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// ’ amendments made to such mle by this ‘Act as 1f the effective date
: ‘ of such amendments were January 1, 1997.

-SEC. 3022. RELATION BE’I"WEEN PACKAGE AND CER’I‘MN STATE LAWS.

(a) PERMITTING STATES To. REQUIRE BeNerrrs UnpeErR CER.

" TIFIED HEALTH PLANS TO BE FURNISHED BY CERTAIN PROVIDERS.—

Nothing in this ‘subtitle may be construed to. prohibit a State from
requiring that an item or service covered under the guaranteed na-
tional. benefit package be furnished to-an individual enrolled in a
certified health plan by any par*lcular class or type of provider who

" is legally authorized to provide such item or service under the law
of the State (or under a State regulacory ‘mechanism provxded by
- State law) in ‘which the iteln of service is provided. & -

(b) REQUIRING HEALTH PLANS TO OFFER BENEFITS IN Ex:csss'

OF NATIONAL PACKAGE.—No State may re uire a certified health

.plan to offer any item or semce not include m the guaranteed na--

txonal benefit package.

ey COVERAGE OF SERVICES \:01' FURNISHED BY MED[CARE PRO
VIDERS -
A1) In GENERAL -Nothmg in thxs submle shall .be con-
- strued to prohxblt coverage of an item or service otherwise de-

'_ scribed in section 3001.-under the guaranteed national benefit -
S ‘..package furnished ‘to: an-. individual ‘under a .certified” health;»'
L “-.¢ .voplan solely on ‘the ground that the individual or entity provid-"

- ing ‘the item. or service is'not-an eligible ‘medicare provider, so
- long as the individual or entity is legally authorized to provxde

item or, Service.is provxded

--»(1) an. ehgxbleg medicare prcmder is-‘an, individual or ‘entity
item ‘or: ser_vxce for which': pa}ment may be made

VIII of the Social Se
in such title or. othermse e11g1b1e to" Teceivé.payment for’prowd-
uch an te l %

‘such. item or. service uridér the law of the State (or under a -
:S}:ate regulator} mechanism’ prov1ded by State Iawl m w}uch' ‘

“(2)ELIGIBLE MEDICARE : pnovmsn nm-*mxn A paragraph'?if

ecurity, Act who is pamcxpatmg-

PHOTOCOPY
PRESERVAT ON
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N R (i mdwxduals with knowledge of and experience
( . . . < .in thé delivery of mental health and substance abuse

services,
S i) representatxves of pubhc mental health and
. .. . substance abuse treatment service systems, and
' o " (v) consumers.’
To the greatest extent feasible, the membershxp of ‘the.
" Commission shall reflect the racial, ethnic, and gender :
s . composition of the population of the United States. ‘
: . {2) ISSUES STUDIED BY COMMISSION.~The Commission
‘ - shall examine the following issues:
(A) The variety of mental health and substance abuse
services provided in the United States, together with the
o types of providers furnishing such services and. the meth-
BV - ‘ods under which the prowders receive payment for fur . _
' ; ,,nxshmg such services. = - . _ , o
- (B) The means available to appropnately manage the T
. . -delivery of ‘mental health and substance abuse services
R ' and coordihate the dehvery of such services with the deliv-
' LT " ery of other health services, and tc achieve parity in the
.o+ . .+ -scope of mental health and substance abuse services cov: ‘ o
©. - .. . .. ered under the guaranteed national benefit package under . o
C ’ ~this title with the’ scope. of Other health ser*nces covered ‘
e under the- package. .
VT e (C) ‘The ‘variations in the uuhzatmn of and costs asso‘
T c1ated with mental health and - substance abuse services
ST T e among dxﬁ'erent geographxc regmns and demographzc
(D) ;I'he bmcxdenceband prevalence of sevex:ie n:ierlxtal ﬂii ' o,
ness and -substance ‘abuse, among ‘incarcerated adults an
" Jjuveniles and .the reélation" betwegn the mental health and PHOTOCOPYN .
.substance 'abuse treatment ‘providedto these individuals PRESERVATO o
- and the’ length of time, these individuals are incarcerated. . o
E)Thestandardsfor. training and.certifying: prov:ders\ - ‘
of mental‘, health and substanc abuse ser‘vxces , '

Sppropris
3 SUBMISS!ON FrANNL,
998
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/‘ ‘ _ tween mental health and substance abuse services and
! : _othér services in the guaranteed ‘hational benefit package
a A o - under this subtitle should be maintained, modlﬁed or -

) eliminated. -
R (4) APPLICABILITY OF OTHER ADM[NISTRATIVE PROVISIONS. —
The following provisions of section 1886{e){6) ‘of the Social Se-
curity Act shall apply té the:Commission in the same manner
as such provisions apply to the Prospectwe Payment Assess-
ment Commission:
(A) Subparagraph (C) (relating to stafﬁng and admm‘ . -
istration generally).
(B) Subparagraph (D) (relatlng to compensatxon of
members) . L o
(C) Subparagraph (F) (relatmg to- access to mforma-, BT
tlon) - P o '
D). Subparagraph (G) (relatmg to-use of funds). .
F “(EY Subparagraph (H) (relatmg to perlodxc GAO au-
its).
' (F) Subparagraph fJ) (relatmg to requests for appro—
pnat:ons)
5 TERMINATION --The Commlsszon shall termmate 30,
.7 -days after *submlttmg the ﬁnal report requlred under para- , o _
"g;graph (3. o e
««(b> ‘NATIONAL Hmr;rn Anvxsomf‘ Comusson-;j, R o o
" /(1) ESTABLISHMENT QF COMMISSION.— .~ ‘
o (A} ‘IN GENERAL.—The’ Du'ector -of the Ofﬁce of Tech V
D Assessmer:it {geresﬁﬁ_er in this secnclm reé‘eazl-fed to gs.
“Director”. and 'the "Office”, respectively) s provide
for the appointmerit, of a- Natmnal?Health “Advisory-Com:"., PHOTOCOPY
- mission (hereafter -in ‘this subsecnon referred to. as the PRESERVAT QN

A L : I O S
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{;’"\\- limited to) changes in the guaranteed natlonai beneﬁt pacl-..age :
: D described in this subtitle. . .
(4) APPLICABILITY OF OTHER ADMINISTRATIVE PROVISIO\S - o :
The. following provisions of section 1886(e)(6) of the Social Se- : C
curity Act shall apply to the Commission in the same manner
. as such provisions appb to the Prospective Payr ment Assess-
ment Commission:
(A} Subparagraph (C) (relatmg to staﬁ'mg and admin- ,
1stratxon enerally). : . r
: , B ubparagraph (D) (relatlng to compensation of o
N members)
(O Subparagraph (F) (relatmg to access to informa-
tion).” -
(D) Subparagraph (G). (relatmg to use of funds). - S
~(E) Subparagraph (H) (relatmg to penodlc GAO au- ..
dlts) - . -
. (B Subparagraph (J) (relatmg to- requests for apprch ,‘ R
pnatmns)u S ' L
N SEC. '3025. STUDY ON COVEB.AGE OF EMERGENCY DEN’I‘AL SERV'ICES
T * (a) STUDY. —The Secretary of Health and Human. Services’ shall -
e el conduct a study ‘to' determine whether coverage for emergency den-
o .-tal services should.be included :in the guaranteed natlonal beneﬁt,
package under. thlrsq subtitle, ©

: 4 hall submn to Gongress a'report. S I

on: the study conducted ‘under - subsection(a); and shall include’in- "~~~ .. - L T
o the report such Fecommendations as- the. Secretary considers. .appro- T ' B

dm%f"the :conditions,  under= which: ‘emergency. dental- Do S

covered"jand ~the m thodolog} urder-which pay-

; ._.:PHOTOCOPY
PRESERVAT!ON
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»/'”\ : g . (B by stﬁki‘ﬁg the period 4t tiqe end and inserting *
C but only if used for a medxcally accepted indication (as de-

S S . scribed in paragraph (4)).7; and |
; : “(3) by striking paragraph (2) and inserting the following: . :
*2) Except as otherwise provided in paragraph (3), the term : .
overed outpatient drug’ means any of the following products used . :
© for .a medically accepted indication (as 'described in paragraph (41"
"MA) A drug which may be d1spensed Onlv upon prescnp
S tlon and-— o ,
: “(i) -which "is appmved for safety and effectweness as - oo - '
- - a prescription drug-under section 505 or 507 of the Federal
/. Food; Drug, and Cosmetic Act or whxch is’ appmved under
section 505()) of such, Act;
T *({i)XD) which was commermally used or sold in the
. ... United States before the date of the enactment of the Drug
L " Amend:1ents of 1962 or which is identical,: similar, or re-
ST b Jateds(within the meaning of 'section.310: ﬁfb)(l) -of. tltle 21 A ‘
©o 7 e ok Jof'the Code of Federal Regulatmns} to such-a drug, and (II) T i
S ~ which-has-not been the: sub;ect ‘of a final determinationby ~ + = ; '
3 the Secretary ‘that it i5.a ‘new. drug’ (thhm"the meaning = .
of section. 201(p) of the. Federal Food Drug, -and Cosmetlc
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S “(C) which is listed und‘er'paragraph (2 of section 1927(d)
PN ‘ (other than subparagraph (B, (), or (J) of such subparagraphj
! ! . "as a drug which ‘may be’ excluded from coverage under a State
: plan under title XIX and which the Secretary elects to exclude
from coverage under part Bior
' “(Dy whxch is a contracepnve drug. descnbed in secmon
: ) -1861(3)(21)
' “(4) For purposes of paragraph (2);-the term medxcall) accept~
ed indication’, wnh respect to the use of an ~outpatient drug,
includes— ‘
L +. “{A) any use whxch has been approved b} the Food and
- Drug Administration for the drug, and
.- : “~_“(B) any other use ‘of the drug, unless the Secretary deter-
“mines that such use is not medically appropriate. . . :
“(5)(A) For purposes of. paragraph (3),.the term ‘covered. home
mfusmn drug’ means a. covered outpatxen* drug dlspensed to an-in- .
‘dnndual that— . o
e T M) iss admm1stered mtravenously, subcutaneously or
- ... ., ¢ epidurally, using an’ access device that is inserted into the body -
‘e i and an infusion device to control-the rate of flow of the drug .
ST et T Hor! through other means of admxmstratmn determmed by thea e R
S '..Secretan), LTl . L ' e
NGHET admmlstered— : S .
o (Ipin-the individual s_'home, . ' T
; (I an institiition, used ‘as. the xndmduals home. but
: :fonl_w, if the drug:is admxmstered during an inhpatient: day
for: whlch _payment "is::not”fade to -the’ institution ‘under-.-
part A for~1r;pl>atxent or: extended ca.re services:furrished to

: . "f'th rug av the famll_y
¥ the‘Secretar\ 10k
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SEC. 3102. PAYMENT RULES &ND RELATED REQDIREMENTS FOR COV
. ) ERED OUTPATIENT DRUGS. ' .
// N . (a) IN GENERAL. —Section 1834 (42 U.S.C..1395m) is amended
! . " by inserting after subsection (¢) the following new subsection:
e ‘ *(d) PAYMENT FOR AND CERTAIN REQUIRE\IEN’TS CONCER’\.L\TG
COVERED QUTPATIENT DRUGS. —
, . . "*(1) DEDUCTIBLE. -
' ~ *{A) IN'GENERAL. —-Payment shall be made under para-
- - graph™(2) only for expenses incurred by an individual for
a covered, outpatient drug during a calendar year after the
individual has mcurred expenses -in the year for such
drugs (during a period in which the individual is entitled
to ‘benefits under this part) equal to the deductible amount
for that year. . '
: "{B) ‘DEDUCTIBLE AMOUNT - ’
. “(i) For purposes, of. subparagraph (A) the deduct~ .
Lo e e 1b1eam0untls- :
P e )y for 1998, an amount equal to $500 ‘in:
S _creased by ‘the .average annual percentage in--: .
oo ey o S crease in pnvate ‘sector per capita outpatient pre- S
e e S .scription drug .expenditures (as deterniined by the .
Secretary) durmg each of the )ears 1994 through '
:1997;and | - AR .
LS D for any'succeedmg vear, ,the amount ap- i . oo
»phcable ‘under this. subparagraph for ‘the previous = . .
year, increased . by ‘the” percéntage .increase com- -~ -~ = ;.
‘puted “Under “section: 8206{12 ~of the!' Guaranteed. - = .o
'Health Insuran Act -of 1994 for that' succeedmg

ary shall- promulgate‘the.deductxble e : e '
1998 and'- ach succeedmg ear no’c later .0 .
tober Liof. the‘prevmus . RIS
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o “(B) the apphcable payment hmxt estabhshed under
N ' paragraph 4. v , ‘
/ - (41 PAYMENT LIMITS. — ‘

L : - .7 “(A) PAYMENT LIMIT FOR SINGLE. SODRCE .DRUGS AND
' MULTIPLE SOURCE DRUGS WITH RESTRICTIVE PRESCRIP-
TIONS.~1In the case of a covered outpanent drug that is' a
: mulnple source drug which has a restrictive prescription,
’ : ". . -or that is single source drug, the payment limit for a pay-. ]
‘ment calculation period is equal to the amount of the ad- CoL
ministrative allowance (established under paragraph 5)) ' :
plus the product of the number, of dosage units dispensed
.- -and the per unit estimated acquisition cost for the drug
; prc:;‘luct (determmed under 5ubparagraph (C)) for the pe-
! . . . TIO ' : o
) - - By PAYMENT 'LIMIT FOR - MULTIPLE SOURCE ‘DRUGS '
“WITHOUT RESTRICTIVE PRESCRIPTIONS.—In the case of a _ )
drug’ that'is a multiple - source. drug: which .does not have C , .
S © 7 1 va'restrictive prescription, the payment limit for.a payment o ‘
EUUEIIEEY P - calculation period is equal to the amount. of the adminis-
Ceo T _trative allowance (established-under paragraph ) plus.
e C ‘ the ‘product of the number .of" dosage ‘units dispensed and
the 'unweighted median’of the -unit "estimated . acquisition
“cost. :(determined - under )subparavraph (C)) for the drug '
“products for: the period;
M) DETERMINATION - OFUNTI‘PRICE. - )
. “(1) ‘INI’I'IAL.PAYI\ENT ~CALCULAT[0N§PERIQ'D' ST
- “jeet t0 .clauge (i), th .Secretary shall determme, for S RN
" the: dlspensm of d"covered ‘outpatient drug product'in. - . o -
"the payment calculatlcn enod begmmng Januarv 1 Do

D Vstncn e prescnptxon,,
ysed» upon mform ation from the':
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*(iv) COMPLIANCE WITH REQUEST. FOR "INFORMA-
TION.—If a wholesaler or direct seller of a covered out-
. ~ patlent drug refuses, after being requested by the Sec-
/ ' . : - retary, to.provide price information requested to carry
© . out clauses | {1),.{il1, or (i), or deliberately’ prondec n-
\ . formation that 1$ false, the Secretary may.impose a
‘ ‘ civil money penalty of not to exceed $10,000 for each
such refusal or provision of false information. The pro-
visions .of section 1128A - (other than subsections {(a).
and (b)) shall apply to civil money penalties under the
previous sentence in the same manner as ‘they apply
to a penalty or proceeding under section 1128A{a) In- ‘
formation gathered pursuant to- clause (i), Gi), or Gid - R
- ,shall not be disclosed except as the Secretarv deter- : '
“ ‘mines to be necessary.to carry out the purposes of this
- part, and to permit the Comptroller General and the
Director. of the Congressmnal Budget Ofﬁce to rewew
the information provided.
“(D). UPDATES TO. PAYMENT L[MI'I‘S Notwn:hstandmg
an} other provision of ‘this paragraph; the payment limit .
. détermined under. this paragraph with respect . to a pay- LT ,
“ment calculation period may. niot exceed. the payment limit. ' B
. : ~for the: precedmg vear,,mcreased by thé percentage in-
Tl To o crease computed under section. 8206(b) of the Guaranteed A S
R "Health’Insurance ‘Act of 1994. T
' S “5) ADMINIS’I‘RATIVE ALLOWANCE FOR PURPOSES op PAY- S
MENT LIMIT,— . "
ol A) IN GENERAL —Except as prowded in subpara-‘
graphs B) .and (C), the- admmlstranve allowance estab
‘lis ider this’ paragraph i§— ' - ‘ s .
() for 1998,,an amount. equal to $5 ad,)usted by e AR
the percentage"change in the consumer price index for - A o
allurban .consumers (U.S. city average). for. the 2 12- : o
mionth;periods;ending with' June 1997;and’- © . :
e "fo' e ch~ ucceedmg vear; the ‘amou it for the ‘ P HOTOCOPY o
« by the-percentage change in PHESERVAT!ON

or - all urban - consumers:

18w;-0 prescri
24dhour ba51s (m Jaccordancei with’subpara-
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. “(11i} identify tand to educate physicians, patients,
s _ o - and pharmaczsts concerning) —
: Vo : - - (I instances or. patterns of unnecessarv or in-
' appropriate prescribing or dlspensmg practices -for
c - covered outpatient drugs, -
“(ID instances or patterns of substandard care.
with respect to such drugs,
: “(11I) potential adverse reacnons and
: ' *(IV) appropriate use of generic, products.
s : “(B) PROSPECTIVE RZVIEW. —
. . “() IN GENERAL.—The program under this. para-
‘graph shall provide for on-line prospective review of
‘each’ covered outpatient drug prescribed for a patient
. oy before the prescription is filled or the drug .is fur-
o . nished, including screening for potential drug therapy
o oo problems due to therapeunc ‘duplication, drug-to-drug
’ o * ' interac.ions, and incorrect drug dosage or duratmn of
drug treatment. ,
"“(ii) DISCUSSION OF APPROPRIATE USE ~In con- : . ‘ o
5 . .'ductmg prospective review under this subparagraph, - : S
. .any individual or-entity that dispenses a covered out-
T S .. patient. drug- shall offer‘to discuss with the patient to
CLTo . " .whom thé drug is furnished or the patxent s caregiver
v o . 4. .. U (in person if practlcable, ‘or through .access:to a toll- .
R o - . free telephone service) information regardmg the. ap- L
~ el | _propriate use of the drug;, potential interactions” be-
~_.tween the drug and other drugs d1spensed to theindi- . . - . -
‘_.wdual and such other matters ‘as: the Secretar_y maygt - ‘ .
“‘require. [ .~ <
R (111) ADDmONAL DUTIES —-In caz'rvmg outﬁ hls'
- subparagraph ‘the: Secretary,shall e ' 5 S
2 (D) - develop: -public , -domain soﬁware whlch‘. T
could ‘be used-by:carriers and; pharmacx s to p!‘Q’1 S e P
-’\nde the on-line.prospective review; and’ T
dy 'the: feasibility: an *des;rabzhty of T
requmng atient dlag’nosm codes on prescnpnons;li- S R
the  feasibility: of. he 83 -

B ST

.pe odié examm :
0 ’red -outpatient, -drugs ‘furnished:t
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: this paragraph to the dispensing. of covered outpament
L o _ drugs by an organization described in section 1833ta)(1)(A:
B or an ehgxble organization with an agreement in effect
under section 1876.to the extent the Secretary finds that
the organization has in effect a progfam that meets the ob-
)ecmves of such provision. B .
“(F) ADOPTION OF MEDICAID PROGRAI\IS —To the extent ' 8
considered appropriate by the Secretary, the program de- : : |
veloped. under this paragraph with respect to drugs fur- :
nished in a State may include elements applicable to the
- furnishing of covered outpatlent drugs under the State
medicaid program under section 1927.
“(7) ADMINISTRATIVE AND REPORTING REQUIREMENTS —

“(A) REQUIREMENTS RELATING ,TO ‘CONTROLLED :SUB-
-STANCES AND ILLEGAL USES.—The Secretary shall require
. - .an entity fum1shmg covered outpatient drugs under this
o . part'toreport electromcally to the appropriate. State agen-

. - - ¢y oh any covered outpatient drugs dispensed to individ-

uals ‘enrolled . under this part that are controlled sub-
“stances ‘under. schedules IL. through 'V of the Controlled
Substance Act, and on the illegal usé or diversion of any

. - -such'drugs furmshed by the entity. -

L . T e “(B) REPOR’I‘S ‘ON DEATHS AND INJURIES RESULTING

o . FROM USE OF DRUGS.— " -

. ~-*(i) IN- GENERAL.~The Secretar} shall requlre in-

«dl\nduals and- entities furnishing .items and services

- for which.payment may be made under this'title to re-

. port electronically to the Secretary on ‘any incidents

S e .. . within the kriowledge of ‘the individual or’ entity -of -
Ty e RIS sy e b death or. serious injury; (mciudmg initial-or- prolonged*-'
' ~ ' Lo 'hospnahzatmn .impairment, damage or disruption in: .
. +“ ", the patient's body -function, congenital :anomaly, or -~ = = "
-~ .~ - . lifethreaténing ‘outcome) résulting from' the :prescrib- | :
' dlspensn&g,, or‘ admlmstratmn of a: covered out- o

€ g

| sor-institutions that report S s
‘l:ﬁs ubparagraph -and the identity: - PHOTOCOPY -
w. eth mghwdual( PHESERVATlON
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willfully bills or collects an amount in viclation of the pre-
e , - -vious sentence, the Secretary may apply sanctions.against
: -+, such person in accordance with section 1842(jn2). Para.
; o graph (4) of section 1842(j).shall apply in this clause in the
: : ~ same manner as such. paragraph applies to such section.

g *(B) USE OF ELECTRONIC SYSTEM.—Carriers and phar-
macies shall submit  information respectmg covered out-
patient drugs in -accordance with the applicable informa.
tion system established under subtitle B of title IX of the
Guaranteed Health Insurance Act of 1994.

“(9) REQUIRING PHARMACY SUPPLIER NUMBERS. —Payment
may not:be made under this-part with respect to a covered.out-
patxent drug dlspensed by a pharmacy unless—

- "™A) the entity has obtained a’ suppher number from

~the Secretary; and . ) ~

LB the entity demonstrates to the Secretary that it - S
el Mmaintain -patient. records "(in accordance with- such B
.. standards as the Secretary may impose) and meet the
C ;;other applicable - reqmrements of thlS subsectmn and sec-
- tion-1848(g). . - .
(10) DEFINTTIONS. ~In this subsectxon
LAY MULTIPLE AND SINGLE SOURCE DRUGS. -The terms -
‘multiple’ source: drug’. and ‘single .source drug’ have the
_-meanings of those terms.under section 1927(k)(7), except
‘that the reference in such sectmn to a ‘covered outpatient
drug’ -shall’ be -considered: a’ reference ‘to a covered out-
atient drug-under-this part. . S
“(B) “RESTRICTIVE PRESCR[PTION.—A drug has a re-
-strictive” prescnptlon onb ifs

. ptlon, the pre:
nptlon for the :drug mdlcates,' in the handwriting of .
the physman or.other person prescribing the :drug and
;th an; ‘appropriate phrase :(such .as ‘brand medxcally
/) r;cogmzed by. the Secretary ‘that a. parncu- .

uct :

PHOTOCOPY R
Passenvmomf o
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: . (3 m subparagraph mm bx inserting icemor“ before
TN - “service”.. ..
' . : (el SPECIAL RULES FOR CARRIERS - '
: oL o ) USE OF REGIGNAL CARRIERS. -Secmon 18425)2 (42
‘ : USC 1395uf b) 2y is amended by adding at the end the fol- -
lowmg* ' s
“D) With respect ‘to actw1t1es related to covered outpatient
drugs, the Secretary may enter into contracts with carriers under
this section to perform the activities on a regional basis.”.
. (2) ADDITIONAL . FUNCTIONS. ——Sectlon 1843(b)(3) (42 U. S C.
1395u(b)(3)) is amended—~ )
. (A) by striking" “and” at the end of subparagraph {H);
(B) by adding.* and” at the end of subparagraph (L):
. (@) _by redesignating subparagraph (L) as subpara-
graph (I);"and’ _
(D). by inserting . a&er subparagraph (I) (as s0 rede51g ST A,
nated).the following new subparagraphs: ' :
J) if it makes. determinations or payments thh respect
 to covered outpatlent drugs; will— - o _ ;
. (i) receive. information ‘transmitted ander- the elec. ,
‘ ~tr0mc ‘system referred to in section 1834(d)(8)B), and ‘ _
ST *“(ii) respond’ to requests by . pharmacies (and ‘individ-
. . .. uals entitled to benefits-under:this part) as to whether or.
w17 -not such-an‘individual has met the prescription. drug de-".
" ducmble estabhshed under sectmn 1834(d)( 1)(A) for a year, .

f ““‘(K) wzll enter 1nto such contracts w1th orgamzatxons de- Lo Ty
scnbed 'in subsection (f)(3) .as the" Secret:ary determines-maybe - ' . A
" necessary. to: 1mplement and operate (and. for. related functions '~ T e e
. with respéct. to)..the eléctronic 'system referred to in section, .- .. oo
1834(d)(8)(B) for. covered outpatient. dmgs"'under this- part [ A

o PHOTOCOPY
| FHESERVAT;QM
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: : (B) b\ atnl\mg the period at the end of paragraph
e - and inserting "; and”, and
' . (Ciby addmc at the end the following: '
"(3) with respect to activities related to covered outpatient
._dmgs any other private entity which_ the Secretary determines.
.is qualified to conduct such activities.” .
o (6) DESIGNATED CARRIERS TO PROCESS CLAIMS OF RAILROAD
. . . RETIREES.-—Sectiorr 1842(g) (42 U.S.C. 1395ulg)) is amended by
' msemng “(other than ‘functions related to covered outpatlent
drugs)” after “functions”. .
(d) CONFORMING AMENDMENTS. . . , -
(1)(A) Sectlon 1833(a)(1) (42 U.s. C 13951(3)(1)’). iss )
amended— - ‘
‘ - i) by smkmg “and” at the end of clause (0), and
. {il) by msemng before 'the semicolon at. the end. the -
followirig: “, and (Q). with respect to covered outpatzent
= dgggsa)the amounts pald shall be as prescnbed by section
1 4( 22 BN
(B) Section 1833(a)(2) 42 USC. 13901(a)(2)) is amended in
. . the matter preceding subparagraph (A) by inserting “, except ‘
C . _..for covered outpatient drugs,” after “and () of such section”. e,
(2) Secnon 1833(b)(2) (42 U.S.C.. 183951(b¥2)) is amended by
- - inserting “or w1th respect to covered outpament drugs” before ‘
‘.the comma.
. 3. Sectxon 1834(3)(3)(1") (42 US C. 1395n10)(4)(F)) as
; added by section 8421(&)(1) and as redes1gnated by secuon
"‘8423(3) is amended—-‘ ! .
b " (A).in clause ()} by addmg and” Aat’ the end . :
- (B)by. stnkmg clauses (i), (iv), and’ (v) and redeszgnat- : « ‘
ing-¢lause (iii) as clause (u) and . . e
(©)in” clalise (i) (as™So; rede51gnated) by stnkmg the_‘ L -
ommaat the end and. msemng a period D
(4)The, first - sentence ‘of - sectlon 1842(h)(2) (42 USCi L
395u(h)(2)) is-amended by.inserting ‘“(other. than al camer de- o
b%d 1%1 ‘subsection’ ff)(3))’3~ af;er “Each cgrner e
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. . “(1) IN GENERAL.—Except as provided in clause (i1,
P S drugs subject to a rebate with respect to a calendar
: o . quarter are. covered outpatient drugs which are single
S source and innovator multiple source drugs, and con-
traceptive drugs described in section 1861(si21),
which are dispensed or provided during such quarter
to individuals {other than individuals enrolled with an
eligible organization with a contract under section
S 1876) eligible for beneﬁts under this part, as reported
to the Secretary. .
L “(ii) EXCEPTION ‘FOR CERTAIN BIOLOGICAL PROD-
’ “UCTS. —A covered outpatient drug consisting of a bio-
' - logical product is not subject to.a. rebate under this
. section if payment was made for the product under
part B prior to-the: date of ‘the enactment of this sec-
. tion.. _
s “(2) INFORmAT{ON FURNISHED TO MANUFACTURERS. — :
E R - “(A) IN GENERAL.—The Secretary shall report to each
R f‘manufacturer, not later than 60 .days after the end of each-
¢ © 7+ _.calendar ‘quarter,. information on the total number, for -
- .. . . eath covered .outpatient drug described :in paragraph
SR {1)(B), of units of each dosage form, strength, and package
-w . size dzspensed or provided under the plan during the:quar- .
... ter, on the basis of the data reported to’ the Secretary de- ..
SR ‘s‘cnbed in paragraph (1)(B).
- “(B) AUDIT.—The. Cemptroller General ma:, audlt the
\,‘records of.the Secretary-to:the extent necessary to deter-
“minethe’ accuracy-of reports by the Secretary pursuant to.
subparagraph (A). Adjustments torebates shall.be made to - , : ,
“‘the'extent deteérmired- necessary”by the audn to reﬂect ac- - o . e el
‘tual units of. drugs d1spensed R e
(8) PROVISION OF PRICE MINE‘ORMATION RVBY MANUFAC

»UA.RTE‘RLY PRICINQ [NF‘ORMATION 'Each manu-

: nd the ,average manufacturer non-‘ T
~each-d ,'age form and- strength ‘of.each cov-" .
dru bed 1)(B). for the.. -~

reg o tpatxen' :drug with @n’agree T R .
ter
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knows or should know is false, in an amount up -
to $100,000 per item of information.
Such civil money penalties are in addition to any other
penalties prescribed by law. The provisions of section
~1128A iother than subsections {a} (with respect 10
amounts of penalties or additional assessments) and -
. :(b)) ‘shall apply 'to.a civil money penalty under this
A , subparagraph in the same manner as-such provisions
‘ apply to a penalty or proceeding under section
1128A(a).
“(ii) TERMINATION OF AGREEMENT.—If a manufac-
turer-with an agreement under this section has not
* provided information required under subparagraph (A)
. or (B) within 90 -days of the deadline imposed; the Sec-
.retary may suspend the agreement with respect to
: . covered outpatient- drugs dispensed after the end of
g o - "such 90-day period and until ti.e date such informa-
: : tion is reported (but in no case shall a suspensxon be
.. for less than 30 days) ,
4 LENGTH OF AGREEMENT.— ) '
“(A) IN GENERAL.—A. rebate agreement shall be effec-
‘tive for an initial period of not less than one vear and shall
©. be automancally renewed for a period of not less than ¢ne -
. year unless terminated under. subparagraph (B). ‘
" “(B) TERMINATION.—
“(i) BY THE SECRETARY.—The Secretary may pro- .
: ,vrde for termination of-a rebate agreement for viola-'
tion of the requirements.of the agreement or other
S . " good cause:shown: Such termination shall not- be effec- :
ewpros .4 s+« ...0 ¢ tive earlier than:60 days. after-the“date of-notice of .. e
: R .* - such termination. The Secretary.shall afford a manu- o o
. . facturer an opportunity. for a hearing concerning such
TR R . termination, but such hearing shall not delaythe- ef
N e o Th o fective date’ ‘of the terminatiori. .
Jooo. w7 “(i) BY A MANUFACTURER. -~A manufacturer may , . .
Atermmate a rebate agreement .under this section for = - S
any ‘réason.’ Anyrsuch termination. shall ‘not be effec-: . o

tive:until the calendar quarter beginhing at least 60
_days ‘after ‘the- -date .the manufacturer F-provzdes notxce
‘to.the-Secretary;. - :
21+ (i) "EFFECTIVE “DATE OF TERMINATION.—An} ter~ -
“mination-under this subparagraph “shall-not affect re-

bates due -under: theia eement before - :he eﬁ‘ectrve ‘

rebate; to lt}ﬁe Secretary' fof1 gach c%lendar dquarter ]rln fan A N
W1t respect ‘to.each .dosage form. and.:stren o a L. : g )

‘covered. outpatient-drug equal to thegproduct of = & " PHOTOCOPY

:(A); the itotal .number of’ units’ .subject ‘to- rebate for . PRESERVAT ON

.such quarter .asidescribed in- subsection, (b)( 1L)(B); and :

L BYG) in the case;of a ‘single-source’ drug or an mnova- :

tor multlple source druv (other than insulin’ furmshed

10 percent of the average manufacturer retail’price.”

*(2). ADDITIONAL "REBATE.-- Ea¢h’ manufacturer. shall rem1t
to the Sécretary, for each calendar ‘quarter,.an addmonal Te:
bate for each dosage formiand strength of smgle source drug
mul iple‘so rc ‘
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“(A) the total number of‘ units subject to rebate for
such quarter, as descrlbed in subsection (b1 1¥B), multi-

(\ plied by

. : *(B) the amount, 1f anv by whxch the average manu-

' facturer retail price for such drugs of the manufacturer ex-
ceeds the average manufacturer retail price for the base
quarter, increased ‘by the percentage increase in the
Consumer Price Index for all urban consumers (U.S. aver-
age) from the end of such base quarter to the month before .
the beginning of such calendar quarter. :
- “¢3) DEPOSIT OF REBATES.—The Secretary shall dep051t re-’

"bates under this section.in the Federal Supplementary- Medical

g - Insurance Trust Fund established under section 1841. |

R “(d) Commmmm OF INFORMATION.— Notwithstanding any -

© - other provision of law, information disclosed by a manufacturer

-under this section. is confidential and shall- not be dlsclosed b} the

: Secretary (or'a carrier), except—. .

: “(1) as. the Secretary determmes to be necessary to carry

-out this section, - :

T “(2) to permiit the Comptroller General to rewew the mfor- :

-+ - » mation provided, and ' -:
' “(3) to permit the. Director’ of - the Congressmnal Budget Of'
ﬁce to review the 1nformatlon prov1ded. ‘

“(e)  AGREEMENT TO .GIVE EQuAL "ACCESS TO DISCOUN’I‘S —An

. .agreement aander thls subsection by a manufacturer of covered .out: .

: - .- . -patiént drugs shall guarantee that the manufacturer will offer, to
L e -each” wholesaler or retailer. (or other purchaser representmg a
- U group: ‘of such. wholesalers orl retazlers} that -purchases such drugs - . .
o . -on substantially the same terms- (including: such ‘teris as prompt’ o .

....»,- .’,“T., S S R L TP

f-’iApaymentwcash payment—‘-volume -purchase; singlesite dehvery, the -~ bpsEe
S 7+ 7 use of formularies by ‘purchasers,. and any-other terms effectively . . - = =
L 'reducmg the manufacturers "€OSts) . as ‘any other -purchaser (includ: . o
1 pnc,e,:for‘suchv,dmgs;as_;:' T s
ich other, 'purchaser n determmmg a manufacturer s
£ » be taken; ol

_ ’PHOTOCOPY
*PHESERVA’HON
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drug’ shali be conszdered a ref‘erence to a covered outpament :
/f’\ . drug under this part. :
. : "(3) MANUFACTURER.—The term ‘manufacturer 'means,
- with respect to.a covered outpatient drug—
A) the entity whose Nanonal Drug Code number {as
1ssued pursuant to, sectién 510(e) of The Federal Food,
Drug, and Cosmetxc Act) appears on the labeling of the
drug; or -
“(B) if the number described in ‘subparagraph (A) does
. not appear on the labeling of the drug, the person named
: - -as the apphcant in a2 human drug application (in the case
. : of a new drug) or the product license application (in the
‘ ‘ case of a biological product) for such drug approved by the
.-Food and Drug Administration.”.
(b) EXCLUSIONS From COVERAGE.—Section 1862(a) (42 Us. C
1395y(aJ) is amended — i
: (1) by striking ' “and” at the end of paragraph (15) . .
. (2 by stnkmg the penod at the end of paragraph (16) and .
© . inserting “; or”, and’ L
. 3] by mser‘tmg after paragraph (16) the followmg new
4 : . . paragraph: .
S “.. .- 17) consisting of .al  covered outpanent dmg as descrzbed
: .., . . in section 1861{(t)) furnished 'during a year for ‘which the drug’s
~ 7" manufacturer does not have in effect a rebate agreement with
. the. Secretary that meets the reqmrements of secnon 1850 for -
SEI, the year.” o B
SEC. 3104. ?RESCRIPTION DRUG PAYMENT REVTEW COMMISSION
‘Part B of title XVIII is’ amended by addmg at the end the fol-:
lowmg new. section:"

PRESCRIPTION DRUG PAYMEN'T REVIEW COMMISSION

o “SEc1847. (a) ' APPOINTMENT; MEMBERSHIP.—(1) The Dlrector
s of the ‘Congressional Office of Technology Assessment (in this’ sec-
" tion referred to-as the ‘Director’,and. the *‘Office’;-respectively) shall. -
j.:provzde for the appomtment* of ‘Prescnptmn Drug Payment Re*:{

alwae W RIR AL

PHOTOCOPY
PRESER\JAT!ON
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. S “(A) the relation between the costs of covered outpatient

-~ . drugs and the costs of other items and services promded fov the
( : treatment of similar ilinésses and conditions,

"(B) the level of utilization of covered outpatient drugs by
medicare beneficiaries, and
“~(C) administrative |costs relatmg to- covered outpanent

_drugs

“(3) The first report submltted by the Commiission under para-
graph (1) shall include an analysis of —

“(A) the. feasibility and desirability of excluding manufac-
turers from the requirement to provide a rebate under section
‘1850 on the basis of the manufacturers’ d1scounts, rate of in- -
crease in prices charged, profits, and other appropriate.criteria; -

“(B) the appropriateness of the payment. methodology pro-
vided under this part for the professional services of phar-’

: macists, including the reasonableness of the charges for vary-

e ing levels of services (including patient consuitation); and

o » “(C).the appropriateness of providing for. pubhc disclosure
- of the information submitted to the Secretary under section
/1850 by. manufacturers of covered outpatient drugs.on the
. ‘ . .prices charged and other similar information, and the effect of
S - such disclosure on the competmveness of such prices. .
e “(c) CONSUMER' GUIDE.-The Commission’ shall publish a
y . ‘consumer guide to prescription. drugs to-assist'individuals.in reduc:
.~ . .ing expenditures for covered outpatient drugs and to assist provxd
_ © . ersin determining the cost-effectivéness of such drugs. = -
L el “(d): ADMINISTRATION.—Séction. -1845(c)(1) shall "apply to_the o : ,
ST "*Commlssmn in the same manner as 1t apphes o the Physxcxan Pay o Co ‘ .-

o ment Review Commission. - , ~ ' ' L

““(e) AUTHORIZATION OF. APPROPRIATIONS --There are: authonged
’to be appropnated such’: sums as may-be necessary to ¢arry out the "~
“provisions ‘of this section: ‘Such -sums shall be payable-from the
~ Federal ‘Supplementary . Medxcal Insurance Trust Fund and the
. 'Medicare Part. C:Trust Fund. under section-2124, in an allocation
‘that, ~reasonab1y reflects . the': :proportion -of. expendztures for. out-
panent rescnptmn drug sgunder t}us ‘part’ and ‘under. title XXI.”.

ssc 105 COVERAGE OF HOME n{msxoxv; RUG THER._APY SERVICES

PSS ER . B ‘ ' O

‘ msertedxb} sectmn
111at10n Actof 1

L PHOTOCOPY
PRESERVATEON

: graph-are
pharmam and’ elatgd'servlces ,(mcludmg medlcal"-
avenous 1ﬂuxds delivery ; ),

. . ,eglme -thr'ugh use .
mg (as deﬁned n subsec on . (t)(S')),:
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- ing requirements (or in thejcase of a home health agency or an en-
tity with respect to which the only items and services described in
T paragraph (2) furnished by the entity are enteral nutrition therapy-
‘ : services, meets any of the following reqmrements which the Sec-
retarv considers appropriate):

~ "(A) The entity is capable of provxdmg or arranging for the

~items and services descnbed in paragraph (2) and covered
-home infusion drugs. ’

“(B) The entity mamtams clinical records on all patients.

" “C) The entity adheres to written protocols -and pohcxes
with respect to the provision of items and services.

“(D) The entity makes services avazlable (s needed) seven .
days a.weéek on a 24-hour basis,

*“(E) The . enut} coordmates all semce with the panents
physician. ;
© “(F) The entlt} conducts a quahtv assessment ‘and assur-
ance program mcludmg drug regxmen review and coordination
of patient care.” - - - B ,

. “(G) The entity assures that only trained. personnel pravxde . .
~ covered -home. infusion drugs (and any other service for’ Whlch : ‘
‘training is reqmred to provxde the service safely). ‘ o .
‘. “(H). The - entity: assumes. respon51b111tv for ‘the duality of S ' ) .
_semces prowded by others under arrangements with the en- - . ° -~ .
ity

S o 4D In the ‘case of an entlty in. an; State in whxch State et
TS & apphcable local law’ provides for the licensing of entities of - o
-7 - this nature, the entity (i) is licenséd pursuant to'such law; or v AP
- ~(ii)"is-approved, by the agency of such’ State or.locality. respon-- S A
.- -sible.for: llcensmg entities of this, nature, as meetmg the stand e
- J_,}ards estabhshed for.such’ 11cens1ng ' Co o T e e
.1 “4J) The entity- meets’ such other: requxrements as the Sec- '
o rretaxy may determme are necessarv to assure: the safe and ef -

. PHOTOCOPY
PRESEHVAT!ON
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“(B) ADJUST\lE\IT FOR SERVICES FL‘R'\IISHED BY INSTI.
TUTIONS. —The fee schedule established by the. Secretarv
under subparaﬂ'raph (A) shall provide for adjustments in
: the case of home infusion drug therapy services for which
o ) < ‘payment is made under this part that are furnished by a

: provider of services to avoid duplicative - -payments under
\,thls tItle for the serwce costs associated with such serv-
ices.”.

{d) CERTIFICATION Sectzon 1835(3)(2) (42 USC. 139an(a)(2))
is amended—, ‘

(1) by stnkmg and” at the end of subparagraph (E)
(2) by stnkmg the penod at the end of subparagraph "
. -and.inserting*; and”, and -
- 3) bv inserting after subparagraph () the followmg
Co o (G) in the case of home infusion: .drug- therapy serv. ‘ p
R 1ces, (i) such services are or ‘were required because the in~ . I
L ‘ dividual needed such. services for ihe .administration of a . - .
i,covered home infusion drug; (i) a plan for f‘umlshmg ‘such -
services has been established and is rewewed periodically
- by ‘a-physician, and. (iii). such services ‘are or- ‘were fur-
' ,mshedwhﬂe the. m‘dmdual is or was under the care of a
w hvsmlan :
S R (e} CERTIFICATION OF Hoxsm INFUSION DRUG THERAPY* Pnovm : , o
BRSO PR R ERS 'INTERMEDIATE:SANCTIONS :FOR NONCOMPLIANCE. — _, - T S
o N (1) TREATMENTAS PROVTDER OF SERVICES: ~—Sect10n 1861(u) - ' : :

Title L Subtite B
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2) Secmon 1861(n} (42 L S.C. 1395x(n)) is amended by adding
o at.the end the following: “Such term does not include any home in-
; ‘ " fusion drug therap\ services described in section 1861(11) or anv
' ' covered outpatient drug used as a supply related to the furnishing
of an item of durable medical equipment. ,
(8) Section 1861(s)(8).t42 U.S.C. 1395x(s)( 8)) 18 amended by in-
‘serting after “dental” the followmg dewces or enteral and paren-
teral nutrients, supplies, andiequipment”.
{(h) EFFECTIVE DATE.—The amendments made by this section
shall apply to.items and services furnished on or after January 1, ;
1998. - ! S . K

| ‘PART2 CHANGES IN MEDICARE BENEFITS To"'
. CONFORM TO GUARANTEED NATIONAL BEN-.
- . EFITPACKAGE | -

' SEC 3111, IMPOSITION OF CAP ON OUT-OF-POCKET EXPENDITURES .
(a) IN' GENERAL. ——Tltle XVIII is amended by addmg at-the end
the f'ollowmg new section: - :

' “an'r ON ‘COST- SHARING INCURRED DURING YEAR

. “SEC 1894. (a) IN ‘GENERAL. —-Notw1thstandmg any. other. pro«
T vision. of: this title, the total amount of cost:sharing incurred by an
-individual in a year (begmmng with ‘2004) with respect to items .
and “services provided to the mdw-xdual under thxs txtle shall be
ubject to a limit equal to—"| - I
= *(1) with respect to items. and services furmshed in 2004,
an -amount,, .equal to: $5,000 mcreased by the average annual :
‘«,:percentage ‘increase in the per capita gross domiestic prodiict
-_(in"current dollars;.as: pubhshed by the. gr ecretary .of Commerce)
*. " during . each of - the years. 1994 through 1998 and by. ‘the na- "
. “tional.medicare growth factors éstablished for each of the years =
771999 through 2004 under section’ 8201(c) o the‘ Guaranteed e
Health Insurance Actof’ 1994,_ and : < e
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R : SEC 3112, REPEAL OF LWIIT ON LIFETIME RESERVE DAYS. OF INPA-
o .. TIENT HOSPITAL SERVICES.

T | ta) IN GENERAL.—Section 1812(a)1) 142 U.S.C. l395d(a’(1 s
. i : . amended by Stnlqng for up 10" and all that follows through pa\-
‘ ment made)”

() CONFORMING A'\IE\"DMEN"I‘S -Secuon 1812 (42 U.S,C:
1390d) 1s further amended —
* (1) in subsection (b)}, by striking paragraph (1} . - : )
(2) by striking subsection (c); and T
{3).in subsection (e), by striking ° subsectmns (b) and . (c) :
“d@nd all that follows through extended care services” and in-
' : " serting “subsection (b), services”.
! . (¢) ADMINISTRATION; TRANSITION -The Secretary of” Health
‘ " and Human Services may take such actions as-the Secretary finds
" appropriate to-adjust the .payments made to hospitals under title
XVIII of the Social Security Act for hospnal semces to take mto
. S account the' amendments made by this section...
N S : SEC 3113. COVERAGE OF SERVICES 'FOR INF&N‘I‘SAND CHILDREN
Do “(a) “SERVICES DESCRIBED —Sectlon 1861(s) (42~ USs.C.
Co, o 1395x(s)(2)) is amended — i
T (1) by striking “and’ at the. end of paragraph (12) ,
ey ) by striking the. penod at the end of paragraph (14) and
B msenmg ,and ‘and.
RS Y 3 by msenmg after paragraph (14) ‘the followmg new
L as) newborn.and
- sectlon (OO}, . .
T *16) well child | semces (as deﬁned i subsectmn (pp)(l))'
' ,,pmwded toan’ mdwxdual who is- under 19'years "
A7) medically necessary. and. -appropriate” heanng alds
'provlded to an individual:who'is under-19 yéars .of age. (in ac-
*cordance’ w1th ‘such penodzclty schedule ‘as"the: Secretary ‘may -
estabhsh m cons%ltano *with. the’ Academ of .Otolaryngology-

well baby semces (as deﬁned in’ sub. .

He.armgA 0C ,
(b)'SERVICE DEFLNED_

- PHO’B‘OCOPY
'PRESERVAT!ON .
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“(3) The Secretary; in consultation with the American Academy |-
of Pediatrics, the Academy of Pediatric Dentistry, and other enti-
/ T ‘ties considered appropriate by the ‘Secretarv, shall establish a
o schedule of periodicity: whxch reflects the appropriate frequency
'with which the services referred to in paragraph (1) should be pro-
vided to healthy children.”. ! :
: (2) CONFORMING AMENDMENTS. -Sectzon 1862(a) (42 U.Ss.C ‘
1395y(a)) is amended— |
~ (A) in paragraph, (-
'd () in subparagraph (E), by stnkmg “and” at the
end,
“(ii) in subparagraph (F), by striking the senucolon
-at the end and inserting a comma, and
-(3i1) by addmg at the end the followmg new sub-
L ’ paragraphs : a
' - . S “(G) in the case of, newbom and well baby semces whxch
S are performed - more frequently than is provided under the
o : « schedule of periodicity established by. the Secretary under sec-
: : . tion 1861(00)(2) for. such services, and -
' " *(H) in the case of well-child services, which are prowded .
- ‘more frequently than is provided under thé schedule of perio- - -
. dicity estabhshed by the: Secretary under sectxon 1861(pp}(2 ‘ -
’for such semces, ;and .
I (B).in ‘paragraph (7) by strlkmg sectmn 1861(5)(10)
R and paragraph (1)(B) or under paragraph (1{F)" and in-
oo . serting “section’ 11861(s)(10), section 1861(s)(17), and sub‘
. paragraphs (B), (F), (G), or: (H) of. paragraph ., .- o
_.(3) PAYMENT; WAIVER |OF .COST-SHARING.— . B
(A AMOUNT OF PAYMENT WAIVER OF COINSURANCE —i P
Sectmn 1833(a)(1): (42 Us.C.. 139:)1(3)(1}) as amended by R
ion ; _102(d)(1)(A) 1s‘f1mended——': :

: (n) by stnkmgq he
th.e,, followm

1) “erid ‘the fOHOng' “In 'h case.o a Chlld under;}f'
9.:vears-of g iwith ; n ‘
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“(B) the designing b\‘ such prof‘essxonal of a maintenance _
or- prevention program Lhat Is, appropriate to the capacity and ‘ _ ' \

TN tolerance of the patient and the treatment objectives:
: (C) the instruction |of the. patient, family members, and
any. personnel providing re‘zablhtamon related assistance to the
* individual, in carrying. out such program; and ~ i
“(D) reevaluations of ‘'such program. '
: (¢) GENERAL Corvmammc AMENDMEN‘TS —The Somal Security
Actis amended— .
' . (1) in section 1861(5)(?)(0) (42 U.S.C.. 1395x(s)(2)(C)) by
stnkmg “(C)” and inserting “(C) subject to section 1890(b),”;
: (2) in section 1861(s)(3) (42 11.S.C. 1395x(s)(3)), by stnkmg
“(3) and-inserting “(3) subject to section 1890(a)”; :
. ok . (3):by striking' the second and thxrd sentences of section
PEEE ‘1861(5) and .
: ' » {4 by msertmg aﬁer sectlon 1889 the followmg new sec~ :
;tIOD. i ) i J ’ .
SPECIAL RULES FOR LABORATORY AND DZAGNOSTIC TESTS AND ‘
' SERV'ICES : ;

' “SEC 1890 (a) REQUERING DIAGNOSTIC - LABORATORY AND .
: ~:SCREENING TESTS TO BE FURNISHED ‘IN CERTIFIED SETTINGS.—No .
. payment may be made under this title for any d1agnost1c and
. .. screening test. performed-in ‘any laboratory’ (mcludmg a laboratory
- ... . that'is part. of a rural healthlclmxc or any: .institution considered.a .
=" # - " hospital for purposes:of section 1814(d)); ‘including a routine labora- - -
ST o+ -torytest for. purposes_of-section 1861(00)(1) or section 1861(pp)(1) .
: unless ‘such-laboratory mieéts:the following, requirements: .. <
G If . the . laboratory 5 ‘situated. in' any- State - in- whxch' B . o
‘,State or.applicablé local faw provides:fo "hcensmg ‘of- estabhsh AL T
fthis nature; the laboratm:sr- : - c L B '
‘(A) is'licensed pursuant to such'law, or” Lot
‘(B) is-approved, by the agency.of. such State or- ocal L
ity responsible: or:licensing establishments of this nature, ..
the'standards established fo Such ,hcensmg
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‘ , .
' (A) by striking "and (7)" and inserting "(7)"; and
(B) by striking the period at the end and inserting the
following: *, and 18 ) such deductible shall not apply with
respect 10 screening mammographx as descrlbed in secnon
1861437
: (3) CONFORMING AME\TDMENT —Section 1834(e) 1 (C) (42
U.S.C. 1395m(c)(1)(C)) is amended by strlkmg subject to the
deductible established under section 1833(b),”.
(b) COVERAGE OF SCREENING PAP SMEAR AND PELVIC EXAMS.—
(1) COVERAGE OF PELVIC EXAM; INCREASING FREQUENCY OF
_COVERAGE OF PAP SMEAR. -—Sectlon 1861(nn) 42 U S.C.
1395x(nn)) is amended— |
- (A) in the heading, by stmkmg “Smear and msemng
“Smear; Screening Pelvic Exam”,
(B) by striking “(rin)” and msertmg “(nn)(l)” :
() bv striking “3 years” and all that follows and ‘in-
sertmg “3 years, or dunng the precemng year in the case
' ; of a woman described lin paragraph (3).”; and :
R o e (D) by addmg at the end the followmg new para
o - graphS' : i
©© * “2).The term * screemng pelvic exam’ means an pelvic examina-
g :tlon provlded to a'woman if the woman involved has not- had such
.an examination during the precedmg 3 years, or during, the preced-
. 'ing year in the case of a-woman’ described m paragraph (3} and
e mcludes a clinical breast examination. .
..*(8) A woman described in. this paragraph is .2’ woman who--'
oA is.of chﬂdbeanng age and has not had a test described
Jin ‘this’ subsection during each.of the preceding 3 years that did - , ,
'nat indicate- the presence:of: cemcalwcancer, OF oegoe , T S S
-“(B)-is-at ‘high risk of’ developmg cervical’ cancer (as deter- S o o
mmed pursuant to factors jidentified by the Secretary):”. . -
= (2) WAIVER OF" nsnvcrmm ~The first sentence of section _
42-U.8C. 13951(b)) as amended by sectxon 3113(b)(3)

Prcet

| f 'PHOTOCOPY -
;{ERESERVAWON .

RISK INDIVIDUALS ‘:No payment may be made under this® ‘ ‘ o
part for a screemng:fecal-occult blood test prowded for the o e o e

ry under par'agraph {4) 10’ paymem ma} be made
nder this:part :fo;‘ a. screenmg fecal occult blood test pro- .
th cof
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“(i) in the case of an individual under 60 vears of
age, more frequently than is provided in a periodicity
schedule established by the Secretary for purposes of
this subparagraph or
i “(i1) in the case of any other 1ndmdua1 within the
11 months followmg the month in which a previous
screening fecal-oceult blood test was performed.

“(2} SCREENING FLEXIBLE SIGMOIDOSCOPIES. —
" “(A) PAYMENT AMOUNT.—The Secretary shall estabhsh
a. payment amount under section 1848 with. respect to
screening flexible sigmoidoscopies. provided for the purpose
: of early detection of colon cancer that is consistent with
' payment amounts under such section for similar or related
services, except that such payment amount shall be estab-

t
;
(-
.
i
)

tion.
‘ “(B) LiMrTIiNG COVERAGE FOR NON ELDERLY TO HIGH-
;RISK INDIVIDUALS.—No payment ‘may be made under this
‘part for a screening’ ‘flexible sigmoidoscopy provided for the
. purpose of early detectmn of colon cancer to an individual
- who is under 65 years of age unless the individual is.at

high risk for colorectal cancer (as determined in accord- -

o ._ 7. ance with criteria established by the Secretary). .
‘ ' ~ “O) FREQUENCY LIMITS. -Sub_;ect to -revision by the
Secretary under paragraph (4), no payment-may be made

U - -.under this part for a screening flexible sigmoidoscopy pro- .
: v : ‘ vided to an. mdmdual for the purpose of .early detecnon of

R o .colon cancer if the procedure is performed —
” | .ot %) inthe caséof an'individual under 65 years of

-~ “schedule "established ‘by .the: Secretary for purposes of
~‘~thIS subparagraph or. - '
- “(ii) in the case.of. any other mdw1dua1 w1th1n the
~59 ‘months following the month'in"which a ‘previous

“(3) SCREENING - COLONOSCOPY FOR INDWIDUALS AT HIGH
msx FOR COLORECTAL: CANCER. = .
7 %A) PAYMENT. AMOUNP

;{}colorectal cancer-(as- determined in . accordance thh eri-
“teria established by

ept ‘that-such ‘payment.amount.shall.
be established ‘without .regard to ‘subsection
“'such ‘Section. .+’ g

at. hxgh nsk for olorectal cance
‘»for th" = 3 l-d

e T ; "%C) "FACTORS CONSIDERED“ IN ESTABLISHING CRITERIA

FOR" DETERMINING IND[VIDUALS AT HIGH RISK.—In estab

~..graph, the"Secreta

'plzatfg recogmzed gere. marke

lished without regard to subsectlon (@)2)(A) of such sec-,

age‘ ‘Tore freéquently thian is'provided in a periodicity -

“/screening flexible 51gmoxdoscopy was performed R

L —Thei‘Secretar) shall estabhsh-
8 ayment ‘amount - under section 1848 with-, respect to
‘-screening. colonpscopy for mdmduals at’ high risk: for< R

; , ‘the*Secretary) ‘provided: for “the pur- '«
“Pose of earl _iidetectzcn. f :colon icancer that is consistent’ -
-,paymen: amounts’ under-such sect:on for similar or .-

a)l(2MA) of‘_;f;__.' o

:Screenin, colonoscdpy fof mdwzduals

 lishing: criteria-for determmmg whether an-individual.is at, .~

* high ‘risk.‘for” colorectal cancer ‘for .purposes-of ‘this para- -
shall take into consideration ‘family
“history, prior experienice of:cancer,.a ‘history: of chronic di- .~ o
" gestive, disease - condmon, and fthe -presence.of - any appro- SRR

all ewew' penodxcally e
min; screenmg fecal -

Title III, Subtitle B

o e

B R ANCN 1L AN

. _PHOTOCOPY |
. PRESERVATION
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occult blood tests, screening flexible sigmoidoscopies, and
screening colonoscopy based on age and such other factors
as the Secretan believes to be pertinent. :

“(B) REVISION OF FREQUENCY.—The Secretary, taking
into consideration the review made under clause (i), may

revise from time to. time the frequency with which such

tests and procedures may be paid for under this sub-
section, but no such revision shall apply to tests or proce-
dures performed before January.1, 2002.
“(5) LIMITING CHARGES OF NONPARTICIPATING PHYSI-
CIANS —

“A) IN GENERAL .—In the case of a screemng ﬂemble
sigmoidoscopy provided to an 1nd1v1dual for the purpose of
early detection’ of colon cancer or a screening colonoscopy

" provided to an individual at high risk for colorectal cancer -

. for the purpose of earl) detection of colon cancer for which-
payment may be made .under this part, - if . a
nonparticipating physician provides the procedure to-an in-
dividual enrolled under this part, the physician may . not

charge the individual ‘more than the hmltmg charge (as -

defined in'section 1848(g)2)). .
: - (BY- ENFORCEMENT —If a physician or .supplier Lnow.
. ing and willfully imposes a charge .in. violation of subpara-
graph (A), the Secretary may apply sanctions against such
“physician or suppher -in accordance with - sectmn
: '1842(1)(2) "
1 (2) CONFORMING AMENDMENTS —(A) Paragraphs (1)(D) and.

"(2)(D} of section 1833(a) (42 U.S:C. 13951(a)) are each amended -

S ' - by striking “subsection’ (h)(l) and msertmg subsectmn )
T sectmn 1834 (e)(1),: - '
CoT (B) Clauses (i) and (n) of sectmn 1848(a)(2)(A} (42 US C

o 1395w—4(a)(2)(A)) are each amended by striking “a -service”

R . —and - inserting “a service (other ,than . a screemng flexible :
(f’"“«'- ~ . ... ¢ sigmoidoscopy provided.to:an’ individual for' the ‘purpose of

\l Lt earlys detection ‘of colon:cancer or a screening colonoscopy: pro- .
Ao e o vided to’an-individual at' high risk.for colorectal cancer for the .

’fpurpose of. early detection of colon ¢ancer)”.

), is. ‘amended— ,
riking “and” at; the en of paragraph € 16)

- ani msertmg and”
1) erti

t the erid;and inserting “, and”; and:” ,
(T by'addmgfat the end the followmg new sub

“vided for the purpose of early .detection. of «calon cancer, which -
'j'a§%4 performed mor frequently han is covered under sectlon
1834(e);”

SCREENING FOR E\(UAL*"‘ TRANSMI’I"I‘ED st

~';(C) Sect1on 1861(s).(42: US.C 395x(s}) .as amended by;

stnkmg ‘the penod at ‘the -end. of paragraph (17).'

: .z-(II) in, subparagraph (H) b} stn}ang the semxcolon B o

“(I) in-the case’ of screéning’ fecal occult blood tests, screen .
ng ‘flexible 51gmo1doscop1es and .'screening . colonoscopy pro-- -

= f st et
eemnde vl wad BOEEL B

' PHOTOCOPY

- PRESERVATION
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{1y IN GENERAL.—Section 1861(s} (42 U.S.C. 1395xisi2N,

as amended by secr.ioh 3113(3} and subsection iC)i?HC) is

amended — :
' (A) by stnkmg “and” at the end of paragraph ¢ (17:

(B) by striking the period at the end of paragraph (18)

and inserting ,and and

- {O) by msemng after paragraph {18) the followmg new

paragraph:

“(19) screening for sexually transmitted . dxseases for an in-
dividual over 12 years of age and under 50 years of age who
1is at risk for sexually- transmitted disease (as determined pur-

. suant_to factors identified by the Secretary) and who -has not’

‘ had such a screening during the preceding 1-year period.”.
{2) AMOUNT OF PAYMEN'I‘ WAIVER OF COINSURANCE. -Sec

tion 1833(a)(1)- (42 U.S!C. 1395l(a)(1)), as amended by section.

_3102(f‘) section 3113(b)(3), and subsection (b)(2), is amended—
" (A) by striking “and (S)"'and inserting “(S)”; and

- (B) by stnkmg ;the semicolon at the end and inserting

the following: *, and (T) with respect to screening for sexu-

©ally- transmitted ‘diseases  (as described in section

1861(5)(19)), the amounts paid shall be 100 percent of the = -

- o w17 lesser of the actual charge for the services or the amount
s : -.determined by a fee schedule- estabhshed by the Secretary
'for thie purposes of this’ subparagraph;”. :

isssoo) (42 US.C. 13951(b) as amended by section 3113%)(3);
- subsectlon (a)(2), and subsection (b)(2),. is amended— .
% (A)by striking “and:(9)” .and inserting “(9)"; and

fqllowmg‘ -and (10) such-deductible shall not apply with_
.-respect to screemng for ‘sexually- transmltted d1seases (as™
_described: in section] 1861(s)}19).”. -

- (4) CONFORMING AMENDMEN'I‘ Sectmn 1862<a) {42 us.c.

')(2)(C) is. amended»—-n
Jin; aradraphvl) -

and irSerting:
: (m) i;ly ad ing " ‘

‘and nserting “(T)";
olon-at'th dsa

'(3). WAIVER OF DEDUCTIBLE.—The ﬁrst sentence of sectlon'

- (BY by stn]mng the period at'the end and" 1nsert1ng the

1395y(a)) -as amended1by“~ section- 3113(b)(2) and subsecnon» )

) m vsub aragra' h (H), v tnkmg' and" at the | -

subparagraph (D), by :stngnngh he: semlcolon{" L

o oA oLrnoalhl L PRINILUUS ; : - LUW 4L QuLdie Do

PHOTOCOPY

- PRESERVATION
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berculosis (as™ deséribed- in. section 1861(s)20)), the
. amounts paid shall be 100 percent of the lesser of the ac-
P R -tual charge for the services .or the amount determined by
: - a fee schedule established by the Secretarv for the pur-
poses of this subparagraph:”. N
(3) WAIVER OF DEDUCTIBLE. "_The first sentence of section ' .
1833(b), (42 U.S.C. 13951(b)) as amended by section 3113(b3), ' .
‘subsection -(a)(2), subsectmn ()(3), and subsection (d)3), is : - :
amended— . '
(A) by striking “nd (10)" and inserting “(10)" and
(B) by striking the period at the end and inserting the
following: “, and (11) such deductible shall not apply with
respect to screemngafor tuberculosis (as descnbed in sec-

tion 1861(8)(20)).". 1. - - o PHOTOCOPY

{4) CONFORMING AMENDMENT Sectlon 1862(a) (42 U.S.C.
1395y(a)), .as .amended! by section “3113(b)(2), subsection = PHESERVAT!QN

{©)(2)(0), and subsection. la)(4) is amended—
L - {A)in paragraph(l)—- . '
v @) in subparagraph (I) by smkmg “and” at the
end; . :
, (11) in subparagraph {J) bv strlkmg the semlcolon -
- at the end and" inserting;®; .and”; : o
I SR - {iil) by, addmg at the end the followmg new sub
o e L pagagyaph A
O ~“(K) 1in‘the case of screenmg for tuberculosxs. whxch is per-
SR T formed .more . frequently tha.n' is covered under sectlon
T 1861(5)(20),", and . -
U “(B)in paragraph (7) by smkmg ‘or. (J)" and msemng
: "‘(J) or-(K)”. S
"""‘“""'m’“ 'SEC 3115. COVERAGE OF PREGNANCY RELATED SERV‘ICES AND FAM ,' Smeeel
) ILYPLANNING. e, Coe

amended by sectxons "31 3(a);
3114(e)(1) is’ amended :
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US.C 13931b}> as amended by sections 3113t b)(S} 31141 a)(7)
L~ 3114((3), and 3114(d)(3), is amended— .
/ : _ {A} by stnkmg and {11)" and inserting fll s and

(B) by striking the périod at the end and msemng the
followmg “ and (12) such deducrible shall not apply with
respect to pregnancy- -related services consisting of prenartal

services (described in, section '1861(s)(21)) or to voluntary -
family - planning 'services . (described - in . secnon.

1861(s)(22)).”. - g
(¢) CONFORMING AMENDMENT Sectlon 1862(a) (42 U.S.C.
1390y(a)) as amended by section 3113(b)(2) section 3114(cH2)X(C),
“section 3114(d)(4), and sectlon 3114(e)(2), is amended— ‘
: (A) in paragraph ( = - -
(i) in subparagraph (J), by stnkmg and” at the end
(ii) in ‘subparagraph {K), by strlkmg the semlcolon at
_ the end and msertmg and”

(i) by ‘addmg at the end the followmg LW subpara-' )

-.. ! graphs
- “(L) in the case of pregnancy related semces, which.do not
meet the reqmrements of 'section 1861(s)(21);

L “M)-in the case of: voluntary fannly planning semces,'
“ which do not meet the reqmrements of sectxon 1861(5)(22), ;e

~and

“"(K) (L), or (M),

SEC 3116. EXPANDING COVERAGE OF MENTAL HEALTH AND SUB-'V'V

’ -STANCE ABUSE SERVICES. ,
k i (a) INPATIENT: PSYCHIATRIC HOSPITAL SERVICES -
(1) - SERVICES covgnsn Secnon 1812(a) (42", -U.8: C
: ‘1395d(a)) is‘amended— - .
- .7 (A) by striking’ and” at the end of paragraph (3)

and inserting'“; and”™;:

ital serv

e prior..

(Ii) in paragraph (7) bv stnk.mg’ “or (K) and msemng!

- {BY by stmkmg t’he penod at.the end of paragraph (4)‘. -

(0 by: addmg ‘at’ th '—:end the followmg new paragraph .
(5) mpatlent hosp1tal semces furmshed éamnanly for. the.

primarily for he,; e
illness’ ot substagﬁe abuse .

y-inserting “(other',.than;'serv-;

_sych, trxé ‘:hosp:tal slerswces‘ ~

PHOTOCOPY

PHESERVATIOI\
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consecutive days is not entitled to any services under sec-.

P : _tion 1812(a)(5) (as added by paragraph (1%C)); and
/ ‘ (B) in the case of an. individual who is not described
‘ in subparag'raph and is receiving inpatient psychiatric
_hospital services (as defined for purposes of title XVIII of
the Social Security Act as of the date of the enactment of
this Act) on December 31, 1997, for which-payment may be
made under section 1812 of such Act, the number of days
of services for which;the individual is entitled under sec-
tion 1812(a)(5) (and the number of days applicable under
section 1812(b)(3)) shall be equal to the greater of 60 or
* the difference between 190 days and the number of days
- of such inpatient psychratrlc hospital services furmshed to

the individual prior to January 1, 1998. )

(b) INTENSIVE. RESIDENTIAL SERVICES. —

(1) COVERAGE UNDER! PART A.— Section 1812(a) (42 U.S.C.

1395d(a)), as amended by subsection (a)(1), is amended — -
(A) by striking “and” at the end of paragraph.(4);
(B) by stnL.mg the penod at the end of paragraph (o)
and inserting “; and”; and
(C) by addmg at the end the followmg new paragraph
~“(6) intensive residential services (as described in section
1861(qq)) furnished to an'individual for up to-120.days during
_any calendar year, except!that such services may be furnished
" to the individual for additional days' during the year if nec-
—essary for the irdividual to.complete a course of treatment to
. the ‘extent ‘that the number of days: of inpatient ‘hospital serv-
" ices-deéscribed 'in paragraph (5) that niay be furnished to the
individual during the year (as reduced under such paragraph)
Lo isinot less than 15"
sl g T T T (9) SERVICES DESCR[BED Sectlon 1861 (42 U S C. 1395x)

. as amended by sect10n-3113(b) is further amended by addxng ’

o S . o cat the end the followmg new subsectlon

: ,“Intenswe Re51dent1al Servxces

g fac1ht1es_ ;

treatment programs
() Therapeutlc_ family:

(D) Residential centers’

“(AY 15 1egally authonze to provrde ssuch’ service under the
theS Sta unde

h:s andards e ablishe’"cl

h erid and - 1nsertmg the:following:
;dfa)s determmed b) the

~ KO “(qq)(l) SubJect to paragraph (2) the term 1nten51ve res1den-':f :
, t1al services’ means’inpatient services' provrded in .any of the follow- o

ice u der';paragraph,(l) unles the _emsce 1s furmshed 1n accord
. he .

ac uamended bv stnlung the penod at ;o
reduced ‘by'a- number of
Secretary 50 1 that the’actuanal value"‘ I

11w 144, QUWILLHLWK D
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.~ days of inpatient residential services furnished to the individ-
S : ual under paragraph (6) during the year after such services
, L : Have been furnished to.the. individual for 120 davs dunng the
‘ ' vear (rounded to the nearest day).”.
(4} AMOUNT OF PAY\IENT Secuon 1814 (42 U.S C. 18900
is aménded —
' (A) in subsecnon (b) in the matter precedmg para-
graph’ (1) by inserting other than intensive residential -
. services,’ after‘“hosplce care,”; and -
(B by adding at the end the followmg new subsectlon.

~ “Payment for Intensive Residential Services - o o i

“(m)- The amount of pavment under this part for intensive res1o T
dential services under sectxon 1812(a)(6) shall be equal £0 - ‘
“(1) the; lesser of— *'
““(A) the . reasonable cost of “such semces, as deter- )
mmed under section 1861(v),.or = ‘ ,
- “B) the customar} charges with respect to such sew- - ' ' )
.. ices,. ‘ . : -
*less the, amount a provlder may charge as descrlbed m clause
(u) of section 1866(a}(2)(A) ‘
- : (2 if such services| are. furnished by a pubhc promder of
L _“services or by another provider. which demonstrates to the sat-
. isfaction of the: -Secretary ‘that a significant portion of its. pa-
“tients .are low:i -income (and. requests that payment: be -made
~.under this clause), free of \charge or ‘at-nominal charges to the
""" publie, ‘the- amount detenmned m accordance w1th subsectmn ‘
co e T (b)) and o S . ‘
e Emeet LT e T 3) i (and- for 50~ 1ong as) *the cond1t10ns descnbed in ‘sub- PR L e s el
C : L . section (b)(3).are met; the amounts determmed under the relm- o L .
bursement.system descnbed in such 'section.” I
{c) LOWERING COINSURANCE FOR: CER’I‘A]:N OUTPA'I‘IEN’I‘ MENTAL g

L';"ng‘.mentali A PHOTOCOPY
‘ 'lzthai sllows: thro ;' h: “are mcurred’ :and-in- . PRESERVAT]ON

substance. abuse of an
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