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- Iuly 30,1994
- MEMORANDUM
\ TO: Cérol Rasco
FR SaraRosenbaum a R )  ~, R P o
RE Immumzmons | H - |

Tlns memorandum summanzes where we stand as of the end of the week If aesesses_ :
 the status of the HHS negotiations with the manufacmrers warehouse 1ssues, and the -
: compromlse suggested by Waxman ] offlce and where 1t stands. »

1 HHS negotlatxons

According to B1ll Corr on Thursday, 10 out of 15 necessary contracts are s1gned We
will know by next week which contracts are signed and which are not.. However, I do know
. that the two products for which there are no sxgnatures are MMR (Merck) and OPV (Lederle).
This i is still closely held information. However, the Department is eonsuiermg the strategic -
ways in which pressure can be mounted on Merck and Lederle to "cease and desist” in light of
the fact that other manufacturers are commg into lme e

2 GSA warehouse and warehouse b1d
B111 reports that 1f the Bumpers com:mttee amendment is allowed to prevaxl there will
be 2 minimum 4.5 month delay from October 1 in being:able to unplement the program. This
is how long it would take the Department to develop the warehouse bid, collect and evaIuate
" all of t he bids, and award the contracts. If GSA is permxtted to go ahea.d HHS remains
~ convinced that it can make a 10!1194 effecuve date ' «

3. Senator Bumpers and further amendments |

: We assume that Senator Bumpers sull is pla.nmng further amendments as part of either. -

. the appropriations or NHI bxlls It may be that Senator Bumpers still will mount a full effort

** on the Senate floor to eliminate the VEC program this‘'week when the appropriations bill i is
considered. It may also be that nothmg wxll arise untll the NHI floor debate in the Senate

4. Senator Rlegle s eompromxse

. Senator Riegle has worked out compromlse language to be inserted in the NHI bzll. co
.They are now clearing the language with Bumpers and Danforth, Mitchell's staff indicates o
~ thatheis ready to accept it at that point. Debbie i is meetmg with Bumpers is. today to .
\_'determme if he w1ll accept the Relgle package S .
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- 8. Waxman compromxse

 The Waxman staff has outhned a compromlse that calls for a shght delay in the -
- mandate to permit warehouse development, no cutback in children, modification of the
", universal purchase option, and inclusion of the proposal to mandate employer coverage of
immunization and well ch11d care. They will try to get the measure mcluded in the Gephardt
: ‘package : : , X '

, It is unclear whether Bumpers wm wait for NHI or whether we will face a repeal of the

- program this week in the appropriations bill. Apparently there is reason to believe that o
- Bumpers intends to move faster than NHI, although his staff may have rélented somewhat
- Discussion s with Riegle's office today hopefully will bear some fruit, Bill Corr also expects
 to.see Bumpers' staff today, although it is uncléar to me how much Senator Bumpers will
o dxsclose about plans to speed up his amendments ’
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July 28; 1994

Conteys for Diocase c:antrol and Prmntlnn S
1600 Clifton Road |

 Atlunta, Geergis 30333 |

) Dou-u:. amszm

~ Thank you for appaariaq at tha J’uly 21 hea:x.nq of thu Comur.tee

_on Apprepriaticns.  As I mentionsd during the hearing, tho

o202

. subcemmittae mesbers have some additional questions to be
- answered !or ttw ucord A oopy o! thon queatd.onn is at.tauhud. |

- Plaaaa aand your ccmplnmd document +o Richard Larson, C.omittan

priastions, Room 8D-126, Dirksen Somate Offico Building,
mtﬂ Mtﬂﬂ men, Wllhington, D.C., 20510, on or batote -
August 1, 1994, ‘Yo addition, please supply 2 digk of tho

i ducumt and spaaify it .&SCIX. or Wardwn‘act 5 1.

17 you have utiona loau call )Mry Ann Chatfn at
gguuuss‘.m? o ¥ |

m“" Y"“ 0 mh ﬂor your coommtion. R
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1.~ Plunno lndicace tha anount of tund: thnt hnvo boon ohliqatad ,
" to date to {mplanemt the VFC program. Please includes all :

. - obligatiéns by tho General Services Administration and the.

. 'Dapartment of Health and Ruman Sorvices, and apacifigallyr all
" ocosts agsoolasted with devalopment of software and information and .
Aftzliﬂlnz sogeions for atata offiaials; all coats associated with
urchasing prevailing charge data from American Association of
Dad{atxricians; all coats asscciated with purchasing; dovolopinq.
teozting and validating packaging matorials, warehouse oguil £
and the distribution information systamsy all personnel cong“\\

(bsth DHHB and G8A)) nnd uny .other sponding associated with
lemantation of am by activity. Adgitionall tg plnao
°

~ ldentify lllﬁmu:u% funding for sach activity and
authority used to a 1ocata funds from thogo sources.

- 2. The. cauonal Asoauub o:!ioo hnl told ns thnt unnl did nat
compute actual costs to locians for adninutering vacoine -
bacsuse the Dapartmant had no way of actual cogty.
Pleaca roviow the nicrocosting. sr.ud by the Hsalth t:am
| rinancing Adninietration regarding. caau of 500 outpat:innt o
. sarvicas and provids to the subcommittes thood data that aro
molavant t:o ® ac‘cual ccat a! adminutorinq vaccl.noa. .

- 3. le- pmvidn dotailod ifien on DT, &mmtatn‘
radtimony regerding & *femonth transition poricd" for Foderal :
JFinuncial participatioen in t:ha Redicaid program. wo nndaryesnd
the Department’s poliocy i not to require Medicald providers to.
. enrvll in the VP program, Doas Dr. COranstoin’y tostimon rulate:
to that policy? Aftey the transition period, what will L

E Dapartmunt'a . polioy be regarding the Fodaevsl shero of: vacom

Gowtu for uudicnid child=an who racsive vnccinc trcm a providar
‘uho 19 ot unrollod in the vy¥C prcqr&m7 o , |

N -

4. Plaa.ss provida £or tho mcord a copy of tho contract t.ho i
 Gencral Sorviopg Adminiatration has executed with Aeotion Pak emd

- ‘any othar entity foxr davnlopmq, testing, and validating -
“¢packnqinq mataerixls. Ploese inolude all wpocificutions related

to. tho contriet, ap well as ooot astimstes for all metoyials to ,
be devaloped and validated, and, particularly for containeru that

. will bp uvasd to dintrlbute ﬁroean and un!ro:en vaccina in B

ainqle ehipmart.?

8. Dr. Oranntoin 1ndicatcd thxt thn anly activity CDC and G8A
will undortaka rolated to raturns and recille, iB to racord tho

~ excigo tiux arvadit. Please elaborate on-tnat policy, Doas thig
. mEan thbt CDC and Gﬂk wlll not participata in a xacall effart?

N
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Doas thia nean that GSA.will not accapt returns? Ara you awazre
of the YDA regulatioas regarding the gquarantine and disposal of
vacoine uate? Doess al rslan to accapt returns of damaged
~ gooda, mis-shipmants, ovaerorders? If not, how will they bs

" handled? Who will din se of the vacoine? Who will handle phona
and written inquiries z:om providers who have problems with thelir
shipments? If GSA does plan to accapt returns, please prnvido

‘the vost estimates (both funding and PTBs) £or handling
inquiries, rotrieving vacaine and dispoaing of vnocino.. Won't

" these costs have to added to G6A‘s current estimate, sinco -
that cost estimate has no provisions for handling: anuiriel, _
returns, &nd rocalla, or for dinpoaing of vaccino cansint-nt with

?Dl raquirmmcntn?

6. Ax pra-- oont.:.nco en the VFC pruqram lact wsak, nans
.0fficinls indicated they have alraady given the stateg §18
‘million for distributian of vaccine to VIC pruvidcrn. What is
the sourcvo of these funds and undexr what suthordi th;ﬁb .
_obligated? ' Please provide a Generzl Counsel opinion on a r.t.ty
- for ‘allocating funds to states for this purpolo. ‘AB YO
-the CBO estimate of the VFC program costs assumed thac ntaeo-
ivould absord delivery costs nd any delivery costs anludad ir
the capped prica for vacoines. Please provide a dotailed cost
estimate of totnl delivery costs (state and federal) that will be
ingurred annually beyond the cappad price of vaccine. Within thi.
: ultimlti 34 !udaral aaltn, plaano Lnelada all. pﬂfnbdﬁél aolta. |

B Dr. orenstatn indicated in his taltimony that ch otficials

have many years of experisnce in distributing vacaine. - Pleasa
provide the names of CDC personnel who have axpariencs
with the following activities: designing, develop ng, tasting anc
‘validating of containers and packaging materials ta ship vacoine:
to privato physiciane' officas in the U.8.; designing, :
developing, testing and validaEIﬁﬁ““ﬁtanatod information lynt-ne
for ordnr n and billing related te vacoine shipments in the
U 5. doaigning, developing, toeting and validating automated
ormation systems for distribution of vacoine in the U.B.5
- dmaigning, testing, equipping and validating all aspscta of
varshouge atoraga for vaccine in tha U.8. ¥yor each amployae you
identify, please indicate hie assigned reaponsibilitzen rogardin
tho ‘V¥C program and tho !undinc souras £ran vhieck his nalafy 1:
currontly durivad. : ‘ . . o

AJB; whnt Ls tho numbor and cost ot ?TRa that have workad on. tha )
VPC program at CpPC? What 19 tho funding seurco for these PTRA?
What tasks ware thase individuals. working on bafore the v?c B

- progran im?lamantation bagan? B
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9. D:. Oranntain Lndicatod in his teatimony that he ‘han hoon
told that mamy uninsured ohildrun of the working poor receive
'#ell-ohild care from private providers."” What i@ tho source of
‘that information? Please ide an rosearch iindings or other
'iacumnntation to aupport t aonten ion. R

~L0» Plcaae provido datailed cost. nltimutcn of CDC/GBA .
iistribution system if the number of annual shipments are .=
. 700,000; 1,400,000 3,000,000; rather than GBA'a cuxrent L
aatimated numboc of uhipmanca (335 000)

.1, DHHS and GSA otficiala havo laid there is no legal -
saquiremant for GSA to comply with PDA rajulations, but that GBA

741) voluntarily comply. Please provide the General Connsel‘s
cpindon that aupparts the lnsortion that GSA is cxampt fron FDA

’équizements.

2. What iy the policy rnanding fhyaioiana 1n untveraal
mronase stares who do not enroll in the VFC program? Will
shysicians in univergal chase states who do not enroll be
iligible to receive vacoine purchased with vrc Eundn? With

117 !undn? vith state option fundc? . o

.3, Dr. Batchur notnd that a qoal o£ the vrc pwogran ia to qet
thildren out of the public systaem and into p:ivatc medical -
1ffices. CDC racently ralsased diagnoatic studies which look at:
‘agtors {n underimmuniration. One factor identified is missed
pportunities by providors. Does CDC have any data’ to indicata :
hat private providers hava fewer missed osportunities than '
“wbllic clinios? Didn‘t the diagnostic studies show that public
1linias actually had higher coverage :abot of high-riok child:un' ’
,han privato doctorn di S o ‘ , o

»_4. Please provida cho aotuar&al studlaa conductad by acma and
sentioned 1n br. Oronstein'a teatlmony
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Desr Dr. Satchert

Thank you for appaarmc at the July a1 haari.nq of the Committee
on Appropriations. As I montionsd during the hearing, the
suboarmittan meshors have some additional questions to be
answverced for the uccrd. A copy of thoms questions Ls attached.
Pleaea send your completed documsnt to Richard lLarson, Committoo

1pg@o€§iahiona, Hoom 8D-126, Dirksen Somate Offico Bnildxnu,
Taits t8s Sannta, mmton; D,C., 20510, om or bufare
August ), 1994, X@n addition, plsaso supply a digk of the
duuumnnﬁ and espacify If RSLYY, or WordPurtact 5.1. )

¥? you have egtiona, please call Mary Ann Chaifse at
TP P ' ¥

Thank yeu a0 much tar your coopcration..

ek
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1. DPleaso indicate ths amount of funds that have bean obligated

" to date to {mplamemt the VFC program. Pleaseo includs: all '
obligations by the Gonoral Services Administration and the
Depaxtment of Health and Ruman Sorvices, and apeocifiocally: all
costs assooiated with development of software and information and
tnming sagaiong for otatn affiaials; all coats associatad with
wrchasing prevailing charge data from American Asscolation of
ndiatxicians) all ooates asaocciated with purchasing, developing,
teating and wu.dating akaging matorials, waxchouse oqul L.
and the distribution information systam; all personnel uo-m\

- (b&th DHHB and GSA); and any other sponding asmesiated with

lemoantation of the gtoqrm by activity. mmunar, please

identify ulssmm% of funding for sach activity and the
anthority used to allocsta funds from thopo sourcas,

-

2. The Ganoexal Acoocund 0ffice has told us that DHHE did naot
compute actual costs to iolane for administering vacolne
bacsuda the nusamnt had no way of actual couts.
Pleago xuviow the picrocosting study comple by the Health Care
Pinancing adninjetyation rogarding costs of 500 cutpatient
sarvicas and provide to the subcommittes thogo data that aro -
ralavant to the actual cost of pdministaring vaccines.

3. Please provido dotailed ifies an Dy, Crenstein's

cadtimony regrrding & “f-month transitiom poricd* for Poderal
Financial parcicipacion in tha Kedicuid program. wg undorvitand
tha Department’s poliocy iv not to reQquive Medicaid providers to
enrvll in tha VP program, Does Dr. Orenstoin’s tautimogg ralate
to that policy? After the transition period, what will the
Dapartwent’'s polioy be rojarding the Fodeysl shero of vacoine
costy for Hedieaid childzen who receive vaccino from & provider
vho ia not enrelled in the V¥C progran? : :

4. Plonse providae for the record & copy of tha contrast the
Gensral Sorvioes Adminletration has executed with Rotion Pak and
‘any othar entity for daveloping, testing, and validating :
packaging matarixls. DPlesee inolude all wpocificstions related
to tho contrret, ap well as cost estimstos for all metovials to
bhe devaloped and valldated, and, particularly for contalneru thet
will) be nasd to diperibute rrogsn and mmfeoren vaccine (n o
single shiprent. ‘ _

8., Dr. Ovonntaoin ind{catcd that the only activity &nf and GBA
will ondortake rolated to raturms and recills, {8 to racord the
ekciga tax oradit. Please elaboriate on that policy, Doas this
asan thet CC and GSA wlll not participeate in a xoecnll effort?

' fnancasier L pT-%fn-u4 0R-ARPM PD0Y B3
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 Does this mean that GSA will not accapt returns? Are you awaxe
of the FDA regulatioas arding the quarantine and disposal of
vaccine ucte? Does @ lan to accept returns of damaged
goods, mis-ghipmants, overorders? If not, how will thay be
handled? Who will dispose of the vaccine? Who will handle phona
apd written inquiries from providers who have problems with their
shipments? If GSA does plan to accept returns,; please provide
ths vost estimates (both funding and FTBs) for handling

. inquiries, rotriev vacaine and disposing of vaocine. Won‘t

- these costs have to added to G8A’s curront estimate, sinoce
that cost estimate has no provisions for handling anu{rioo,
rvoeturns, and vecalls, or for diesposing of vaccine consiatent with

FOA raquiremonts?

€. At a prass conferencse on the VFC program lagt weak, DRHS
officials indicasted they have already given the stateg $18
nillion for distyibutiaon of vaccine to VIC providers. What is
the sourco of these funds and under vhat suthority wore 1 -
.obligated? Plaase provide a General Counsel opinicon on aunthority
for allocating funds to statas for this purpose. AsS you know,
the CBO sstimate of the VIC program costa assumad that states
vould absorb delivery costs d any delivery costs included in
the caggad.prica for vacoines. Pleass provida a dotailed cost
estimate of totnl delivery costs (stata and federal) that will be
inourred annually bayond the cappad price of vaccine. Within the
osrimate of fsdevral &apen, pleadd (nzlude All parsdnndl aosta.

7. Dx. Orenstain indlcated in his testimony that CDC officials
have many years of experience in distributingagéaaino. Pleasa
provide the names of CDC ggraonnol who have axparience
with the following activitiess designing, developlng, testing and -
- vallidating of containera and packaging materials ta ship vacoines
to privato physiocisns’ officas in tha U.8.; designing L
developing, testing and validating autcmsted information systems
for ordering and billing related to vacoine shipmants in the
U.5.) dosigning, developing, tosting and validating autcmated
nformntion systems for distribution of vaccine in the U.8.;
degigning, testing, equipping and validating all aspecta of
varohouse storage for vaccine in the U.8. Yor each employee you
. identify, please indicate hie assigned responeibilitios reégarding
tho V¥C program and tho funding ssurae fran which his szlary ia
currently derived. ‘ : ‘

8. What {8 tho numbor and cost of PTEs that have workasd en the
VZC program at CnC? What 18 tho funding source for thesa PTRa?
- What tasks were these individuals working on bafore the VFC

progran lmplementation bagan?
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9. Dr. Orenstein indicated in his testimony that he *"has been
told that many uninsured ohildruon of the working poor receive
wall-ohild caxre from private providers."” What ig¢ tho source of
that information? DPlease ide any research findings or other

documentation to support that contention. '

10. Pploage provide dotalled cost estimates of CDC/GSA
distribution syatem 1f the number of annual ahipments aze
700,000 1,400,000y 3,000,000; rathexr than GBA’s curreat
ootimated number of shipmsnta (336,000) . :

11. DHHS and GSA officials have said there is no legal
requirament for GSA to ocomply with FDA regqulations, but that GSA
will voluntarily comply. Pleass provide the General Connsel’s
opinion that supports the assartion that GSA is exampt from FDA

Téquirements.

. 12, What iy the policy :oga:ding fhyaicinns in universal
purchase stares who do not snroll in the VFC program? Will

- physicians in univeorsal chase states who do no% enxoll be
oligible to recoive vaao purchased with V¥C funds? With
317 funde? With state option funda?

13. Dr. Satcher notod that a goal of the VPC program ig to get
children out of tho public systom and into private medical
offices. CDC racently ralassad diagnnatic studios which look at
factors {n nnderimmunirzation. One factor ldentified is missoed
opportunities by providors. Doos CDC have any data to indicate
that privato providers have fewer missed opportunities than :
public clinies? Didn’t the diagnostic studies show that public
aliniaes actually had highor coverage ratos of high-risk childron
than private doctors did? _ g -

l4. Please provide the actuarial studias conducted by HCFA and
mentioned in Dr. Orenstein’s testimony.
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' of HES from expending fueds for storage or distibution of publicly purchased podiatric

~ vaccioe through 2 warehouse snd distribution facility opessted by the General Services
- Admimigtration, unlees such expeaditures are approvad dy the Appropristions Commiteees of =

. both bouscs of Congress. Wemmmmmmnmmmmmm,
mcm*smmmwﬂus 919um,mumstom |
| Waghlazon 2 it —_ i, 501 U.S.
{1991) | A _ , e

, f 'mmmmmmmammmm -

- gingie, fnely wrought end exbasstively considered, proceches” established in Articla I of

mmmwmmammwmmm ,
Chacin. 462 U.S. £ 951. See M ~ V. ty, SOLU.S. &t -

- 21478, m&mm.mmmmmm“mwm

" bouse of Coogress, by scwohutiua and withous preasatmont 10 the Proskiont, W voto pmticube
* dacisions by the Attoraey Geneml. mwwm-&mwtﬁmw
‘achieve that came result throngh the proper cxorcise of its legislative power, thcmtem
~. Wmmmmmmmmm
‘mmmmmnﬁﬁhml -

mmmwmwnmﬂnmmwm"
M view iington Arpgt; thord! the HHS .
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77 R A Washington D.C. 20201
. FACSIMILE

DATE,
10 (NAME, baoANmnon. CITY/STATE AND PHONE NUMBER) :
Carol Rasco

_ Assistant to the President
. for Domestic Polxcy

456-2216

CFROM: - NAVE, oaomm'non CITYISTATE. ANDPHONE NUMBER)

» Kevin Thurm
SChief of Staff

690-6133

N

Rscmmnrs;mxmmsn ( ). 456- 2878

NUMBER OF PAGES 10 SEND (INCLUDING covsx s;mar) .
comms ‘
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Chiaf of Staff

JUL 26 0ot

- MEMORANDUM
T0: .‘éarol_kaéco .
~ Naney Ann Min
‘FROM: Kevin Thurm

' SUBJECT: - Immunization Amendment -

Woehington, D.C. 20201

2

Attached please find a letter from Walter bellxnger at the

Department of Justice to Harriet Rabb concerning the
constitutionality of the immunizatlon amenduent on the HHS

Appropr;ations Bill.

ir desired, DOJ is prepa:ed to tuzn thls 1nto a letter to Senntar
Byrd and Congreeaman Obey. Please call as soon as, possible and

let me know how you want. to proceed. ’

L Lo . o ’
' * N ]

* Attachments

'cc: Ba;bara 5ilby
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" MEMORANDUM T0 BARRIET RABB
GENERAL COUNSEL
,mnnmovmmmmnmvm
" From: Wme
mmmom

Re: HESWBEB

. Imw:mmwmmmwamnﬁmhuww
dﬂukhmnmwm')mmbmmmmmw
of HES from expending funda for stomge or disteibution of publicly purchased podiateic. -
vaccioe through & warehouse snd distribution facilty operatad by the General Services

bt bouses of Congress. We belicve that this provisian is plainly wnconstiretions] ader the
. Supromo W'Whmﬂus 919(19'5) sad Metcpulian

veans 501 U.s.
_ 25’2{1991)

mmhﬁmmmmammmm
singlo, finoly wrought ead exbuostively couskiercd, procecires” established in Atticle ¥ of
”meymm&cwwmawmmw
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. bouss of Coogrees, by sevohutiun aad without prescanmont (0 the Proskionr, 10 veto pativubo
. dacisions by the Attoraoy Geoemal Tho Court beld that whilo Congress had the authority o

- uncorsttom) bacesss Congress Was sxercising that autholty without following the
 bicamers] pussxge wd prescaument procedures set forth in Amticle 1. A
m"'mmwwnmaﬁwwm
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.(3)..

(3)

- (4)

Delete tha "parenchecical-' .-

1928 (&) (3) {(B): delete the phxasa '(including delivary f"
costs and any applicable exclse {ux estublished under .
' section 4131 of the Intermal Revenue Code of 1986)" -

and make confoming amenchenta throughout.

“In 1928{d) {(¢) (B), limit- ‘Srate e;e:‘.oml pu:ahasa to .

- universal purchase states or thosse. ready to become

‘pediatric.
children |through a warehouse and distribution. £ac$.11ty

universa é imediataly {includes any State, as previocusly ‘

digcussed, which, as of 10/1/94, is prepared to provide
all of the required vaccines, as well as St:atas that

. manufactﬂre their own vacciaee)

A34 the fcllowing language: . "In carz'ying out section
1928 of the Social Securi{ty Act, tha Secretary may not
expend 8 for storage or distribution of Qualified
vaccines .for VPederally vaccine-eligible

operated by the Genezal Servicas Admiristration.”

(Language taken di:ectly from Bumpera mmdmant 1

Amend lahguas'e cc allow cuzrrent mdicai.d replacement

programs  (at State-Federal match} ~to coatinue during
~transitiqn period -- : S ‘

1902(a) (32) (D):  clange whetorejcm;aber 1, '19%4" to

.-"J‘aauary ‘1. 19958 , |

N 3
N H
PR

PAGE. 882

PB2

ok TOTAL PAGE.QOE %


http:Med1ca.1d
http:purcsha.8e
http:lteVel:l.ue

AUG 11 94 @6:36PM GWU CHPR

*

(o=

N

2021 K STREET, N.W., SUITE 800 » WaSHINGTON, DC 20052 ¢ (202) 296-6922 » FaX (202) 7850114

-

P.1



AUG 11 "94 B6:3EPM GWU CHPR L - P.2

CENTER FOR HEALTH POLICY RESEARCH

August 11, 199{4
MEMORANDUM
TO: Carol H. Rasco |
- FR: Sara Rosenbaum
| RE: VFC comj:romise proposals
This is an updéte on the status of t?me VFC compromise p:opoéais as theyvnow stand..

Senator Bumpers

I am told that the attached pages may have changed slightly, but they remain essentially
the same. The Bumpers proposal would basically eviscerate the VFC program and would go far
beyond any complaints raised by the manufacturers . It would be bad for children, bad for state
‘health agencies, and bad for private physicians. It basically will leave the President with most of -
his initiative gone and in & position of having seriously backtracked for low income children,

Under the amendment;

1. The VFC program would be repealed insofar as it makes free vaccine available to Indian
children, children served at rural health clinics, and chﬂdren served at health centers. No
manufacturer has ever asked for this,

2, County public health clinics would no longer be able to get VFC vaccines. They would instead
have to get all of their vaccine through the §317 appropriation. This means that if the health
clinics run out of vaccine (because appropriations ar too low) they are barred from receiving any
of the VFC supplies. Already there are certain key vaccines that simply are not stocked at local
health clinics because there simply is not enough money to purchase what is needed. I simply
cannot imagine how the states will react. To the extent that this is being done so that local health
agencies do not have to make the VFC eligibility determination, we could waive that requirement
without depriving them of the vaccines they need.

3. Doctors who do not participate in Medicaid would get no free vaccine from VFC and would
not qualify for payment of the administration fee. This will make the AAP furious.

- 2021 K STREET, NW,, SUITE 800 « WASHINGTON, DC 20052 # (202) 296.6922 « FAX (202) 785-0134
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They have communicated a bottom lme posmon to both the Department and to the

Senate. Under their posmon

1. All VFC-elxgxble chﬂdren would remain ehgxble There would be no ehrmnatlon of any. group of .
children, State health agencies would remain ehglble to pamclpate in the program as well

2. The language restnctmg the delivery price (which led to s big portion of our- problems to begmf o
thh) would be stricken, thereby perrmttmg private dehvery contragts.

3. The Medicaid replacement program, ) whrch is scheduled to expire, would cormnue for several
~ months more 80 that the new dehvery system would have trme to get set up.

4, The optxonal use clause would be limited to states already runmng universal programs or who |
‘are about to begin one by 10/ 1/94 R :
5. Doctors could participate in VFC and not in Medzcaxd thereby hroademng access optxons for
umnsured children.
In essence, the posmon preserves the. prcgram unul such tlme as chrldren are msured
Since there is so httle time left for the VFC problems to be resolved (especxally if the

House adjourns next Friday as is now anticipated), I wanted to be sure that you know the
substance of both proposals at this pomt | . » :
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(1) Delete the "parenthetical® --

1928(d) (3)(B): delete the phrase "(including delivery

. costs and any applicable excize tax established under
gection 4131 of the Internal Revenue Code of 1986)"
and make conforming amendments throughout.

{(2) In 1%28(d)(4)(B), limit State optional puzchase to
univarsal purchase states or those zready t¢ become
universal immediately (inecludes any State, as previocusly
discussed, which, as of 10/1/94, is prepared to provide
all of the required vaccines, as well as States that .
manufacture thelr own vaccines). ‘

(3) Add the folleowing language: "In carrying out section
' 1928 of the Social Security Act, the Secretary way not
-expend funds for storage or distribution of qualified
pediatrie vaccines £for Federally vaccine-eligible
children through a warehouse and distribution facility
operated by the General Sezrvices Administration.®
(Language taken directly from Bumpere amendment.]

.(4) Amend language to allow current Medicaid replacement
programs (at State-Federal match) to continue during
- kyansition pesried -- ~

1903 (a) (32) (D): change "before October i, 1994" to
"January 1, 1335" . o : o o

*% TOTAL PRAGE.QBB] ¥x
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MAINTAIN INTENT OF VIC PROGRAM BY PROVIDING FRESR
VACCINE TO UNINSURED CHILDREN IN PRIVATEZ PROVIDERS’

O?EICBB. e

PROVIDE ?ACCIHB (AT CAPPRD PRICZ) FOR R!DICAID-BI«IGIBLE'
CHILDREN AND UNINSURED CHILOREN IN PRIVATE SETTINGS
THROUGH A REPLACENMENRT PROCRAM, ADMINISTERED THROUGH

‘MEDICAID AND PAID POR WITH 100% PEDERAL SHARE.

- AEBPLACEMINT MUST BE DONE BY MANUZACTURERE OR

r

'ENSURE P2E SCHEDULE FOR ADMINIGTRATION OF VFC VACCINE >

DISTRIBUTORE AT COST. BTATES CAN OFT FOR ALTERKATIVE
DISTRIBUTION S8YSTEM, PROVIDED IT DOES NOT COST MORE -
TAAN REPLACEMENT AND DOZS NOT RESULT IN XORE VACCINE
BEING PURCHASED. (FEDS PAY 100% SHARE OF DISTRIBUTION
CO8TS) . BLIMINATE NEED FOR FEDERAL GOVERMNMENT TO STORE
ngﬁ?nmms VACCINE. (IN LBGISIA’I‘IO!T OR LETTER PROM

BRI
1

BLIMINATE VZC EBLIGIBILITY I'OR CHILDREN TREATED AT STATE
AND COUNTY HEALTH CLINICS. CONTINUE 317 PROGRAM FOR
THAT POPULATION. :

PROVIDE FREE VACCINE TO MEDICAID ?RWIDERS (FOR
MEDICAID CHILDREN) VITHOU! REQUIRING THRY TO ENROLL.

)

h ]

5Y PRIVATE PROVIDERS IS TIED 7O COST, AS OBRA REQUIRES.
NO LIXIT OR OFFIC! VISIT FB3S.

'REQUIRE ACCOUNTASILITY BY PRIVATE PROVIDERS. ALLOW

PATIENTS TO SELF=-DICLARE WITH N0 RZQUIRBMENT TO
DOCUMENT LACK OF INSURANCR BOT REQUIRE PRYSICIANE TO .

REPORT ADMINISTRATION OF VACCINE BY CHILD'’S NAME. *
BUILD IN QUALITY: CONTROL. MECHANISNS FOR FRAUD AND wuss ’

' PUR?QSES .
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7) IMPLEMENT OCTOBER 1, BUT PROVIDE 1008 PEDERAL SHARE FOR
VACCINE €OSTS FOR MEDICAID CHILDREN UNTIL REPLACEMENT
PROGRAME ARE ALL IN PLACE (REPLACEMENT PROGRAMS WILL
NOT B2 IN PLACE BY OCTOBER 1 IN ALL STATES). ALLOW
"ROLLING ADMISSIONE" FOR OTHER PROVIDERE WHO MAY WANT
TO TAKE UNINSURED CHILDREN, BUT NOT MEDICAID CHILDREN,

8) ADMINISTER PROGRAM THROUGH HCPA. CDC WILL CONTINUE TO
NEGOTIATE FOR CONTRALTS WITH MANUFACTURERE AND
DISTRIBUTORS, BUT UNINSURED/PRIVATE PROVIDER ASPECT OF
THE PROGRAM WILL BE ADMINISTERED GHROUGH BCF& (LETTER

FROM PANETTA )

8)  STATES’ ABILITY 70 50 uxxvaasm:. puncmss --SAME AS YOUR
| PROVISIONS. | |
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EXECUTIVE OFFICE OF THE PRESIDENT
Office of Management and Budget

FAX COVER SHEET =~
| FRY

70: Carol Rasco X 6297f
Barbara Chow y & 2¢ og/

John Angell g / Lamusle

FROM:  Nancy-Ann Min
PHONE NUMBER: 202/395-5178
FAX NUMBER: 202/395-57289

COMMENTS: Attached Is a statement re vaccines to be added to a letter going to the
House/Senate Appropriations Commitiees re the FY ’95 Labor/HHS/Education
appropriations bill. Ken Apfel and I worked this out. If you have problems/concerns,

please let me know. this qfternoon.

Date: 8/15/94

Number of Pages (including this page) _
If you do not receive all the pages, please call as soon as possible.
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' KQCC1nes fgr Children (VFC) Program
The Administration cammends the House and the Senate for
fully fundlng the President‘s Immunization Initiative, a’
priority investment program to ensure that all children who do
not have health insurance coverage for immunizations have
access to immunizations at the approprlate age. However, the
Administration has strong concerns about Senate bill language
that could delay the start of the program, which is scheduled
to begin on October 1, 1994. The Administration notes the
Senate’s concerns regarding the distribution system for VFC,
~ however, and has advised Congress, by letter, that the
~Administration will work through the private sector and with
the States to distribute VFC vaccine., 'In addition, the.
HAdminlstratzon is working with the appropriate. authorzz;ng
* committees to make necessary statutory changes to assure that a
" private sector delivery system can be implemented on time. .

‘ The Administration also objects to the Senate provzslcn on
the basig that it infringes on executive authority. 'The
provision. requlres Congressional approval before the Executive
Branch obligates or spends appropr;ated funds for. certain
purposes. While the Administration is willing to comply wlth
the other stated conditions, we will interpret this provision

. to require notification only, since any other interpretation

- would contradlct the Supreme Court. rullng in INS v. Chg@hg
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DATE

- (NAME, ORGANIZATlON. CITY/STATE AND PHONE éWER) :

TO:
Carol Rasco
Assistant to the President
for Domestic Policy .
456-2216 i
FROM:  (NAME, ORGANIZATION, CITY/STATE AND PHONE NUMBER) : -

Kevin Thurm
Chief of Scaff

690-6133

RECIPIENTSFAXNUMBER:( ) _ 56-2878
NUMBER OF PAGES TO SENb (INCLUDINQ COVER S

COMMENTS:

HI

K|
T

(l

. fie:4‘ N

1
ot
S



AUG-25-1994 15:16  FROM TO 94562878 P.G2
. [ Len e e T T R TPy M A . o
9"‘,“““ “, 1 . . .
4 DEPARTMENT OF HEALTH & HUMAN SERVICES Chiet of Statt
% B :
"*'--m ! Washington, D.C. 20201
3 MG 25 t9st
[
K
S !
. i
-156 CAROL RASCO '
o | ~ .
FROM: REVIN THURM "
SUBJE Immunization :
‘ !
Attached please find the latest draft supplied by Mary Ann

Chaf ee.

understand it.

This draft, with sections 3 and 4B, exceeds the
agreament between Senator Bumpers and Congressman Waxman as we

We would like to oppose the addition of these two

sections because they will pose significant problems for states
and providers.

. i

Please let me know if you have any questions or comments.
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) mmtbefanwbxgbﬂhwhmbmndmm »

A BILL

To smend title XIX of the Soclal Seeurity Ast to revise

the program for distribution of pediatric vacdines estab-
lished vmdar the Omnibus Budget Reconailiation Act of
- 1988,

Be it enacted by the Semwé‘m of Represenia-
#ﬁmﬂtqfiho lﬂn&ﬂuﬂ!ihshmrqf¢iﬂ&anux:ta,Cﬁnngvuattunvawbhzz
SECTION 1; SHORT TITLE.

1&&|Amtnmwrbechalasthe‘ﬂhumhu@dbrtnﬁmhvn
Technical Carrections Act of 1994”. |

6 SEC. & TREATMENT OF MEDICAID PROVIDERS 48 PRO-

(8) IN GENERAL.—Seetion 1828(c)(1) of the Social

Security Act (42 U.8.C. 13P6a(a)(1)) is amended—

F.83
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| 2
! (1) by redecignating subparagraphs (A) through
2 (C) as clauses (1) through (t); and R
3 {2) by striking “State, aay hea.llh care provider
4 ¢hat—" and ingarting “Btatom :
5 “{A) sny individusl or entity partieipating
) ‘ uiapmvidumderthe&atephnund_erthi;
7 title; or | |
8 ~ “(B) any other heelth care provider that—
9 . i!' .
10 (b) COXFORMING AMENDMENT. —Sanuon 1928(c)(2)
11 of such Act (42 UB.C. 1898s(c)(2)) is amendedhy gtrik-
12 ing “A provider” and inserting “For purpmes of paras
13 graph (1)(B)(i), 8 provider”, o 3
— 14 m.&mumwmmm&rm
*7 15 CHILINEN IMMUNIZED BY NAME AND TYPR
16 OF VAOCINE ADMININTERED, )
17 Section 1826(c)(2)(A) of the Social Security Act (42

LI RR

BEB NS B

- 18 U.8.C. 1306(c)(2)(A)) is amended by adding at the end-
" 19 the following new olause:

“(iv) The provider will gacount for the
edministration of qualified pediatife vac-
&nesbynmoftbechﬁdknmmdnd and
typedquaﬂﬁedpe&amcmneadmnis
tered in sccordance with gmdalinea issued
by the Secrotary for purposss ofprmntmg

AR ZRT OCOQaDd LR A TR T 1R

49rwm POOCZ &GO
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AUG-25-1991 15:17  FROM TO 91562878  P.GS

AUG (S '94 12:28 ‘ _ PAGE.8@3
Si-25-% 1030 TRON SEATGR B BUMPESS 2.C 10 57080 /i '
G\PAU\?AM - DISCUBNION DRAFT ~ BLO. "
8- '
1 frgad and abuse in the admiistration of
2 the program undar his section”.
3 IE&&WG&WO’M&WO!W
4 - oogme mm;! mwmm nmom
s PRICES. '.‘ .
6 (e) TERBATMENT OF DEFOT DELIVEW: --«Seetion
7 1998(d}3) of the Social Security Adt (&2 USs.C.
8 1398a(d)(8)) is amunded— ’-
9 (1) in subparagreph (B), bty sriking “and any
10 applicable” and ell that follows through “of 1986"
11 . - and ingarting “to State depots”; aud
12 (2} in sabparagraph (C), by zmhns “guch vac-
13  cine" and inserting “‘such vacaine (meluding delivery
14 aosts to Stats depota)”.
—_— 15 (b) ADDITIONAL CONTRAOT Am'ﬁc‘im roz OTHER
‘ @ 16 DELIvERY METHODE.~Scction 1928(6.](8) ‘of guch Ast
17 (42 U.8.C. 1388s(d)(8)) is amended by aﬂd.mtat the end
18 the following new subparagrsph:
SR  %(D) ADDITIONAL OONTEACTING AUTLIOB-
20 ITY POR OTHRR DELIVERY ¥ETHODS.—
21 “(i) IN GENRRAL—With respect to
2  comtracts enterod imto under this eub-
23 . section for pedistric vaccines, the Secretary
24 ‘ shall, at the sequest of u State, negotiate
25 with marufacturers of the vaccines or with

202 £25 2043 P p8=2%-84 j2:a¥PM PUQE 850
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-yi-0 030 FROK SERATGL SRPERS DO M0N0 B
O:\PAU\PAUDAESS DISCUBSION DRAST | 8LO
' < 4 . i
1 ﬁmaedmof-the vaccines to pro-
) vide for the dalim'y of the vaccines
3 through a program described in clause (ii)
4 mmwd’m atvaccmetw
§ a State depot. |
6 ~ “(i) PROGRAM DRSCRISED.~A pro-
7 gram dsseribed in this claase fe- |
8 “I) s replecement program
] ; under which & m.mzfacm or ki
10 osnged distributor supphies doses of a
1y . pediatric veccine to program-Teg-
12 igtored providers administering such
13 | vecsing to federally vaccine-cligible
14 - children and periodically replaces the
s  sapply of such vacsine: or -
16 : “(IT) an alterngtive deuvary -
7 | "mm"vwr&wdbytheSma
18 © under whidh » muﬁmturer or U
..‘.;:19 o meddhtﬁhmmppnmdmofa v

20 pediatrie vexsine o progrsmrag-
21 tstered providers sdministering such
2 . vacsine to federally vaccine-eligitle
2 children and- thst bas been dem-
24 onstrated by the State to remmlt in de-
28 . Iiveryumaa&quaaﬂﬁwoemqines



http:Q;\,"U\JAUM.A3

AUG-25-1984 15:18 FROM

¢ ?

10

i
2

13
14
15
16

17

18

v

20
21

22
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Sy

such costs and quxnﬁtles vmld be
| under o uphoemt proi!'am de-
seribed tn subclaase (0.”
(¢) CLARIFICATION OF PROVISION RELATING TO
QUANTITIES OF VACCINES.—Section 1938(d)(4) of such
Act (42 U.S.C. 18965(dX4)) is amended— |

T0 ‘ ' 94562878
AUG 25 'S¢ 12:29 ’ ,- PRGE . 8a5
08-25-9¢ i%:3HAM  FROH SENATCR 3UME=28 D.& T2 510¢0 . nuﬁ/ﬂli
O:\PAU\FAUD4.588 | DISCUSSION DRAFT - BLC

‘pumhmdthatdcmtmeedwhat»

(1) in the heading, by striking “aNpD 1ExMs OF |

DRIIVRRY"; and | |

(3) in subparagreph (4), by steiking “and deli-
ey o

(d) CLARIFICATION OF PROVISION RELATING TO RE-
PORTS.—Sestion 1028(d)(5) of such Act (42 U.S.C.
1208s(d)(5)) is emondpd—

(1) In the heading, by striking "OE‘.ABGES POR
SHIFPING AND EANDLING” and inserting “BE
PORTS"; and - o

(3) by striking “and i and all that follows
sud inserting & perivd,

(e) CONFORMING AMRNDMRNT --'m heading of sec-
tion 1928(d) of such Act (42 U.S.C. 18983(6)) is amended
by striking “WITH MANUFACTURRRS" . -

P.a7
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VEeLh-34| 10:3624 UG IIMATCR STMPIRS X.C. 70 3708 21012 :
O:\FAU\PAUSGS58 DIBCUBION DRAFT 8L
| 8 :
| | £EG s LIMITATION ON STATS ABILITY TO FUBOHASE VAC-
g 2 CINES AT PEDERAL PRICE.
3 (s) In GeNERAL—Soction 1925(d)(4)(B) of the So-
4 cial Security Act (42 U.8.C. 18965(d)(4)(B)) 1s amended
5 by striking “each Stata” and inserting “each eligxble State -
6 (as desaribed in paragraph (§))"". - q :
7 (b) SraTEs BLIOIBLE TO PURCEASE AT PEDRRAL
8 PRICE DESCRIBED.—Section 1828(d) of such Aot (42
9 T.8.C.1396:(d)) is amended—
10 (1) by redasignating parsgraphs 8 througb
11 . . (7) es peragraphs (6) through (8); and
12 (2) by inserting after parsgraph (4) the follow-
13 {ng oaw paragraph:
14 “(6) STATES ELIGIBLE TO PURCHASE AT FED-
IS EBAL FBICE DESCRIBED— ‘
16 “(A) IN GENERAL A State is ebgible for
17  purposss of paragraph (4)(B) if the! Blate—
18 “(4) iz a universal purdme &ate (as
19 defined in gubparegraph (B)); and _
20 “() does oot have In operation a |
u trust fand or similar mechaniem eousisting
2 of contributions from private antities that
2 ‘provide heslth care or offer or sed healst
24 plans from which amonate are used to ;mr
FA R chase vacaines pursuant to eontracts of the
. as Centen for Dinense Control and Pruven.
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. mation of all children in the State,

pursuant to eoutracts of the Cenmters
far Disease Control and ‘?nvenﬁon

 with vaoaine msmx#actum with cffec-

aur;—zs-xggh 15:19  FROM ' i'r:o | 94562878 P.09 |
auG 25 194 12130 Pl PRGE.B@7
18-33-04 10:36Ad  FROM SENATOR W% o = ’“1" T
. ' Q:\PAU\FAUS4.583 DISCUSEION DRAST . L RJI.C.
1 tion with vmina magufacturers (unless
- 2 mehumfundmmopem:onasofluly
3 1, 1904).
4 “(B) UNIVERSAL PURCHASE $TATE DR
s FNED~— | |
6 (1) IN GENERAL—In paragraph
-7 {(4)(B), the term ‘wniversal purchase state’
8 means any of the fallowing:
9 “(T) A State which has in effent
10 as of July 1, 1994,am&é;iwase
1. program designed to assure immum.
12 zation of all children in-the State with
13 the vaocines specified in subperagraph
14 (0) without charge.
15 “(IT) A Stats which sdvises the
16 Ccntanfm'DxmseCcntrolmdPre-
17 vention as of July 20, 199¢,o:mm-
18 tant o provide the vaccines specified
B in subperagraph (G), , by October
20 1, 1984, providss m.mghvmdnes in

W e wa VR S PW e wwn v
v o N TR et
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AUG-25-1934 15:13  FROM g

34562878

PRGE . BEG‘

a:m 25 *34 12:30 ' | ;&
“8 2%- 94 10:552 FBOH SEFATOR BUI{P"ES AR 4 6111 o ?3?09/915
O:\FAU\PAUWM DISCUBEION Wl’ ' ‘ , SI;C
l _tive dates on or before October 1,
2 1894, |
3 “(IIT) A Stete which manufactur-
4 s aay of the vosines spocifid in
5 subpmmph ©.
6 %(C) YacoNes W-—’l‘he vaccines
1 specified in this subparsgraph sre: ag; follaws:
8 diphtherls, pertussis, tetamus, oral ‘polio, mea-
9 sles, murmps, and rubella.”. ' |
10 (Y ConNFoRMING AMERDVENT.—Section

L4
At et -t et b e [ nd o
D o N1 N W P W N e
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© 1828(d)(4)(A) of such Ast (42 U.8.C. 1398s(d)(4)(A)) is

amended by striking “paregraph (6)" and inserting “‘para-
graph (7)",
SEC. 8. EXTENRION OF VACCINE REPLACEMENT PROGRAM.
Seqtion 1802(8)(32)(D) of the Socjal Security Act
(42 U.8.C. 1396a(8)(82)(D)) is amended by, striking “Oc-
tober 1, 1894” and inserting “Jamary 1, xaes" |
SEC. 7. DISCOUNTED FRICE FORB cxm\m vaccmxs
| UNDES THF PUBLIC HEALTN SEEVICE ACT.
Seotion 317()(1) of the Public Health Sarvies Act
(42 UB.C. 347b(§}(1)) is amended by adding at the end
the following new subparagraph:
“(C) With respact to contracts ¢ntered into uadar

th:sparagraph far a pediatrie vaecine for which the Cen-
tere for Disease Contral and Prevantion (reforrad to in

P.
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* §EC. 8. EFFECTIVE DATE.

AUG 25 'S4 12:38 | ) A1E/014

08-35-4 15:52i  FROM SEFATOR BUMPERS 2% 10 5708 R4S

ON\PAU\PAURG.E83 VISCUSSION DRAFT | aIC
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this sabpersgraph as the “CDCP") had o' contric.in of
fect uader this pmgraph as of May 1, 1998 ‘o price

'forthepumhaseofmchvamahallbeapeadtobythev

CDCPudattﬁxpamgrapI{dtbepm«perdmeofwch
vatcins (incloding delivery costs) exesds the Price per
doseforthevaemeine&ectunﬂamohmnmtascf
fuch date increased by the percentage increase in the

~consumer price Idex for all whan coumers (all items;

United States d'cyaverage) from May 1998 to the month

l;
Ty

~i.f.
1

_ The amendments made by thig Act shal! take effect
as if included in the enactment of ssction 13831 of the
Omnibus Budget Reconoflistion Ast of 1693,
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