hen due in aceordanee w1th the terms of the, s
apply in the ease of a clalm for payment for a health‘:
(d) Emvsmov\ OF PLAN REMEDIES ——No com-,‘;’ |

plamt may be ﬁled untll the elannant has exhausted all:i‘

(e) PROCEDLRES -——The Seeretary of Labor shall pro-f , .

sy
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12,

18
19

21
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7'D--912

of eomplamts ﬁled pursuant to thxs sectlon 1neludmg pro- R
cedures for the amendment of eomplamts answers or re-

Sponses to complalnts and for the subnussmn and dlSpOSl* _

) \',

tlon of a.ny related motlons

-:wntten notlee of the plan s demswn upon rewew '

( ) EXCLUSIVE PROCEDLRE ——Except as prowded in

' ,and notmthstandmg any other proms1on of thlS Aet or any ‘

other law the ﬁhng of a complamt Wlth the elalms dlspute E .

fseenon (c) :” o o o

o | 215

N

. SEC 5304 PROCEEDINGS BEFORE HEARING OFFICERS IN

40 '

CLAIMS DISPU‘I‘E OFFICES. “ X

‘/ e,

hearmg ofﬁcer At no tlme shall a heamng ofﬁcer have';,

‘ anv ofﬁelal ﬁnanmal or personal confhct of mterest w1th -

Yo
i

respect to 1ssues n controversy before the hearmg ofﬁcer
220

ot Vot

(b) MEDIATION

N TN
R L. : St bt

(f) TIME LIl\IITATION —Complamts shall be ﬁled not ),

‘jlater than 60 days after recelpt by the cla1mant of the.
.lsectmn 5300 and the amendments made by seetlon 5308 =

.ofﬁce shall be the sole and exeluswe means of seekmg re-;:i"

'dress w1th respect to anv aet or praetme desembed in sub-'t

‘(a ) ASSIG\‘MEI\T OF COMPLAIN’I‘S TO HEARING OF-"-

FICERS —Upon ﬁhng, a complalnt shall be assxgned to a.

Wi Gmam —Wn;hm 30 days of the ﬁhngﬁ o
of the eomplamt and pI'lOI‘ to rendenng a ﬁnal deel- Lo

: -s1on? the-hearmg ofﬁeer«t,sha}l atternpt to medrate the_ i :

4
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‘.:,.'conference Such conference may be eondueted in -
person or through eleetrome commumcatlon I ; ’ |
(2) I\APPLICABHJTX OF FORMAL RULES -—-For—
"maL rules of ewdence shall not apply to medlatlon B “
’conferences .‘ | | ‘ . |

3 )CONFIDENTIALIT‘& -, R

; (A ) IN GENERAL —Under regulatlons of

'I:'the Secretary of Labor rules :umllar to the j

Vrules under sectlon 514 of title 5 Umted States

|t

11 "’TCOde (relatmg to conﬁdentlahty in dlspute reso-
1z ‘A - lutmn proceedlngs), shall apply to the medlatlon.,- :
o 13 o conference S f S
. N 14 .»; (B) CIVIL REMEDIES-—The Seeretary of(_
| - 15 : o | 'Labor ‘may assess a civil penalty agamst any m- |

16 - R dmdual who chscloses mformatlon m \uolatlon 1 ‘.

"}17;’ of the reg'ulatlons prescmbed pursuant to sub-

O:\MAT\MAT94.548 ~ -'TSTAFF*DISCUSSION DRAFT - SLC .

dlspute and shal} convene -at least one medlatlon

18 . ’vparagraph (A) in the amount of 3 tlmes the

19 . : ._amount of the clalm mvolved The Secretary of
20 Labor may brmg a 01v11 aetlon to enforce such -
2] o fcml penalty in the Umted States dxstmct court'ﬁ'-’,- |

~4 ;'..22 o ’:‘for the district. in whzch is loeated the laims -
B - 23 , chspute ofﬁce mt}un whxch .the complalnt was.
; - 24 ﬁled under sectlon 5303 D . B ;”

- -September 16, 1994 -



" 0:\MAT\MAT94.548

: 1 |
| | 12 |
;. 150
B '114'7

15

BRI LI
1T

0

»".A " 7- 23“1
24

S
oy

" September 16, 1094«

119
.. ,"r
B 1
. . N 7
'

- STAFF mscussmN DRAFT S isLe

.ﬂ' , VD—14

(4) PROCESS NO\'-—BI\DI\G —Anv ﬁndmgs and‘.?A
' conclusmns made in the medlatlon conference shall -
be treated as ad\ssory in nature and non-bmdmg‘ |
Statements made m the course of the conference:f '_ S
shall not be admlss1ble in any other proceedmgs
‘ (a) ENFORCEMENT ——Any party to a settlement V
| agreement entered mto pursuant to a medxatxon con- L
ference under thls subtltle may, m the case of an. al- |
leged vmlatlon of such agreement petltlon the Umt- o o
ed States dlStI‘lct court for the dlstmct in thch is | |
located the clalms dlspute ofﬁce w1thm thch the," :
complamt was ﬁled under sectlon 5303 for the en-
forcement of the agreement In any such actlon a:‘" o

prevaxhng clannant shall be entltled to reasonableﬁ :

costs and expenses (1nclud1ng a reasonable attor-

) -7

ney s fee and reasonable expert w1tness fees) on the

charges on whxch the clannant prevalls RN ',/» ,‘ |

(c) ADJUDICATIONS— e e

(1) I’\' GEI\ERAL —If ‘the matters in the com-
plamt are not resolved through rnedJatlon the hear@_ o

’. mg oﬁﬁcer shall deternnne whether the cla1mant is -

i |

/

entltled to rchef .but _orlly on,the, basis o_f wsu‘brmssxons

»

'in Wntmg

- T,

(2) STANDARD OF REVIEW —_
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o N _'.;plamt by a preponderance of the ev1dence A‘r

S 'record consxdered as a whole

N

STAFF DISCUSSION DR.AFT . 'sie
ND-15 e

N~

(A) PAYME\’T DISPUTES --In the case ,of a

N

) health care 1ntervent10n which. has alreadv been

determme— ST I

(1) Whether the plan 5 dec1s1on is JllStl- -

ﬁed by substantlal ewdence based ‘on the"

(11) whether the plan S, declsmn 1s in.
. Aexcess of statutory Junsdlctlon authorltv, oo

or hmltatlons in wolatlon of a: statutory" :

L “rlght “or othem'xse not in accordance thh‘

'lflll-the law or - '.

(111) whether the deterzmnatlon is;

- _by law, takmg due account of the rule of

preJudJclal error S ,“ l“- i

" (B) OTHER DISPUTES ——Wlth I‘espect to a

«burden of provmg each element of the com-

7

R H
1.

i N
[PEEE iy

B SN

' .complamt based upon clalm for pavment for a " ‘

f,rendered to the clalmant the heanng ofﬁcer o .

| o shall revxew the declslon of the health plan to .

u.mthout observance of procedure requlred o

fcomplamt other than one descmbed m subpara-»
" graph (A) the hearmg ofﬁcer shall determme o

_all 1ssues de novo. The clalmant shall have the

VT‘V ‘determmatlon by a certlﬁed medlcal rewewer
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: ‘-.such wmtten dec1smn— Lo

: o mgs of fact and
o
;gQ¥;£;i¢25{.~
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| ';’that a health care mterventlon is not medlcall} B
_ necessary . or appropnate shall be rebuttablx
| ff",presumed to. be correct 1f such determmatlon
o 'meets the reqmrements of sectxon 1106(c)(1)
(3)- TES’I‘IMO\"Y 4The testzmony taken by the"’ »:‘x
heanng ofﬁcer shaH be in the form of afﬁdawts orV,AT' o
' ;A" declaratlons submltted under oath _A |
1 (4) AUTHORITY OF HEARING OFFICERS —The;"
«“heamng ofﬁcer may compel by subpoena the produc-’ o
‘ .-;tlon of ewdence in- vmtten form In‘ case of contu-‘ a
» ;macy or refusal to obey a subpoena lawﬁlﬂy 1ssued " )
| ~~under thls paragraph and upon apphcatlon of the \
o "heanng ofﬁcer the Umted States dxstrxct court for
= the dlStI'lCt in thch the clalms dlspute office 1s lo-

| 4.“"cated mav issue an order requmng comphance mth

the subpoena ,"_ . B j S

'(d) DECISIOI\ OF HEARING OFFICER— o |
| (1) IN‘ GE\ERAL -—Not; later than 120 days'
| ‘."after the date on thch a complamt is ﬁled the

P heamng ofﬁcer shall 1ssue a wmtten dec1smn Each‘ ST

.7

(A) shaH mclude the heamng ofﬁcer s ﬁnd-

N ; v

- A
-

ﬁnal dlsposmon of the proceedmgs

STAFF DISCUSSION DRAFT NI “§LC.

(B) shall constltute the heanng ofﬁcer S

o ,‘A;\‘lélﬁ‘?:
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- temnnatlon that -any party named in the complalnt N

Iz

~\ has engaged m or. is engaged in an act or praetlce' |

o order wlnch reqmres such party--—\ o

';‘not engaged 1n or 1s not engaged m. an act or prac_: R

B

VD-17 .-

(2) DECISIOI\S FI\'DI\G I\ FAVOR OF cnmi-‘

{

A_\T —If the heamng ofﬁcer s decxslon mcludes a de-h

‘;descnbed in sectlon 0303(0), ‘the heanng oﬁﬁcer -

| ,shall issue and cause: to be’ served on such party an f’

~

(A) to provxde the beneﬁts due under thes

terms of the plan and to othermse eomply thh o

X the terms “of the plan and the apphcable re-

qmrements of t}us Act

(B) to pay to the ela.lmant preJudgment in-" - i

' -terest on the aetual eosts mcurred n obtammg: SRR

\

o the health care mtery_entxon at. 1ssue v1_n the eom-».

" plamt and

e "‘able expert mtness fees and other reasonable

. costs relatmg to the heamng on the charges on

, *whleh the clalmant prevalls

P
!

(?) DECISIONS NOT IN FAVOR OF CLAIMANT --—”
o )If the hearmg ofﬁeer s dee1smn ‘includes a deter- .

g. mmatxon that the party named in the complamt has ’

tlce referred to in. sectmn 5303( ). mth_ respect to

3

;Sijm*“nxscussrc;N DRAFT .~ SLC.:

(C) to paj, to the prevalhng clalmant costs, e

'mcludmg a reasonable attorney S fee, ,1'938011“[ B

6é9 |
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am' charge in the complamt on Whlch the claxmant

[a—y

6 e o u AW e

R
@

T

S

does not prevaxl the hearlng ofﬁcer—

s ,w1th preJudJce of the charge and

o ‘l.(ant to pay to such party a reasonable attomey s

(\‘

.. such charge. . -

R

P »'..'In deternnmng whether a charge lS frlvolous, the

s . B '

14, ‘pearmg pro se or mth the ass1stance of counsel
‘-,'15, (e) TREATMENT OF URGENT REQUESTS FOR
X 16 PREAUTHORIZATION AND UTILIZATION REVIEW

o .7‘ 17 o ; (1) IN GENERAL —In the case of an urgent re-,'-‘

B

18" 'quest for preauthonzatlon of or a utlhzatlon remew |

N

19 1 e determmatlon made to. a plan under seetlon 5302((:),

i 23 whether the plan has rendered a dGCISIOIl on such a -

‘ .
i

" September 16,1994 -

'
ot

» 21 o 'ofﬁce at any tlme after a request has been submltted -

" 22 ;“.“,to the plan under sectlon 3302((3) regardless of .

24 - 'request Any cemplamt ﬁled pursuant to thls para-"' ,

;o

STAFF mscussmN DRAFT S sLe s

(A) shall 1nclude n the declslon a dlsmlssal - g

(B) upon a ﬁndmg that such charge is
UL dfnvolous shall 1ssue and cause to be served on. '
N ,:the clalmant an order theh reqmres the clalm- -
?,fee reasonable expert Wltness fees and other :

reascnable costs relatmg to the proceedmgs on

1(i.",‘eourt sha]l ccns1der whether the clannant was ap- ,

20 . a complamt may be ﬁled with a cemplamt dxspute,: o
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2

dited consrderatlon shall be accompamed by the at-}d,

CvD-i9 ~_~f: ‘,

v;graph shaﬂ be aeeompamed bv a request for expe-
:jdlted eons1derat10n | o | "
| (2) REQUEST "FOR EXPEDITED CO\'SIDER-,
A ATION -—A clalmant mav at any tlme pnor to 1ssu-'
“ance of a ﬁnal demsmn bv a hearmg ofﬁcer request: -
L .:expedlted cons1derat10n w1th respect to any com-

plamt ﬁled by the clalmant Any request for expe-f SR

N

‘testamon by the treatmg phvswlan desembed in sec- o
| - tion 5302(0)(1) D
11

(8) REQUEST FOR IMMEDLATE PLAI\ DECI-

‘* ‘SIO?\ —Upon reeelpt of a request for expedlted con—i -

s1deratxon if the plan ‘has hot already rendered a de: .

- cision w1th respeet‘ to the .request the heamng efﬁeer -

| 15 : o may order the plan to render such deelslon w1thm h

such tlme as the officer. beheves 1s necessarv to pre—»*
| rvent harm to the clalmant or another mdmdual

| (4) HEARING AND DECISION Q-Upon recelpt of

da request for expedlted cons1derat10n the hearmg of-

) : ﬁcer shall set a tlme and date for a heamng on both .

~ the- eomplamt and request for. expechted conmder-_l_‘ . -
f‘atmn Sueh hearmg shall occur mthm 3 days of the y

: tlme set by the hearmg ofﬁeer for a de<31s1on by the -

- . September 16, 1994 ,

--plan Such heanng may be eonducted electromca]]y C

| S'rm mscussmN DRAFT . " . ¢ osLe
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fwrltten de<31s1on 1mmedlatelv :

i {

STAFF mscussmN DRAFT -_, oo UsLe

'or n person and the hearmg ofﬁeer shall 1ssue a

(a) TEMPORARY E’\IERGE\CY ORDER —-SubJect" N

‘ . 3 emergeney order 1f the clalmant demonstrates——;

5 -

Loy o

v . )
Y

(A) a substantlal hkehhood of success on_ 3

;'to the requlrements of Rule 60 of the Federal Rulesv o . !

-~ of le Procedure (as apphed to temporary restram; s

I

: mg orders), a hearmg ofﬁeer may grant a temporaryx S

‘ [' (B) that u'reparable mJury lel result m; |

the absence of the requested rehef
(C) that 1o other partles Wlﬂ be harmed 1f

temporary rehef is granted and

H
b

a temporary emergency order

'-In any 1nstance m whlch a temporary emergency
_.,order 1s lssued the heanng ofﬁeer shall as soon as -

: vposmble thereafter conduet a hearmg pursuant to

"

| 'f;paragraph (4) o

! '\

(1) II\ GENERAL —Unless an appeal 1s taken as

“prowded n. thls subsectlon the decmon of the hear~ |
'_fmg offieer shaH be ﬁnal and bmdmg upon all par- ‘
’,/vtles Anv party may, mthm 60 days after serwce of
= the dee1s1ons by the elalms dlspute ofﬁce ﬁle an ap- :

(D) that the pubhc 1nterest favors entry of L

‘e
5 . oot
. .\ [
¢

PR . .
N .

. I .

“ . .

‘ .

IR
i
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,peal of the declslon Wlth the Umted States court of .",‘f :

L appeals for the mrcult m VVthh the clalms dlspute

P

| ofﬁcelslocated T

(2) SCOPE OF REVIE\\ —The court of appeals

r ~shall rev1ew the decision of the hearmg ofﬁeer fromt R
| ':, Whmh the appefﬂ IS made except that the review "
: _’”»shall be on}v for the purposes of detemumng— o 2_\ .
\ (A) whether the detemunatlon is supported,

by substantlal ev1dence on the record eonsndered~

- as awhole

‘ '(B) whether the determmatlon 18- m exeess -

s tlons in wolatlon of & statutory rlght or other- |

~ wise not in accordance thh the law or

oy

(C) whether the determmatlon is . mthoutw

' m‘observance of procedure requlred by law takmg-v' g o

H

L due account of' the Tule of preJuChexal error.

‘ ~(3) FLRTHER REVIEV\ —-—Upon the ﬁhng of the R
' ilrecord thh the court the Jumsdlctlon of the court ch
shall be exclusxve and its Judgment shal] be ﬁnal

subJect only to rewew as prowded in sectlon 1254 of ;

tltle 28 of the Umted States Code

(4) AWARDING OF ATTORNEYS FEES AND' B

OTHER COSTSAND EXPENSES— R o e .

. STAFF mscussmN DRAFT - ' sLc '

_’of statutory Junsdxetlon authonty, or: hmlta-
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1ng under t}ns subsectlon the court mav n its -
"_dlscretlon award to a pretalhng clalmant rea-
s sonable costs and expenses (1nclud1ng a reason- "

- able attornev s fee) on the causes on Whreh the

' :claunant prevaﬂs

(B) DENIAL or coaremm —Upcn a
' j:ﬁndmg that a complamt 1s fmvolcus the court .
" may, 1n 1ts dlscretmn award .to the party ‘
' ‘:'\named in the complamt reasenable cests and ‘

' eexpenses (mc}udmg a reasonable attorney s fee) ‘

’(g) CeURT ENFORCEMENT OF ORDERS — ; x

.

(1) IX. GEI\ERAL -———If a final decision of a hear- -
. ’»,mg ofﬁcer is. not appealed under subSectlon (f)ﬂ any ‘ _'
G ‘; party may petltxon the Umted States d_lStI‘lCt court
.':I.for the dlStI‘lct in whrch the clalms d_lspute ofﬁce is )
’f,‘f&»located for enforcement of the order In any such A‘
‘~proceed1ng, the order of the heanng ofﬁcer shall not . -
“ ]"be subJect to review.. ,'ft : ,-j o ' \‘
| (2) AV\ARDING OF COSTS -—In any actlon by a,AQ: C-

o clalmant for court enforcement under, th1s sub-~

v

.sectlon a prevalhng clalmant shall be entltled to‘.
’ .costs meludmg a reasonable attorney s fee reason-l, <
: r.able expert mtness fees and other reasonable costs o

. relatmg t0fsuch actmn

s'rm DISCUSSION DRAF’I‘ -~ LsLe

(A) Ir\ GE\ERAL —In anv JIldlClal proceed-j L
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(h) REPRESE\’TATION —Partles mav par'tlelpate pro‘”
‘se or be represented by attornevs m all proceedmgs thh ‘
,reSpect to a. complamt ﬁled pursuant to thlS secucn |
. SEC 5305 SMALL CLAIMS DISPUTES , :
' (a) CIVIL ACTION —Anv elaunant aggrleved Wlth re- :
. spect to a health eare mterventlon already rendered to the
‘claunant by a fallure to pav for such. 1ntervent10n under’ L '.
the plan may, if the amount of such payment is less than <
'$500 commence a cml actlon to recover the. amount of
,,‘the cla1m in any court of competent JllI'lSdJCtlon ) » | -
'(b) EXHAUSTION OF PLAI\ REMEDIES ——-No com- -
,plamt may be ﬁled untll the clalmant has exhausted a}l.
remedles (as deﬁned by this subtltle) provxded under the' :; .

"plan mth respect to the clalm m accordance w1th sectxon-.

~:>302 B ‘
S (c) Srannaan OF REVIEW AND BURDEN OF
PROOF —In any actlon ﬁled pursuant to subsectxon (a), .

i_the ccurt shall rewew the de<31s1on of the health plan 1n".

N,

accordance w1th the standards set forth in" sectront' e

5304A@A). R
(@ Rmmnms —The sole: remedy available to- the

‘ prevalhng claxmant sha]l be the amount of the payment :

. for beneﬁts under the plan and costs mcludmg a reason-;

'_able attorneys fee L . .

T bbb
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(e) FEDERAL COURT JLRISDICTION —'—The dlstrlct PR

‘courts of the Umted States shall not have Jumsdmtlon '

based on sectlon 1331 ‘or 1337 of title 28 Umted States
Oode over any cml actlon brought pursuant to thlS sec- L
'tlon »An actlon hrought- m- a State court pursuant to thls
f_:sectlon sha]] not be subJect to remox al to Federal court a
mthout regard to the mtlzenshlp or remdence of the par- | ',

’ tles

SEC. 5806 ALTERNATIVE BINDING ARBITRATION

0 oo f\r 10\ s W ;\J:

a) IN* GEI\ERAL —-—A health plan may estabhsh an |

»—-t.
e

l ‘alternatwe clauns dlspute arbltratlon proeedure and may o ERE

Jeomd

/ j

:requlre clalmants to use such procedure in heu of rewew A

_—
> o

'tby a clalms dJSpute ofﬁce pursuant to sectlons 5303 and o S

'5304 but only as pr(mded m thlS seetlon

—~
ot
N <N

(b) CONSUMER PROTECTION STANDARDS --The Sec-

e

kretary of Labor shall by reg\ﬂatlon develop and promul— T

‘gate rmmmum consumer protectlon standards for any al-

;_‘A'i
o~

:' ternatxve clalms dlspute arbltratlon procedure adopted by -

D b
.m‘:

a plan pursuant to thxs sectlon Such rmmmum eonsumerv .

S. e

'protectlons should mclude prov1s1ons govermng— :

21 ,. : | (1) the tlme frame for dec1s1ons mcludmg ur-‘l' ‘ . :‘ o
o | 22) | vgent demsmns by the alternatwe claxms dlspute res; o |

e ."‘2‘3’“»',.7?‘01111;1011 process, R T -

h 24 (2) the selectxon and compensatlen of a neutral N ’

25 \ ;thlrd party arbltrator : L _‘i—"\dzv R j‘,“f

. September16,1884 ' . L a0 L

. . ) ‘.”_ - " X N L '\"\"' "»..,"' o "49 oo Cl Ll s
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15

16 o A}Vwew requests that prowde protectlon to'. clalmants o

18
19

20

22

September 16, 1894 . "

2‘5‘; \

AS ’

!

o ‘partment of Labor

= \party arbltrators

dlspute resolumon under the plan : ; k ' |

STAFF mscussmN DRAFT j.vs.L_.cf
/VD—20 PR SN

| ( ) pubheatlon of deelslons of any t}nrd party

Marbltrator and ﬁhng of such dec1s1ons mth the De-"l‘

»~

(4) expertlse and quahﬁcatmns of anv tthd

B

(5) eomphanee w1th the prtmsmns of thzs Aetu

7

(6) enforceablhty of an arbltrator S award 1n¥ )

. ant to sectlon 8 of tltle 9 Umted Stat;es Code
(7 ) the prowsmn ef adequate and promment no-“ PR

tice to clalmants that sueh alternatlve cla.lms dJspute‘

(8) procedures for consxdera,tlon of urgent re-'’

", ‘under sectlon 5304(e) ), o Q' . | . o

"(c) STANDARDS OF REVIEV& AND PROOF —

\

(1) I*\ GENERAL ——In any arb1trat10n conduetedf -

7

]vxeu prescnbed . sectlon 5304((:)(2)

.

(2) BURDEI\'I or PROOF —The clalmant shaﬂ‘

| ’vcludmg prowsxons to have a Judgment of a Umted_ T

; States dlStI‘lct court entered upon the award pursu- R

- arbxtratlon is the sole and exclusxve means of clanns PR

e

"“-funcmonal]y equlvalent to the protectxons promded?" ' :

, pursuant to. thzs sectlon the arbltrator shall hear(‘j"‘

- 'eomplamts and motlons under the standard of re- o

have to meet the burden of proof on the contents of .


http:eptember.16
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- .3ev1dence

'trator sha]l be the same as those prowded 1n paragraphs.

\“r(2) and (3) of sectlon 5304(d)

\’Before clalmants can, be requ1red to agree to arb1trat10n\ o

H

" as a conthlon of rece1v1ng beneﬁts under the plan the_- -
plan must be certlﬁed by the Secretary of Labor as com- t

plymg w1th the consumer protectlon standards 1ssued by_

(f) WITHDRAWAL OF‘ CERTIFICATION —Wlth respect - |

to any plan that has rece1ved certlﬁcatlon from the Sec-"' o

I

.retary Of Labor pursuant to subsectlon (e),. the Secretary B
. l 5_{,Jmay, e1ther upon pet1t10n or upon the Secretary S own mo-’ N

,tlon w1thdraw such certlﬁcatlon after not1ce to the Planf'".:'_ \
and opportumty for a hearlng, if the Secretary concludeS ’ .

"that the plan Is Dot in- comphance Wlth the consumer pro- O

) tectlon standards 1ssued pursuant to. subsectxon (b) The : ,

K

Secretary may prov1s1ona]ly w1thdra\n such certlﬁcatlon oo o
w1thout notlce and a hearlng 1f the Secretary deterrmnes:: )
" that the plan S v101atlons of consumer protectlon standards =

:pose a s1gmﬁcant and 1mm1nent danger to the health of'-.l"‘ L

A

._"clalmants In the event of such a prov1s1onal w1thdrawal ks

the Secretary shall within 5 work1ng days afford the plan R

{
T .

STAFF mscussmN DRAFT . sLC
the clalmant s complalnt b} a preponderance of the

: '-::(d) RE‘\IEDIES —The remed1es avallable to the arb1- ]

( ) CERTIFICATIOI\ OF A.RBITRATIOI\ PROCESSES-—- )

.
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, : 1 ‘the opportumtv for a hearmg to deterrnme whether such § .
. o . 2 \mthdravtal shall become permanent - S :
B 3 (g) APPLICABILITX OF. ARBITRATIO\ Ac'r —~The pro- ;= | :
: 4 VlSlOIlS of t1tle 9, Umted States Code sha}l apply to all |
L 5 arb1trat1ons conducted pursuant to thlS sectlon |
o 6 SEC 8307 CIVIL MONEY PENAL'I‘IES l N

7 (a) BAD FAITH PLANS -—The Secretary oflLabor‘_, E
; 8 \rhay assess a. cml penalty agamst anv health plan in- an'i’
9 amount not to eaeeed $750 000 upon a ﬁndmg by clear“:‘f’" E
10 and convmcmg ewdence of a, pattern or practlce of demal P
' . \ | 11 or delav in the pavment or prowsmn of beneﬁts thereunder' PR
12 Wlthout any reasonable bas1s and camed out m bad falth e ‘( M
. - 13 | (b) DEFI\'ITIONS ——For purposes of thlS sectlon-— B
. ,w ) ,' 14: S (1) a health plan shall be treated as engag'mg . f
- ‘ 15 1n a pattern or practlce 1f Wlth respect to wolatlons - SO -
16 the health plan or those who act’ on 1ts behalf have | o
17 knowmgly engaged in such wolatmns w1th such ‘ﬁre-';t g o

.". 18. | quuency and reg’ulamty as to 1ndJcate a general prac- ‘ o

19 itlce to engage in that type of conduct and.’ N
20 (2) the terrn “bad falth” means the wﬂlful or e

21 - T{f.. reekless—t? I A
22 0 S (AY fallure to pay a clalm mthm 20 bum-‘-}
j ness days after the plan has’ determmed that;j .
| 24 | . - the clalmant has estabhshed ehglblhty for re-t

. . 28 . eeipt of the ben‘eﬁt: and ~there~<1s no reasonable

September 16, 1894 -
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;4'ba31s for questlomncr the clalmant s ehgxb1ht3

.0 o ey b B w e e

for recelpt of the beneﬁt

‘»(B?)' requlrement of a clalmant to ﬁle .a
x‘complamt to recover a clalm when there 1s no - ,
reasonable basas for questlomng the elalmant s
. ehglblhty for recelpt of the beneﬁt or .
. (C) refusal to pay a clann follovmng a fall-

ure to conduct an. mvestlgatlon of the elalm re- “

w P

quested by a claxmant - W | ." ( g /' oo
ey 10 (c) MISREPRESENTATION —-Upon petmon by a plan g
] 3}11 the Secretary of Labor may assess a cml monetary pen- o

N

- ~12 altv m an amount not to exeeed the greater of $2 OOO or.

| -13 2 tlmes the amount of the elalm—

L 14 o »‘: (1’) agamst a cla1mant upon a ﬁndmg that

IR & clalmant or another mdmdual whose mlsrepresenta-r»‘ T A

;16"’" ‘ "“tlon or faﬂure to dlsclose 1s known to the clalmant

- B ,v‘x

) 17 lmowmgly and Wﬂ]fully rmsrepresented or faﬂed to o .

.18 : A'dzselose a matenal faet \mth respect to a clalm sub-

L 19 "rmtted for - urgent re\new pursuant to sectlon TR —
20 ;5302(0)’ or - IR
Coe 21 | (2) agamst an mdmdual other than the ela1m-\ o ;

§

:\.;22. o f-ant upon a ﬁndmg that such mdmdua} lmowmgly
o 23 o and Wﬂlf!ﬂly nusrepresented or faﬂed to dlsclose a N o o

L 24 mater1a1 faet W1th reSpeet to a clalm submltted for

. |
I )

C 25 urgent review pursuant to seet1on 5302(c)

,Septembar;tﬁ.1994 e e i : o ;;.7 S

!
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S ,‘ * ( ). CIVIL ACTIO\ To E\FORCE CIVIL PE\ALTx —_ .
‘ - ‘,’;2 The Secretary of Labor mav commenee a eml ‘actlon in’ . .
. o “3 the Umted States dlStrlCt court for the dlstmct in Whlch )
4 the defendant re81des to enforce a eml penalt\ assessed:,

- 5 under subsect1ons (a) or. (C)

} - 6‘ SEC 5308 TECHNICAL AMENDMENTS " | ‘
; ‘ ‘7 f' (a) Sectmn 502(a) of the Employee Retlrement In~
8 come Securltv et of 1914 (29 USC 1132(a)) s
9 amended-—-—_' ] - " SN
0L @O :paragra*p‘h 'M('l)'(A) 'by“inséftiilg “except

4

- 11 \ .'_for an actlon relatlng to a health plan (as deﬁned‘ o

-“‘12)“ 'm sectlon 3( ) of the Health Reform Act) ” before i '
‘: 13- to recover and : Pl : B
. 4 4. : | o (2) in’ paragraph (3) by msertmg exeept fer'
| I 15 o an actlon relatmg to a health plan (as so deﬁned),
16 Vbefore “bya partlelpant T ,’ o | .
17 V‘(b) Sectlon 503 of the Employee Retlrement Income‘ o
18 Sectirity Act of 1974 (29 USC. 1133) is amended by in-
‘19 sertmg other than a health plan (as deﬁned n sectlonl,_ .
' 2 20 3(a) of the Health Reform Act) " after * every en‘xplovee‘j e

- ‘21 beneﬁt plan

September16,1994 ~ . . - . . R $ f
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. PREAUTHORIZATION AND UTILIZATION RE

VIEW.\ S . i

(1) conducts a. preauthonzatlen or utlhzatlon

-review W1th respect to a health care mterventlon re-

N ‘quested urider a health plan pnor to- recelpt by the

:.clalmant of such mterventlon and

15 Judg'rnents made in ‘the course of such Teview: -

16

(2) ‘v the course ‘ of conductmg such

B 'preauthonzatlon or utlhzatlon ‘Teview. determmes
" whether a. health care 1ntervent10n 1s medJcaHy nec-. o S
fessary or approprlate L L | -

14 shall exerclse reasonable care vath respect to all medlcal

A\

(b) STANDARD OF CARE ——The standard of care of

. ‘17 ‘ an mdmdual or entlty descnbed in subsectlon (a) shaﬂ

- 18 | be that of a s1m11ar1y s1tuated reasonably pmdent 1nd1wd

. ~-1'_9<\, ual or entxty conductmg a preauthonzatlon or utlhzatlon ; .

o | 20 rewew WhO lS deternnmng whether a health care lnterven- .

o ;,"21‘ tlon 1s medlcallv necessary or aPPI‘OPmate

2

5

S '24",;

. September 16 1994 . -

( ) PRIVATE RIGHT OF ACTION o

(1) IN GENERAL —-Except as’ provxded m para- !

graph (2) any clalmant (other than a prowder) or -

the estate or successor ‘of ‘such clalmant aggneved

by a vmlatlon of subsectlon (a) mav brmg an actmn

BN

. STAFF DISCUSSION DRAFT \ 14‘1»..s.L.c, \

- 530m. REASONABLE CARE N cormuc'rma

(a) II\ GEI\ERAL —Any mdmdual or entlty who |

2

3

i
5 both———
-6

7

8

9

0 B FRE
‘ . ‘
i
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9

12
13
o
15
16
o
s
19

L
o
23

A September 16, '1499'4

{seetlon agamst a certlﬁed medxcal rewewer

| ventlon actually covered by the plan

24

VD-—S 1

' agalnst the 1ndmdual or entltv who conducted such
¥ frevzleu 1n 2 court of competent _]urlschctmn wl!vhere the :

} -clalmant resnies where the health care mterventlon ‘, :

',was rendered or was to be rendered or vxl’here the" .

P -prcauthorlzatlon or: utlhzatlon re\neu 1s conducted

‘_ (2 ) No ACTIOI\ AGAINST CERTIFIED MEDICAL

‘ “REVIEWER -—No act1on ma,y be brought under tlns L |

B (d) ELEMENTS OF. An ACTIONA——In any, actlon - |
= ’10 brought pursuant to subsectlon (c) such a clalmant shall i " |
'1-1 demonstrate bv a preponderance of the ewdence that—v |
(1) the defendant falled to use reasonable care .

" in exerclsmg med;cal Judgment Wlth respect to: deter-

,n’umng whether a health care 1nterventlon requested 5

l

« V.bv the clalmant or on behalf of such clalmant was h
) ‘medlcallv necessary or, approprlate Wlth respect to a,_w
'«_- preauthorlzatlon or utlhzatlon rewew under the” .
"'clalmant S plan -

( ) such fallure to eaerc1se reasonable care Wast

’

‘the actual and proxxmate cause of a materslal delay)’

- m the prov1s10n or demal of the health care mter-

/_‘ IR

(3) sueh delay or demal of the heallth eare:‘

: ;interventlon scovered, by"the planactually 'and prom- - _

5 .

STAF'F DISCUSSION DRAFT T sLC.
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I mately resulted in actual and demonstrable phvsxeal

v
hY

1n3ur_y to the clalmant and

2 o |

3 (4) the claxmant or the agent of such clalmant 2 _

4 - exhausted all remedles avaﬂable pursuant to sectlons - | |

5 | 5303 through :)306 mcludmg, Where appmpnate S
o 6 remedles for urgent rev1eu o

8

9

(e) DEFENSES—-:- B oo
(1) IN GENERAL —-—It shan be a complete de- |
| fense to any actlon brought pursuant to subsectlon: [’ ,
| 10 | (e) that a hearmg ofﬁcer actmg pursuant to sec-‘._ - :
5 ) 11 t1ons 5303 and 5304 or, where apprOpmate an arbx- R
12 - trator conductmg an alternanve clalms dxspute arbl- o
' 13 tratlon pursuant to secmon 5306 aﬁﬁrmed or con- - '
14 curred in the preauthorlzatlon or utlhzatmn rewew.'; ‘ ,
, 15 deterrmnatmn - ‘ | i |
) : 16 ]', A (2) MITIGATION ;——Any clannant who brmgs an
17 | actlon pursuant to thlS sectlon shall have a dut} to' \1 ,‘
| 'i1'8' take all reasonable actlons to mmgate harm or oth- R {_
| AS j19’f~ ‘ervmse where affordable, to obtam the health care ._ . :
B ‘ 20 : }‘ | mterventlon In the event the court deterrmnes that;‘; : o
: 21 the clalmant falled to take all reasonable actlons to \.
, T . 22 o nutxgate harm the court shall deterrmne the propor— \ L

23 tlon of clalmant s m_]ury attmbutable to such faﬂure;'.

L 24 to take reasonable actlons to nntxgate harm and .

-Saptember16,1'994 )
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1 B shall dnmmsh propomonateh any. amount a-w'a'ifd'ed;‘,,‘" “
f‘2.:‘l as damages | " | o ‘ 'h ' ‘, |
‘ 3 p (f) PRESUMPTIONS ——An mdmdua} cr enttltv that
“4' conducts a preauthorlzatlon or utlhzatlon revxeu thh _}‘e-
‘ E 5 spect to a health care mterventmn and that in the’\ cours_e :
\ . 6 of such rev:zew rehes m good falth on—-— | | | ;
7. . ! (1) a coverage recommendatlon lssued by the _‘
& Natlonal Health Beneﬁts and Coverage Commlsswn
w9 pursuant to sectlon 1104(b), o f 1«.' R ‘ |

. ) 13:

s
16
17

18

. -I.' ;;}‘20“.

21
. }22‘
e ‘23

| 24
25

| v' ¢J1‘]"l.{t
| 212‘." |

”143'

. 1104(a) or

PRI E i
[ 4 - o ¢

(3) a deczsmn bv a certlﬁed medlcal

that the requested health care mterventlen

me(hcany necessary or appropnate, - o

Tt

,thh respect to medlcal Judgments mcorporated

,'or g'uldehne or to request such a dec1s1on sha]l
‘r1se to a presumptlon that such 1ndmdual falled

‘clse reasonable care

/

: txon of subsectxon (a)—— e |

(2) a practlce gmdehne descnhed 1n sectmn

reviewer,;

was not

~sha}l be rebuttably presumed to have used reasonable care

m such

=rec0mmendatlon gmdehne, or declsmn The faﬂure of

.such 1nd1v1dua} or entltv to follow such recommendatlon |

(g) REMEDIES ——In any actmn brought pursuant tc

‘subsectmn (c), a court may award mth respect to a,,vjxola-

(1) compensatory econormc damages and R
|
|

i

not gwe

toexer-~ .. .

e
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‘ shaﬂ not exceed— o ;ﬁ S

VD—34

, ':‘Consumer Prlce Index) ‘or’ 2 tlmes the amount of'

forms the bas1s of the actlon regardless of the num- :

‘ ',: 'ber of actlons brought with respeet ‘to such wolatmn |

{

,A court may not award pumtlve damages

4br0ught pursuant to thlS sectlon the hablhty of eaeh de-' -
Jv:'fendant Jomed in such actlon for non- economlo damages |

B shall be several only, and shall not be Jomt Eaeh defend— o ,
, ant shall be hable only for the amount of non-econonnc -
'-.:damages allocated to sueh defendant n dlreet proportloni o |
‘to sueh defendant s percentage of responsﬁnhty The court
- shall determme the proportlon of . responmblhty of eaeh

.party for clalmant’s harm S ,. : ,55 !

1. B

(1) LIM,ITATION ON ATTORI\EY’S CONTH\GENCY'LJ

'FEES ——Wlth respect to an’ attorney or attornevs Wh() rep- R

0t

resent on a contlngencv fee bas1s a clalmant or. clalmants B
' 'm an aetlon brought pursuant to thlS sectlon the total:
: Aamount of such fees that mav be eharged reeelved or eol- AL

lected for semees rendered 1n connectlon thh such aotmn' e

H

;o

(2) compensator\"non economlc damages the
total amount of Whlch shaH not eaeeed the greater

'of $100 ooo (mde}ted annually based “on’ the

the beneﬁts elalm, the de01s1on mth respect to Whlch L

(h) SEVERAL LIABILITY '——Wlth respect to any aetlon L



http:Uability'.of

i

'0:\MAT\MAT94.548

15 j"death and burlal costs but excludmg amounts_ pa;d o
16 or to be pa1d by the health plan n | -
1’7 ) (2) the term compensatory non econolmlc dam- L
,. 18 l ’ ages means an} damages (other than pumtlve dam- |
19 . ages) awarded for subjectlve non-monetary loss . re-
R | 20 - :'A sultlng from a Vlolatlon of subsectlon (a) 1nelud1ng,'
. | 21 o but not hrmted to pam suffermg, emotlonal dlS-

September 16, 1994

VD——3o
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b
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. o i' A

tlus sectlon pursuant to pnvate eontractual arraxtigements

'tress loss of soclety and compamonshlp, loss of con- A

: |
»‘sortlum but excludmg pecumarv loss or/

a 1) 33 13 ‘percent of the first $150, 000 of the'
: total amount recovered bv Judgxuent or settlement m
. such acnon (hased ongafter tas recovery) plus | |

(2) 2a percent of anv amount reoovered in e»~

| cess of the amount descmbed mn paragraph (1)

:'10,' (k) DEFI\’ITIONS —For the purposes | of thls
‘11 sectlon—-. - o o , »4
127 (1) the term compensatory econonne damages 4
13

loss for

‘mere- 1nconven1ence or frustratlon resu.ltmg from

; delay, and

LC.

\ (J) ALTER?\ATIV’E DISPUTE RESOLUTIOI\ PRE- e
ASER‘.'ED -—Nothmg 1n tlns sectlon shall be construed as

f.proh)bltmg partles from agreemg to resolve d.lsputes under ) '\5 '

/.\;

i ~3means any damages awarded medlcal expense loss o

L Work loss replaeement semces loss loss due to} :

A
.

o7s
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( ) the. term cont1ngencv fee means all com-

pensat1on for, profess1onal legal serv1ces whlch is -

payable only 1f a recovery 1s effected on. behalf of one .

or more clalmants SR ;_\. , f S - \'
. ‘ - . . - . .

SEC 5310 EXCLUSIVE REMEDIES -
N otw1thstand1ng any other prov1$1on of State law and -
.‘any other prows1on of thlS Act the prov1$1ons of thlS sub

. ..
< . .. : |

t1tle sha]l constltute the exclus1ve remedles w1th respect :

to a clalm or the manner of conductlng a preauthonzatlon '

or. ut111zat1on rev1ew th respect to health care’ 1nterven- N

—
—

""tlons requested under a health plan '. e - f:‘\. e

';S'eptemtielrv1"6-,1e94~ S S R R
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Health Care Fraud

‘ CONTROL PROGRAM

/

— s

GR.AM.

(a) ESTABLISHMENT OF PROGRAM -

V- TN - W NS P R N

1995, the Secretary of Health and . Human

.—-..
BN

15 | lau enforcement programs to control fraud and‘_ SE
‘ 16 J.abuse vnth respect to the dehvery of and pay- |

17 ment for health care in the Umted States

18 ', | (B) to conduct 1nvest1gat10ns authts eval-'

19 . '. uatlons and 1nspectlons relatmg to the dehvery' ‘

(3
s

"If': S.ll.’\'C.' .
1 Subt1tle E—Enhanced Penalt1es for
PART 1—ALL-PAYER FRAUD AND ABUsii: . e

.z'A"

SEC 5401 ALL-PAYER FR.AUD AND ABUSE CONTROL PRO- .

(1) In: GENERAL —Not later than January 1,

Sér’vices o

: '10', .(m\ tlus subt1tle referred\to as. the “Secretar'y’ )- act-' -
--11‘__ "41ng through the Ofﬁce of the Inspector G‘rtianeral of o
12 _the Department of Health and Human Services, and '

' }'13 o - ~the Attorney General shall estabhsh a progrelm—

(A) to coordmate Federal State and local.-_

""of and payment for health care in the Umted-_fv

21 : States , s | _

22 V(C) to faclhtate the enforcement of the,-\' e
23 . _ prov1s1ons of sectlons 1128 1128A, and 1128B",{
'.:'24 - "of the Soc1al Securlty Act and other statutes l-

25

Y

apphcable to health care fraud and abuse and. o
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(D) to promde for the modxﬁcatxon and es— ‘ N
| *;;‘*tahhshment of safe harbors and to 1ssue mter-‘:‘.

'::‘:prebatlve ruhngs and spemal f.raud alerts pursu-

. ant to sectlon 5403

| .(2) COORDIN’ATIOI\ WITH HEALTH PLANS -——In;1
: lrcarrymg out the program estabhshed under para-’

o '}graph (1) the Seeretary and the Attorney General "
shall: consult w1th and arra.nge for the sharmg of *

) ; ‘data w1th representatlves of health plans

(3) REGLLATIONS-— o

” (A) IN GENERAL —-—The Secretary and the‘ i
Attorney General shall by regulatmn estabhshf .

. standards to carry out the program under para-

, .

5 'graph .

L (B) INFORMATION STANDARDS—”_

b
e

| mshmg of mformatlon by health plans |
- prowders and others to enable the Sec-;-: .
- retary and the Attorney General to carry e

= ) »out the program (mc]udmg coordJnatlon

R mth health plans under paragraph (2))

(u) CONFIDENTIALITY —Such stand-

_tha,t”suc,h mformatmn,\ls,premded and uti-

. STAFF DISCUSSION DRAFT = ., °~ ~SLC. .

(1) IN GENERAL ——Such standards.

- shall mclude standards relatmg to the far-. |

SRR ards shall mclude procedures to assure"v'-' e




. \ thed in a manner that appl‘0pr1ately pro- S

/.
< . ,

2 . teets the conﬁdentxaht} of the mformatlon |
> 3 _’ : vand the pnvacy of: mdmduals I"ecelwng“ﬂ
‘ - 4 - - health eare serwces and 1tems B

L5 (m) QUALIF‘IED nsmumm' F()R PRO-

- 6 \ . VIDING INFORMATION —-—The prowsmns of

' 7 f‘"secuon 1157(a) of the Socnal Secunty Act '_

8 ‘ (relatmg to. h.rmtatwn on hablhty) shall‘ |

R .9 H i apply to a person prowdmg mformatlon to -

: 10 ,_'the Secretary or the Attorney General in .
o1 . congunctlon w1th the1r performance of du- :
o 12 . - ‘tles under thxs seemon in the same manner o

13 S -as such sectlon apphes to mfomnat;on pro-< o

. 14 ) v1ded to orgamzatmns mth a contraet Lo

. 4_,’15\.' . o wunder subtltle B of tltle V of thls Aet Wlth ‘

. -,\"‘ . o . \ :. B " { N
16 R vrespect to the performance of such a eon-~ '
7. et |

18 T ‘;;(C) DISCLOSURE OF OWNTERSHIP IN‘FO(R-\: |
S 190 ATIoN— | o
o200 ,‘ ‘ () IN‘ GENERAL—Such standards |

‘:2‘1'~ : o "“‘sha]l mclude standards relatmg to the dls-f

| “-‘2'.2 | P 'closure of OWIleI‘Shlp mformatmn descmbed'
23 : i elause (11) by any entlty prowdmg healthff
‘;A,24“ R '_care services’ and 1tems ;o

) N . PR
. I
+
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. ‘ (n) OW\ERSHIP IN'FOR\iATIO\ DE- B

‘ v. ~J ) 'v! ’.‘ . ‘ 5~. ‘ - ; 5 ‘A . ,.}
L 2 L SCRLBED -——The ownershxp mfermatlon de—: S . 5

R

. - :
Pt

scrlbed in thls élause mcludes——- 71 |
. (I) a descnptlon of such 1tems L
B arld servmes provrded by such entlty i
(II) the names and umque phym- 3
cxan ldentlﬁeatlon numbers of all phy-
smrans w1th a ﬁnanmal relatlonshxp 'A . .

‘ (as deﬁned in sectlon 1877(a)(2) of

V- R - NV I RO &

J-—""
. O‘-

the Somal Seeurlty Act) vmh such” en- e S

AN

HOOW N =

_'txty, ,
| (IH) the names of ail other de- ERUNS

,*vxduals w1th such an ewnershlp orin- .

S 'vestment mterest in such entlty, and N . L

'I_"
L

(IV) any other ownershxp and re-

—
(= N

. ,lated mformatmn reqmred to be- dJS-=

—_
~

= fi,closed by such entlty under seetlon

:4i1124 or seetloh 1124A of the Soclal

it o

Seeunty Act exeept that the Sec- Y( E

L 1ret,ary shall estabhsh procedures

~
e O

| ,Vunder wlneh the mformatlon reqmred | A

N .

. to be subrmtted under thlS subelause

K 4wxll be reduced w1th respeet to health

NN N
G R W

RS 5care prov]der entmes that - the See- ’-

4

. s ;reteryv adeterm‘lnes; w111 vbe ,}nnduly;bur- ‘.‘3_ '
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o .;'abuse control program estabbshed under t}:ns sub-

23

O 0 N A LA W

o -

25 Atlons a551gned by such Act ‘j‘ e \ 'v ,'3

[
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VB

B

compl} fullv w1th thls subclause

(4) AUTHORIZATIOI\ OF APPROPRIATIONS Foai |

3

‘tlon to any other amounts authonzed to be appro»

(5) EI\SURING aocass rro DOCUMENTATION

;authonty descnbed in paragraphs (4) and (5) of sec-‘
tion 6 of the Inspector General Act of 1978 (relatmgf -

dened 1f such entmes are reqmred toi o

' INVESTIGATORSzAND OTHER PERSONNEL ——'In adch- L

_pnated to the Secretary and the Attorney General ‘

' ,‘fOI‘ health care antl-fraud and abuse act1v1t es for a '

| add.ttlonal amounts as may be necessary to enable

| " .the Secretary and the Attorney General to conduct ;

12
13

14 year

dnvestlgatxons and auchts of allegatlons oE health
“care fraud and abuse and otherWlse carry out the -

" program estabhshed under paragraph (1) 1n aﬁscalf“f

dThe Inspector General of the Department of Health‘ o :

,and Human Semces is authomzed to exerclse the ..
»to subpoenas and adrmmstratron of oaths) Wlth re-
: spect to the act1v1t1es under the all-payer fraud and‘g*

y sectlon to the same extent as such Inspector General_

s may exercxse such authontxes to. perform the‘ funeQi' E ‘

f ﬁscal year there are authonzed to be appropnated' ) .

. .
' T N
R W . . .
. .o »
, B i
B AT B .
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(6) AUTHORITY OF I\SPECTOR GE\*BRAL_‘.;[?::
| 'fl;Not.hmg in this Act shall be construed to dmumsh‘
: ~‘\ilf‘the authorlty of any Inspector General mcludmg
| -:such authonty as prov1ded m the Inspector General o
'..Actof1978 IR

(7 ) HIEALTH PLAN DEFINED —For the purposes‘

of thls subsectlon the term “health plan shall havei

'the meamng ngen such term. in sectlon 3(a)(1) of -

F—

11 coum—— .

13 ;r{‘:}_' .

14

N,

o
2
o

v

ool
o4
s

N

[
'
L

N (1) ESTABLISHMENT —-

(A) IN‘GENERAL -—-—There is. hereby estab-."‘ -
| - ‘,{1 ';hshed an account to be known as the “Health'f

x rf‘\Care Fraud and Abuse Control Account” (1n‘_f
16

_‘ :«”';thJS sectlon referred to as the “Antl Fraud Ac- ‘,
o count”) ‘The- Antl Fraud Account shall conmsf o

(1) such glfts and bequests as may be
- made as prowded in subparagraph (B)

(n) such amounts as may be deposxted

STAFF DISCUSSION DRAFT L7 s

N + ¢ * N
. . s ; L .{ .o . 3 .
- . A B . . n : t . Ve
of— R : ( AR
. . . R . . ,

in the Ant1~Fraud Account as prov:ided in .

o (b) HEALTH CARE FRADD AND ABDSE CONTROL Ac~ : :

N

subsectlon (a)(4), sectlons 5441(b) and:'.,v :
| 5442(b), and tltle XI of the Soc1al Securlty L
'?";I‘.s"‘-'_,Act and "_‘ ‘. : i

S~
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(m) such amounts as are tra

to the Antl-Fraud Account under <ubpara- s

graph (C)

I

R ',‘S‘.L.C,dl

nsferred

(B) ALTHORIZATION TO ACCEPT emrs-—

g Fraud Account or any actlvlty ﬁnanced

-‘;the Ant1 Fraud Account o ;'

(C) TRAI\SFER cr AMOUNTS —

AN

the Treasury shaﬂ transfer to the Antl- o

vFraud Account an amount equal to the

‘; sum ef the fellomng

Lo (I) Cnmmal ﬁnes 1mp

cases mvolvmg a Federal health ‘care

offense :;( deﬁned 1n
982(3)(6)(13) of tltle 18
States Code) : 4 |
(n) Admlmstratlve penaltles

' _sessments 1mposed under tltles XI

- The Antl-Fraud Account 1s authorlzed to aceept . :
: on behalf of the Umted States money glfts and

| ) rbequests made uncondltxonally to the Antl-':
= F‘raud Account for the beneﬁt of the Antl- o ~~

(1) IN GENERAL —The Secretary of E

osed

’ _'and XIX of the Socml Secunty Act (except

| as otherw1se prowded by law).

i

i

e

through

sectlon B

Umted o

an'cl--a‘sé o
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o ’.:health care offense
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| (2) USE' OF FUNDS —"..

'_.\

A VE 8

-

B '_felture of property by reason of a. Federal-

_ (1v) Penaltles and damages lmposedv‘-: |
under the False Clalms Act (31 USC,' o
:"',3729 et seq) m. cases mvolv1ng clalms re-_'l:_\.

';'..“lated to the prov1s1on of health care 1tems'\,. o

“al relator or for restltutlon)

A
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(111) Amounts resultmg from the for-._ o ,

,-'.and semces (other than funds awarded to . |

(A) IN GENERAL —Amounts in the Antl- o

“Fraud Account shall be ava11able w1thout appro-". |
pnatlon and untll expended as. determmed: B
‘v 'jomtly by the Secretary and the Attorney Gen- _; :
_' eral of the Umted States in carrylng out the .
"‘V A -health ‘care fraud and abuse control program."
. ‘, estabhshed under subsectlon (a) (1nclud1ng the;;-
\admmlstratlon of ‘the program) and may be,.' | \\
" used /to cover costs 1ncurred m operatmg the‘
program mcludmg costs. (mcludmg eqmpment |
. ,/salarles and beneﬁts and travel and tra.lmng) :-_ |

(through crumnal cml and adnumstratlve? ‘

Lo

proceedmgs)

o () prosecutmg health care matters s




