
WITHDRAWAL SHEET 

Clinton Library 


Collection: Domestic Policy Council, Carol Rasco Archivist: rfw 
OAlBox: OA 7454 
File Folder: Immunization [2]' .Date: 8/16/04 

To Carol Rasco from Sara'Rosenbaum Re: Immunization strategy options 7/19/94 P6/B61. Memo 
and meeting I \ P (pta-t'"+'.<:\.\) 

'., 

'( .. . , 
, " 

RESTRICTIONS 
PI National security ciassified information [(a)(l)ofthe PRAj. Bl National security classified information [(b) (1) of the FOIA]. 
P2Relating to appointment to Federal office [(a)(2) of the PRAj. B2 Release could disclose internal personnel rules and practices of an 

agency [(b)(2) of the FOIAj. 
P3 Release would violate a Federal statute [(a)(3) of the PRAj. B3 Release would violate a Federal statute [(b)(3) of the FOIA]. 
P4 Release would disclose trade secrets or confidential commercial B4 Release would disclos" trade secrets or confidential commercial financial information 
or financial information [(a)(4) of the PRA]. [(b)(4) of the FOIAj. 
P5 Release would disclose confidential advice between the President and B6 Release would constitute a clearly unwarranted invasion of 
his advisors, or between such advisors [(aleS) of the PRAj. personal privacy [(b)(6) of the FOlAj. 
P6 Release would constitute a clearly unwarranted invasion of personal B7 Release would disclose information compiled for law enforce
privacy [(a)(6) of the PRA]. ment purposes [(b)(7) of the FOIAj. 

B8 Release would disclose information concerning the regulation of 
. fimmcial institutions [(b)(9) of the FOIAj. . 

PRM Personal records misfile defined in accordance with 44 US~ 2201 (3). B9 Release would disclose geological or geophysical information 
con~erning wells [(b)(9) of the FOIAj. 



JUL-18-199~ 00~0~ FROM OEP SEC HHS TO 9~5628?8 P.01 

Dtr.\Rnlt~r OF UtALTU" .IUMA~ Sl:R\,ICDi ('!lido'S.," 

W&Shiftccoft D.C. ~OJOI 

FACSIMILE 

DATE _J_UL_'_8_1994__ 

TO: (NAME. ORGANIZATION. CITYISTAT~ AND PHONE NUMBf:K) : 

carol Useo 
Assistant to the President 

for Domestic Policy 

456-2216 

FROM- (NAME, ORGANIZATION. CITYISTATE AND PHONE NUMB£P.) : 

Kevin Thutlll 
Chief of Stiff 

690-6133 

RECIPIENT'S FAX NUMB;Jl: ( ) 4.56 ..2878 

NUMBER OF PAGES TO SEND (rNCLUDINCiCOVER SHEET): Ia 
COMMENTS: 



JUL-18-199~ ~~:~~ FROM DEP SEC HHS TO 9~S6:2878 P.~:2 

DfPARTMENT Of HEALTH a. HUMAN SERVICES 0I1et ot Stan 

WaJ!IhinaIm. D.C. 20701 

July 18, 1994 

NOTE TO CAROL RASCO 

This is in QX4ft. We nov believe Robert Pear had an earlier 
draft of the GAO report from GAO. The final report to be 
aeliverea ~oaay aces nOt draw any conClusions and states tnat CDC 
~ays it will be ready by OCtober 1. 

~~/JH
Revin Thurm 
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BBB ,RBSPOJISB TO GAO'S Y~l:B'B8 I'OR as:u.uaBIf :ISSUES 

The GenAral Accounting Office, (GAO) was in the unusual position 
or uVClluClting the Vaccines For Chil4ren (VFC) , l'rogrQlll three 
months boforo tho Oetobor 1 implementation"date, rather than 
after pr()(Jram implementation when results are available. 

Although CAO has identified some areas which need additional 
attention, they have not concluded the VFC program will not bo 
operational l:>y october 1. In its exit. conference, GAO merely
notod that it cannot sa.y if 11115 will accomplish its goal. GAO 
has specifically refrained from reaohing conolusions at this 
::;tage. 

HHS will be able to effectively implement the Vaooines for 
Chll(1ren (vre) program tly fJCl:otler 1. sucn implementat.ion will 
include, available vaccine for partiCipating providers, a 
functioning vaooine ord~ring and distributing system, and 
enrollment of pUbliC providers and partioipation of 80me private 
pl"oviders. Enrollment, particularly of private providaTs, will 
continue beyond the oct~ber 1 start-up date. 

BRS recognizes GAO's seven important catsqories T.'Ala'Ced t.o 
implementing the Vaooines for Children (VFC) proqram and has 
establiShed strategies to assure these, and other, program 
component a are beinq addressed. While HHS agrees 'Chat 
additional, planned aotivities nood to occur, the following will 
help clarify GAO's concerns. 

1. Contract Negotiations 
GAO was oonoerned 'Ch~t ~ontract negotiations may not' be concluded 
in a timely manner. 

cuc has comp!etea the first round of negotiations for all 
contracts. Four cOlltl.'acts bave already been awarded. Remaining 
contraots can ~e awardod in time for program implementation 1£ 
vdccine manufacturers are wl1linq to cooperate. Completion of 
this task is, 1n large part l in the hands of the vaccine 
manufaoturers. 

2. Enrollment 9f Providers 
GAO was concerned that States were behind in their efforts tu 
recruit private providers into the VFC proqram. 

states are operatinqwithin the established timelilla~ for 
provider recrUitment, placing emphasis in July and early huquct 
on provider enrollment to be followed in late Auqust and 
September by vacci.n!;' order placement and vaooine distribution. 
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• 	 The GAO analysis, which occurred in la~e June, makes 
reference to 8 states having mailed "p~ivate provider Kits" 
and 5 states having mailed "Provider Recruitment Kita." 
Thila duell> nut. mecs.ll tbClt;. the other states are J:)ehind on their 
recruitment efforts. States did not view these materials as 
their only recruiting efforts, states 'have already ordered 
and I-'Qceived from CDC 130,000 "priva.te Iprovider Kits" and 
-4,200 "Provider Reoruitment Kits". These kits should be 
sent out shortly by most states. 

Many 	 states havo ohosen to prioritize ~ecruitin9 and• 
f:lnrollment of public health department~, Medioaid providers 
amI community and migrant. lle"lth centeIis, ana rural nealt:h 
olinioG, followed by the recruitment of private providers a~ 
they make informed decisiona about enr~llment. 

In states with universal vaccine sUPpl~ policies (12 states• 
currently), private provider enrollment is viewed as a 
simple t:a$~ wnlcn tney already per~orm ion an annual baais. 

To maximize private provider enrollment, HHS is 0150 WO~kinq• closely at the national level with thQ ~erican Academy of 
Pediatrics, the American Medical Assoc1'at1on, the American 
Aoademy of Family PhYBic~ans, the Natidnal Medical 
Associati.nn, the Interamerican Collagaof Physioians a.nd 
S~rgeons, the American osteopathic ASSopiat:ion , and other 
qroups to obtain optimum private providtl1:r: t!nrollment. 

• 	 prov1~ers benefit from VFC particiPatiob because they can 
receive all vaccines rt!conunended by thel ACIP for eliqible
childr9n at no cost. AooordinglYI this; will return some 
children to their routine provider for comprehensive health 
cal-'e. .. 	 . I 

J , prOVider BejmhUr&~mlZnt . I 
GAO walii oonQcrncd that the administra.tion t'ee caps to be 
establiched by HCFA a.re too hiqh and are bas~d on "charge" versus 
"cost" data. I 

The VFC program includes support and partiCipation from the 
private health care sector. Fees for vaocin~ administration must 
be 6urr1cient it we expect. signifIcant enrollment from private 
providers in the VFC proqt'dlll. GAO has stated. t.hat it understands 
the rationale to cctablish the vaccine administration tee (.;aps 
~aseQ upon ~at.a prov1ded by the American Academy of Pediatrioe. 

I 

• 	 The adminiGtration fee caps are based upun "charqe" data 
purcnase~ by HCFA from th~ AmQrican Acadomy of PediatricG, ... " 

reflecting input frolll the privat:e me(Ucal community. 
, 	 I

• 	 These at·e only tee CqP'§' ana. will not normally represent the 
actual chargos providers will req~est of patients, nor the 

I 
I 

http:Associati.nn
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reiitlburse~ent l'ates that prOVider's willi qet from Medicaid. 

• 	
i 

A provider cannot refuse to immuniZe a VFC-eligible child 
ml"!rely bec:au!';Ie t.he pal.'ent cannot afford! to pay the vaccine 
administration fee. I 

4 t yaccin~ Ordering Process i 

GAO was concerned that the ~tates' vaccine ordeTin~ systems would 
not be sufficient to effeotively p~ocQsa orders trom all VFC 
providers before October 1. 	 I 

Providers will aubmlt orders to state lIealtlli J)epartments whiCh in 

turn will SUbmit these oraorG electronicallYi to CDC. From tilere 

orders will be forwarded to the GSA distribu~ion center or 

directly tQ tb~ JllClUU.t'ca\,;I..u..r:urs. . 


GAO hCl~ til..cal..t.:lU tluit the V'CC orC1erlnq sottwareI 1s on tar~et. CDC 
has essontially developed and is presently t$~tlng, with qood
results, the VFC program software to bo used I by the states, ·CDC I' 

anuthe distr1Dutlon center. 	 , " 

• 	 T~ainin9 of about 150 state official~ on the vaccine 

orderinq system software will be complered between July 6 

and July 28. software and computers are alAO being provided 

to tho States during July. I . 


Staff sent by the states to the CDC co1tl~uter trainin~• 
workshops will either manage the system! in their States or 
provide the necessary trainin~ for system operation, with 
CDC technical assistance.available as needed. 

I 

• 	 Grant awards to the states in Gupport o~ 
I 

their vaccine 

ordering and dist.ribution systems will be made the weck of 

July 18, 1994. Somo States are adjusting staff duties to be. 

ready for program implement.ation. Personnel reassignments

will continue until liuch time that now ~taff can be hired. 


I 
5. Vaccine pistribution, Paqkaging gnd Cgotainer Testing 

GAO WAS concerned tbat tnere were no writ.ten \ protocols to test 

vaocine packaqing and distriDution. 


A ~4!e ana ettect1Ve vaCClne supply is the only acceptable 

objective of CDC, GSA, and FDA in develop1nq 'this distribution 

system. These agencies will work closely together to assure that 

L.hlt:> ubjective 1s acnleveCl. 	 I 
'J.'he Omnibus Budget R.econoiliation Act of 1993 (OBM) a.llowed 

S~Clte5 the opPQrt~nity to select their own vaccine distribution 

systems. In so doing, 49 percent or the States chose to entirely 


I 
3 
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manage and operate tbt.<ir own system. An a<l<l1t1onal 3l. percent of 
Statec oh03e to manage and operate their sy~tem to distribute 
vaccinRA to pubU.c al inics, with private pr~vider distribution 
liibippfi!<l <l..i.cectly from Lhv national. vaccine 41stribl;ltion cent7r. 
Only 10 porcant of tha States chose to usc the nat10nal vaCC1ne 
distriDut10n center exclusively. I 

CDC believes the establishment of the vaccine dictribution center 
is the most cost effective means availahlF.! t.o deliver vaccines 
directly to provid.et'G laG ~-equ...i.red 1:Iy law for those Sto.tes that do 
not wish to undertake distribution themselves. According to the 
Association of State and Territorial HealthlOfficials, this view 
is a,160 shared by at le~lIit 4l. sta.tes. l1le nat,lomll vaccine 
dist~ibution oenter was selected only after Icareful 
interpretation of the law, the opinions of ~e vaccine 
m.4nl.1!4";;\..."'.~.·~, I,;Util.. e::JtJ.mAtes baseQ on curren"C manutac"Curer 
shipping charges, and aftor meetings with ~u.iness interests 
representing Wholesale distributors and ahipping companies. 

I 

Both CDC and GSA believe the vaccine. distrilktion center will be 
operational by September 1994. Under optimal oircumstances , the 
GSA wou.ld have prererreC1 more time, but thQ system is "within 
their capacity" and. that of CDC. I 

• 	 CDC has worldwide experiencQ in vaccine tranaport and cold 
chains ~8 evidenced by smallpoX eradication and the 
olimination of polio from the America.s. CDC will uti 1 h:e 
this expertise to assist GSA in va~cinQ delivery. 

The CSA vaccine distribution center will meftt FDA and state• of New Jersey requirements for this pr~cQss. 

GSA will he able to receive vaccine or4ers, properly store• 
the vaccines, ship the vaccines effectively using Federal 
Express, and track and document Shipments.

I 
• 	 FrQQzer installation has boqun Qnd will be completed the 

week of July 11th. Refrigeration "pace is already 
GI.1Cficient and is cOlnplete with Da.ck-UP systems and safety
d,wices inoludinq a qenerator a.nd monit.oring-equiPluent. 

I 
I

• 	 Expertioe in manaqinq p:r;o<1uct,s 1n retr~qerateQ systelnt=; wi-II 
come from 3 priVate engineerin9 firms who are already on
board. 

• 	 All paokaging and shippinq materials will De in accordance 
wi.th safety standards for the Ghippinqiof both vaccines kept 
',,"uitam anct otner vacclnes 1:hat requiTQ l'I"'efrigeration. FDA 
will work with GSA and CDC to assure p~oper packag1ng. 

I 

• 	 Tbe pa.c~a9ing will .be t:eS1:ea and vaccirles will b9 shipped
with analysis of tho cold chain at every vvlnt of transfer 
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between the CSA diatribution center and the various 
dest:inat.ions. i 

I 
I 

GAO was concerned that MHS had no formal ass.essment of 
distribution system Qptions. Although HHS did not fnr.mally
document each step of the pr.ocess, HHS compl'.ted ..n extcnGive 
evaluation or potential distribution system IIoptions. A'summary 
of activities is shown below. 

I
Discussions with congressional staff, wpite HOUGe staff, and• 
Department oCriclals led to the conclusion that, legislativ9 
am"ndJnen~B woro not feasible because (;ui~ legislative cllcsnges 
nee~ed to be bUdget neutral. I 

Early cHao\1ooiona wit.h OtQ.tc5 illili,-,Clt..'tJu! that many were• 
unwilling or unable to take on the rcop:onsibility of 
distributing vaccines to individual proridera. 

.. 	 During discussions with CDC and NVPO st~ff, vaccine 
manufacturers indicated 'that thay wouldl not bid on Federal 
vo.oQine contl"Ql,;ta if required to d.istribute vacc:ine~ to 
individual providers under the price cap. 

. . I 
At lea3t one vaccine manufacturer 'indlcatBd that they would• 
not ~hip vaccine to a private distributor. 

cue had discu$~ions·with HeFA, OMB, and! PHS to confirm their• 
interpretation that distribution COtits 	~ere covered by OB'RA. 

I 
CDC and NVPO staff evalu~te<1 alternativ~ approaehelil to• 
vaccine d.istribution, includ.ing cuntracting with third party 
distributors. . . i 

• 	 Given the complexities of establishing a "prime vendor" type 
contract distribution sYBtem, 8$ well as evidence that at 
least one manufac'turer would be unwilli~g to ship to a 
distribution contractor, the OCtober 1 implementation date 
would have boon seriously jeopardiae~ by a decision to go
forward with a commercial distribution oontract. 

CDC, GSA, and Federal Express arc pli:lnning toI test. t.he 
effectiveness of the Vaccine distribution eyotem with specific 
analysis of the cold-~hain trom packing through delivery. In 
1~t~ ,July, this: will be clone th1:ou'.i,jll iJQ.cAClging analysis and 
temperature measurement of a number of test Shipments sent to 
v~riou3 destinations within the Unitad States. ' 

: 

5 
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6. AC20untability 	 I 
GAO was ·conc·erned that the VYC accountability system does not 
dOCUlllent ~n audit trail and report information on each VFC child 
such that only eliqible children receive VF~ vaccine. 

The moat important accountability goal is to assure that children 
receive vaccinea. Several opportunities exist to address th;~ 
need, such as, 	 I· 
• 	 d.oveloping registry systems to specifically monitor ea<.;b 


child's immunization statua. I 

• 	 t<u:qeting Immunization Action Plan fUmUnq to work with 


provid.ers to aaaureproper immuniZAtion, and 

• 	 ~mployinq state surveyg to halp a~~urolappropriate 


vaccinatlon. 
 I 

GAO has agreed that attention must he given to the balance 

bet.ween program accountability and proVider part1c1patl0n. 


l

• 	 VFC requires private physici.an part.icipation. 

• 	 Howovor, m~ny priva~e providor aaaociAiiono, ~~ch Q5 the 
AAP, AKA; and AAFP, and individual phyaicians have 
consistently and pointedly warned CDC that private
physicians would not p~ticipQtc in the pro9ram it paperwor~ 
or other Intrus1vQ 8udtting proc@dures·were a mandated 
requirement. I 

• 	 Thua, in developing an appropriat.e approach t.o program 
accountability, CDC fashioned a ~arget~d and effective 
approach, rather than a.n:. inflexible Federal manda.te, which 
would limit phyaician participation. I . 

GAO noted that the VFC accountability ~yste. does not document an 
audit trail and report information on eaoh VFC child to ensure 
that only eligible children receive VFC vaccine. However, such 
an accountability system ia inconsistent wi*ll a.t least one 
provision of the legislation. Sect.ion 1928(c) (2) (A) (i) of the 
legislation states that nthe provid~r need not independently
verify the answers t.o such (eligibility) questions." Thus, while 
HHS has developed an appropriato Gcreening form to document that 
only el1qible childrenreceivQ VFC vaccine, HHS is not ablo to 
requ~re providers to further document that only eligible children 
rece1ve VFC vaccine. 	 . 

Finanoial aooQuntability and proqr.m evalualion are essenlial 

components of the VFC proor~m. 


• 	 States are. primarily recponsible for monitorinq va.ccine 

uS 4ge, as noted in the VFC "opera.tlonfiiliM~"uall1 and 9rant 

g-uidance. 

6 
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• 	 S~atOG are required to develop effec~ive monitoring measures 
to detect any fraud or abuse or VFC vaccine. These could 
include requiring vaccine usage n~purtinq, I,;unuucting "spot
checks" of providers, or conducting random audita or ~urvoyo 
at providers. 

• 	 To further support accoun~ability at tho stato laval. HHS 
bas provl~ed appropriate control torms, computer
software/hardware, ~echnical assistance, and funding. 

• 	 In additiull, CiS tbe proqram d.evelops, other monitorinq
prooedures can bo implemented to address concerns. 

Individual states can best decide how to tarqet accountability
approaches. Statos have extensive experience with va.ccine usage
and arA ~orA Rw~rA of ~h~ir unique circumctanQ •• and'providor 
practices th~n a Federal entity. 

• 	 A F~doral manda~. roqui~in~ ono national accounting .yatem
would. not be as effective as States dAveloping th.eir own 
customized end targeted review sy~tems. For example, for 
thea :2:2 St~tes indioatinlJ t.bcay wil'l p:a:ovide univorCii:ll 
coverC;lge, extensive paper tracking systems would be 
wasteful, since all children in theae states receive public 
purohas~d vdccines. 

• 	 Almost all states contribute their own State funds to 
purchase vaccine. These st.t.e~ havo an a44e4 motivation to 
implement effective monjtorinq systems to a99ura that State 
funds are also appropriately used. 

\ 

• 	 Many states will also continue to use "vaccine usage
reporting" to C;lCCOunt tor vaccines. 

• 	 states may request VFC funding to establish 9uch oversi9ht 
functions. 	 . 

Federal and. state audit organizations also provide verification 
of vaccine usage. 

• 	 i'orty-three States have Medicaid Fraud Control units 
dedicated to traud and abuse reviews of such Medicaid 
program~. 

• 	 nle HHS Inspector General also haR ~t.~ff nAv~~od ~o 
reviewing HHS programs. In fact, the In~pector General nas 
begun a survey which includas state VFC accountability
procedures. 

7 
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1.... .Erogral'L evalua'~ion 
GAO was concerned that a tormal evaluation plan for the Vi'C 
program was no~ available. 

We ~9ree with the need to properly evaluate the VFC program in a 
timely manner. CDC h~s begun developin9 a plan ~o evaluate the 
effecttveness of the Childhood Im.rnunization Ini~iativa which· 
includes the V'f'C prOYl:ittln. 

CQNSEQUENCES Of NOT STARTING THE vrc PROGRML,ON.,OqOBER---.l
The pot,mtial impaot of' thia issue must be recO<j'nized. Under 
current authorization and appropriation acts, no bacK-up program 
to VFC exists to provide vaccines tbruugh the public sector aft.er 
Septamber 30. If the VFC program were to be terminated or 
delayed, it is possiblp. th~~ ~ R;~nifiean~ public hoalth problem 
could occur due to disruptiun of vaccine supplies. Because 
current vaccine eontraotc expire on september 30, several 
additional months would bP- rp.~1irp~ t~ award now contract~ to 
vaccine manufacturers. Should cantracts be awarded, t.he price
for vaccinas purchased outaiao the VPC progrAm would not be. 
limitAd by ~hQ OKRA vaccina pricQ eap. In addition, FY 05 
appropriations may not be available to CDC in time ~o preclude
disruptions in vaccine supplios. 

Doc # 43101 - 7/19 11:OOpm 

: 
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July 19, 1994 

MEMORANDUM 

TO: Carol H. Rasco 

FR: Sara Rosenbaum 

RE,: Immunization strategy options and meetitl,g 

For the reasons discussed below, I recommend that you schedule for either the end ofthe 
day on Tuesdayl or any time beginning on·Wednesday of next week a meeting to discuss options 
for dealing with the major issues that will arise over the next several weeks as the Department 
process 'With implementation ofthe VFe program. 

Millie and Tracy, my summer intern, have all ofmy telephone numbers and addresses from 
Tuesday afternoon through the end ofthe week ifyou need me. 

,,_.' .. . The attached memo lays out backgr(;)und and my recommended steps. 

,11 am on work travel through the end of the week. •••••••••---as which means that I will not be able to return to full functiona1level until Tuesday 
afternoon at the earliest. Obviously if this meeting needs to happen before that it should, but if 
there is any way to wait I would be grateful. My sense is that for the next several days the 
Department will be dealing with the Bumpers amendment.. They will also need a few days to 
prepare for the meeting I am suggesting. 

i 
i 
I 
I 

I 
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Background 

There are several matters looming on the horizon: 

• 	 the Bumpers amendment Goined by Wydent Danforth and Klug) to enjoin the GSA 
warehouse system as an appropriations matter; 

II a possible Danforth amendment (co-sponsors not yet known) to repeal the program; 

• 	 refusal by manufactuI:ers to bid on the HHS vaccine contracts.. 

The first issue is highly damaging but not lethal. The second two would have a profound 
impact. 

The Department will need the next several days to address the first problem. We then 
have a couple ofweeks' breathing space which should be put to use on developing a strategy for 
.reshaping the VFe program so that it can proceed unfettered. 

Bumpers: It is my understanding (Tuesday. noon) that the Bumpers amendment would 
enjoin the use ofa federal government distribution program and would instead provide for direct 
shipment by manufacturers to state depotst followed by state delivery to local clinics and 
providers. The amendment is not lethal. However, it will require a huge change in the shape of 
the program as it now stands. 

Danforth: Senator Danforth is expected to offer an amendment to kill the entire program 
and return to the status quo, The amendment would be offered during the health reform debate, 

Manufacturer bids: We may well face a situation in several weeks in which no 
manufacturer will bid on the VFC contracts, leaving the Secret8I:Y in the position ofeither (a) 
having no vaccine with which to supply VFC providers or (b) having to purchase vaccine from 
other countries (e,g. t WHO-approved vaccine). I am convinced that if she attempts to pursue the 
latter course the program will be completely enjoined by Congress because ofconcerns over using 
non·FDA..approved vaccine (it would be ironic for us to extoll the importance of the FDA 
approval process and then recommend the importation of non-approved drugs), 

Issues 

Bumpers: Once we know the upshot ofthe Bumpers amendment, we need to know 
whether the Department wants to (a) proceed and tight Bumpers in conference; or (b) accede and 
switch systems. To follow (a) creates a higher stakes position for the President, so we need to 
know people's thoughts on how the fight will be waged. To follow (b) would mean delaying the 
implementation date, with extensions ofthe current 317 and Medicaid systems for an interim 
period, There are some who would say that (b) basically kills the program and returns us to the 
prior status. Bumpers stresses, however, that he does not intend to kill off VFC vaccine as an 
entitlement for children, nor does he mean to knock out the private provider distribution system. 
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Danforth: It is highly likely that people would agree to insert in place ofVFC another 
approach to dealing with children's health needs. Regardless ofwhether we are dealing with a 
mandatory health insurance bill in the Senate (assuming the Majority Leader succeeds in holding 
such abill) or a voluntary plan (assuming that such abill ends up being the floor vehicle) phasing 
will be a highly likely component. 

There are enough people concerned about child health so that a strategy for phasing out 
VFe that is tied to insuring children could be developed. Such a strategy might involve extending 
subsidized coverage to children who have none, rolling, mandating vaccine coverage for children 
who currently hold private coverage, and returning to the basic 317 pro.gram in any state in which 
all children are insured. 

We need to decide whether to fight a VFe repeal 'amendment on an all- out basis or, in the 
alternative, whether we want to move to substitute universal children's coverage for the VFe 
immunization system. Senators Riegle and Kennedy might ofter such a plan. 

In thinking over such a strategy, we need to think about the children's substitute in the 
context ofhealth reform. How much coverage would we insist on (ambulatory only? ambulatory 
plus inpatient? the full benefit package?) Would this be a prOvision only to insure uninsured 
children or also to amend employer plans to require vaccine coverage ofminor dependents (the 
pharmaceutical industry and the AAP favor this). 

Another major issue for resolution is whether to prohibit states that achieve full insurance 
coverage for children from adopting universal vaccine purchase programs for their insured 
children (the 12 states with universal buy for both public and private insurers today, as well as for 
uninsured children). We also need to decide whether to prohibit states which have achieved 
universal coverage from using universal bulk purchase arrangements for their insured populations. 
Among aJl matters, tbe manufacturers place repeal oC the universaJ state option at the top 
or'their list. They will gladly help get all children insured in exchange (or eliminatinl the 
universal program. 

, Manufacturer refusal to bid: There is not too much we can ask the Department about the 
bid process. But they know that they are in trouble if there are no contracts by mid·august. As 
noted. I do not think that the Secretary could buy abroad. Therefore, even ifwe stave off all 
amendments. we will face the "checkmatelt ofno vaccines, which will back-door us right into 
having to change the program, since all of the vaccines for public and private providers are now 
tied up in the VFC contract. Therefore. we need to know how the Department plans to deal with 
this problem. 

Conclusion 

After thinking about this a lot, I have concluded that the bid problem is so utterly 
destructive of the program that, even if the ~endments do not materialize we face the need to 
work fast to have modifications ready that will (a) protect children; (b) protect the vaccine supply 
for children; (c) use the we modifications as a chance to get children the vaccines they need 
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through insurance refonn (which everyone supports). The Department should be asked to 
prepare options fot each ofthese possible problems (as well as other things I might have missed), 
to offer policy proposals and a political assessment of which approach seems best. 

I would specifically ask Kevin Thunn to ready the Department for a presentation in a 
week on: 

• Bumpers and next steps; 

• options for dealing with a floor amendment to repeal the program; 

" the lack of a vaccine bid from the manufacturers. 
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There are few issues closer to my heart than getting our 

nation's kids properly immunized and proventinq n••dlesa dise.ae 

and deA~h. I'm corry I can't ba there with you to address these 

crucial issues in person. 

Last year, the Administration and Congress vorked together 

to pass a major initiative desioned to raise immunization rates 

for pre-schoolers to at least 901, and, just as importantly, to 

keep them. there. 

Months and monthQ of hard work havQ qOD. into fultillinq 

that vision. Workinq with the General Services Administration, 

the states, and the private sector, verve made great strides. 

Our work is not done, but I am confidant that. aa you vill hear 

from Dr. Satcher in a ,moment, our new system vill"be up and 

runninq on october 1. 

I think it's important to note that the GAO, in rele.sinq 

its interim findinqs, specifically stated that it was not making 

any recommendations in its report. 

One of the dictionary detinitions for winteri.- i. 

"temporary." By its very nature, this report is a snapshot in 

time. 

zt there is one meaaaqe I Wi5h to leave with you today, i~ i. 

that ve will meet, and we vill master, 'the challenges cited in 

this report. If our nev system is qiven a chance, you in the 

press vill Pe writing G very different storr come October 1-- and 

an even more q~ovinq story OD October 1, 1995. 

- "ore 
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Nobody ever said that immunizing 90~ ot our Children voul~ 

be easy. But then, nobody said that eradicating smallpox would 

be easy yet that's precisely vhat our great centers tor 

Disease Control and Prevention took the lead in dOing. 

CDC has provided systems and technical training for the 

delivery of vaccine supplies to the most remote corners of the 

world -- and they did it without the Federal ~r••s couriers 

and the state-of-the-art computer hardware and software our 

system incorporates. 

An organization with that track record can certainly safely 

store and deliver vaccines to Little Rock. and Portland f and St. 

Louis, and Madison, Wisconsin. 

The qreatest risks are not ~ose cited by the GAO. The 

qreatest risk is that we overreact to this interim report and 

take some precipitous action that would interrupt our momentum. 

The GAO report itself notes that, despite progress in 

raising immunization levals among preschoolArS~ there remain 

pockets in this country with shockingly low iamunization rates. 

The President's Childhood Immunization Initiative will bring 

tbose iJlElllunization levels up -- and. keep the.• up. It recognize. 

that high costs are among the barriers to getting children 

immunized. 

Tho initiative aaaroaso. the ooat iSSUG, but it also 

provides qrants that vill support states I action plans. 

It will a~so enhance community participation and education 

fol" providers. 

- More 

...."-- .. I 
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And it a1m. to develop improved and combined vaccinee to 

. simplify the immunization scbedule. 

We've already created partnerships with Kajor League 

Baseball, the National FOo~Dall Leaque, McDonald's and others to 

spread the word on immunizing our children. 

This is no time to reverse course. Conqress and the 

President have set a course and our 90a1 1s within reach. 

This is no time to quit. We must press on. We owe it to our 

kids. 

11# 
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.'.~ .. '~ 
D£PARTMENT Of HEAlTH & HUMAN SERVICESt,"4....... 


Cent.", ter DiMJl.qP. Confrol 
and PreventiOn (CDC) 

Atlanta GA 30333 

STA'f&4iII&VT 0' DAVIl) SATCBD, X.D., Ph.D. 
Dlucroa, c::mrrsas FOR. gZ;SBASB COlr":I:'aOL M'D PRBVDI'l'IOB 

Thank yo~. I appreciate the opportunity to speak with you 

this afternoon about & topic that takes us to the heart of the 

mission of this Department and to the heart of my mission as 

01rector Of CDC. There can be nOthing more tmportant to allot 

us than the health of our children. 

The Agency I have the privilege ot representing tOday is one 

of the world's great public health institutions. Time and time 

again, the women and men of CDC have faced health challenges head 

on and met them. We've designed systems to ensure safe and 

effective delivery systems of perishable vaccines in environments 

harsher and with more meager health care structures and resources 

than the United States---in Asia, in Africa, in South and Central 

America. We have been there and know we can get the job dODe. 

The immunization Of children against diseases that can 

disable··even ~ill·-bas bean part of the cornerstone of public 

health. While we have made major progress ill :i.Dam.mizing our 

ehildren, we still have pockets in some inner city and other 

populations where only 2St of children are properly immunized. 

We welcome wholeheartedly the opportunity the Vaceines for 

http:DiMJl.qP
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Children (VPe) and the Childhood Immunization Initiative provides 

to enhance childhood immunization in this country--to reach mOre 

children, including the most needy--through a new partnership 

with states and private health care providers. This program will 

improve the health of children by providing greater access to 

va.ccines. 

As you know, the VFC is just one component- - but an 

absolutely essential component-- of the Administration's 

children's immunizatioo.initiative. The big picture includes 

five ac:::t.iviticul: 

--ImprOVing the quantity and quality of vaccination delivery 

services. 

- -R.educing vaccine costs as a barrf'er to ilmtunization for 

parents. 

--EDbancing community participation, parent and provider 

education and ~ilding partnerships. 

--Improving the measurement of immunizatioa coverage and the 

detection of vaccine preventable diseases. 

--Improving vaccines and simplifying the immunization 

Bc;hedule. 

2 
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The VFC helps us achieve ehe aecoDa of these. It helps assure 

that the high cost of vaccine does not keep parents from bringing 

the miracle of vaccination to their children. It helps us, 

therefore. bria~ sood health to all children, especially those of 

the working poor ana underinsured. 

We are contidenc thac we will have the vaccine for Children 

program up and running on October 1. 1994, the date this 

congressionally manaated entitlement program takes effect. By 

that time, we will have in place all necessary systt:=18 to order, 

purchase and deliver vaccine in a safe and efficacious way. We 

will have enrolled all public clinics in the program. We will 

have set in place the mechanisms for recruiting and enrolling 

private providers, and we will have begun the task of bringing as 

many as possible into the program. Program implementation does 

not depend on-full enrollment of 79,000 private physicians by 

October 1. In developing this program, we have worked very 

closely with the American Academr of Pediatrics and other major 

provider organizations. 

I am sure that many of you are aware that the GAO has 

recently completed an inquiry into the atatuB of preparations for 

thl!! WC and that they have concludecl that some facet. of our 

effort are behind schedule. We agree with that analysis. But I 

must stress that .the GAO report represents a saapahot-·a snapshot 

taken three months before the VFC program is scheduled to begin. 

3 
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We acknowledge that much is yet to be done co make the VfC 

operational by October 1. But all of uS--CCC and our partners 

vitb us today, the FDA and GSA··are committed to make it happen. 

I welcame the careful scrutiny the GAO has brought to our 

efforts. We have learned much fram our interaction with the GAO, 

and we are addressing tbe concerns they have raised. 

It should not be forgotten that CDC has developed 

unparalleled expertise in delivering vaccine safely and 

efficiently. CDC has real world experience in designing and 

implementing systems to deliver vaccine throughout the world. 

This experience helped eradicate smallpox from the world. And it 

has helped bring child immunization programs to children in the 

developing world. We know how to do this job and we will get it 

done. At'the same time, we are taking nothing for granted and 

are mindful of the complexity of our task. We look forward to 

continuing to work in partnership to make the vaccines for 

children a succe.s story for our nation. 
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Plan for testing Packing I Packaging material 

GSA's distribution ofvacciDa MJ. use the specialized coDlIiDm mel parkapg materials 
that hava been developed aad used suceess1UlIy by industry. Packing' paebp,s will be 
tested based upon iDd\lSU)' staDdltds promuIpted by theAmetica.n Society for Testing 
Materia.ls (.ASTM) and the National We Trarasit Association (NSTA). 

Feclex, GSA·s ccz:ttraa carrier, and ActionPak will test GSA's packing canons ill 
c;onsultation with CDC ccperts. A~onPak is a full serviGe professional plC~r.g 
eompany that desigm &nO te$ts packaging. They are members or The NatioMllDstitute 
ofPackaginS. Handlins.t Loaistic EnijD1!!C1 (NIPHLE). 

Plan for testing Shipping prOcess 

there are two aspects to tbe shippiDg process. They are tim.cliness and. a.r.Wysis orthe 
cold ebaiD.. 

Timeliness 

We will ship test canons 'Withcut product to selected participatina States I project sites . 
Random IDd varied. shipmems will be made as pan of GSA/CDC testiDg. 

..".,,,tit nt r.nld r.hal" 

cve; 'wtD provtde GSA 1Irilll 'W~ CUI ,CO'H.Uli in die. ~ prvOllllO»;J, 1..... ,_ 
shipments will OQ£;W' ill AuJUlC. Tat orden receiwd fi'om the CDC will be thippcd by 
GSA durirJa the tatins period. ne providers wiD repon the reaaIt& of these shipments. 
CDC will work closely with GSA mcm.itoring Itld I4viIicg throughout an testma. 

" ....-

http:Materia.ls
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- ."". ,. ... . . ~ . r- - - ....-
maintain freezers in & eolci coDdition at desired temperature setting ter "j, Weeks. GSA 
will regularly cheCk temperature gauges/charts to c=surc tim aproper temperature is 
maintained. FRC&CI' doors ....;n be opaecl for 3 miIlute periods fbr observation of 
~cmperature. This will be done on adaily basis d.u.ri:ag the 2 week testing period. GSA 
will consult with CDC 04 all resWls. 
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(J DEPARTMEST Of HEALTH & HUMAN SERVICES 

Cenlers for Disease ComtOl 
and Prevention (CDC) 

Allanta GA 30333 

USPOBSB TO 'rD GAO UPORT OIl VACCllIBS FOR C!'KILDJtB:II 

Tbe Centers for Disease Control and Prevention i8 confident 
t.hat. it. can. and will meet all of its implementat.ion goals for a 
U.S. vaccine ordering and delivery system :by October 1, 1994. 

The CDC houses many of the world's great. expert. 011 

vaccines, their development and their delivery. Its technical 
experts have helped create safe and effective delivery systems
for peri.hable vaccine. from Namimbia to Indonaaia. 

Working with the states, the General Services 
Administrat.ion, the Pederal Express Corp., and the pharmaceutical
industry, CDC is confident that it is on track to have the 
following elements in place by OCtober 1: 

•• All hardware, software, and transportation systems 
necessary to order, purchase and deliver vaccines vill be tested, 
up and running. The General Service. Admini.tration'e 
refrigerated distribution center will be fully operational. 

-- All public health clinics and federally qualified health 
centers (PQRC) will be enrolled in the program . 

.• Procedures will be in place in all 50 states to recruit 
and enroll private doctors. 

The GAO, in ica int.erim findings, specifically stated that 
it was not making any recommendations in i tB report. One of the 
dictionary definitions for interim is -temporary.· AD interim 
report, by its very nature, is a snapshoe in time. It is not an 
adequate basis for predicting success or failure. It is 
premature to make judgments about this program. 

The following i8 a point-by-point analysis of the GAO'. 
report: 

1. CONTRACT QGOTIATIONS 

GAO observe~ that contract negotiations may not De concluded in a 
timely manner. 

CDC is in the midst of intense negotiations for all 
necessary contracts. Five contracts have already been awarded. 
The remaining co~tracts will be awarded in time for program 

1 
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implementation. assumin9 the vaccine companies negotiate in good
faith. 

2 , PROVIPER RECRUI'IlWjT 

GAO raised questions about the number of private providers 

recruited into the VFC program. 


• 	 States, right nov, are placing emphasis on provider
eurollment, to be followed iu late August and September by
vaccine ordering and distribution. Vigorous recruitment of 
physicians prior to tbis would have been premature and 
W!Ulecessary. 

• 	 States have already ordered and received fram CDC 130,000 
·Privata Provider Kit.- aDd 4,200 ·Provider Recruitment 
Kits· that will be sent out shortly by the States. 

• 	 Staees will,first enroll public health departmenta,
community and migrant health centers, and rural health 
clinics, followed by private Medicaid providers. The next 
priority is recruitment of other private providers. 

• 	 In those states with universal vaccine supply policies (12 
states currently), private provider e~ollmeDt iuto health 
department immunization programs already occurs on an annual 
basis. Recruitment into VFC will be accomplished without 
major difficulties. 

• 	 HHS is working closely with professional physician and other 
provider associations to obtain opt~ private proviaer
enrollment. 

~. ADM+NISIRATIVE FEES 

GAO claims that the vaccine aaministration fee caps are too high
and are improperly based on -charge- instead of -cost-data. 

• 	 These caps only establish the maximum &mounts which 
providers can charge. Providers will not always charge this 
maximum and SOlll8 may not charge at all. Moreover, the 
providers cannot refuse to give a vaccine because of the 
family'S inability to pay. In addition, Medicaid children, 
who comprise over half of vpe eligibles, rill have their 
vaccine administration cost paid by Medicai4, not the 
family. 

• 	 Reliable data on the ~actual cost- of a vaccine 
administration is simply not available and could not be 
obtained in a reasonable manner. Our proposed
a.dministration fee caps are based upon -charge- data 
purchased trom the American Academy of Pediatrics, 

2 
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reflecting input from the private medical community. We do 
not have any valid basis tor discounting this charge data in 
an effort to represent actual cost. 

• 	 Medicaid fees are typically much lower than the amounts paid 
by other insurers or prog~ and do not represent a valid 
comparison. 

j. VACClNi ORDERING 

GAO expressed reservations about the states' ability to 1mplam8Dt
the vacciae oraerial system by October 1. 

o 	 CDC haa developed, &ad 1s presently testing with good
results, the VFe pro9'ram software to be used by the states, 
CDC and thA tlilltl"ibution canter. 

o 	 Providers will submit orders to state health departments,
which in turn will submit the•• ozocloZ'a clootZ'ODica.lly to 
CDC. From there, o.uers will be forvarciAd to the GSA 
distribution center or directly to the manufacturers. 

o 	 Traininl of about 150 Btate otticials on thA vaccine 
ordering system software will be completed by July 28. 
Software and computers are alao beiAg provided to the state. 
during JUly. 

o 	 Staff sent DY the atates to the CDC ~omputer e.-ininl 

workshops vill either manage the system in their Itates or 

provide the neceslary traiuins for system opera~1on. with 

CDC technical assistance available &8 Deeded. 

o 	 Grant awards to the states iD support of their vaccine 
orCering an~ distriDution 8y8t~ will be made this week. 
Some .tates are adj~at1ng atatt duties to be ready for 
program ~lemeutatiQn. 

S. VACCINI PISTRIBUTION 

GAO observed tllat. packaging and Shipping were Dot goint to be 

te.ted prior to implementation. 


o 	 Tbe vacc1ne d1striCUt1on center vill be operational by 

September 1994, operating in tUll compliance with all 

Federal and state re~irement•• 


o 	 CDC and the atates have extensive experience in haadlial the 
d1stritrution of vaccines. We have not 14ent1tied a.ay 
.e;d.QUB .,,,vule.ms vieD P&COi1ng and shipping. 

o 	 ~c haS worldwide experience ill vaccine tranliJport and cold 
chA!na as cv1~ence~ DY IiJmallpox eradication and proviSion of 

1 
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vaccines to refugee. in camps throughout southeast Asia. CDC 
will utilise this experti.e to agsist GSA in vaccine 
delivery. 

o 	 The GSA vaceinodistribution center viII meet FDA and Stato 
of New Jersey requirements tor this process. 

o 	 Freezer and refrigeration space i8 already sufficient, 
complete with back·up systems and satety devices includ1ng a 
g.D.=aeor aDd mcDieoring .~ipme~e. Bxpertis. in maaaging
products in r.frig@rat@d aystem& will come from three 
private tiIJDS who are already oDDoard. 

o 	 Th@ packaging will be tested and vaccines will be shipped 
with analysis ot the cold chain at. every point of transfer 
betwece the aOA conee. ac4 va.iouo 4cstinatioas. 

o 	 CDC, GSA, and Federal Express are plann1ng to test the 
cffcctiv~eae of eho vacciDe 4iotributioa eyatem, with 
specific analysis of the cold-chain from paeking through
delivery. Thi8 will be done. prior to the system going on
liDC, by teat ohipmeAte eeDt to v~riOYB destination. within 
~he United States. 

Ej • ~COUN'l'M%"m 

GAO was concerned that. by relying on the seates to assume 
accQYntabil1ty tor VFC vaccine., BHS will not adequately protect
against misuse of these vaccines. 

o 	 Fiz:aa.ncial acountabi'liCy and program evaluation are essential 
components of the ViC program. 

o 	 States will De reapona1ble for monitoring vaccine U8&ge.
States are required to develop effective monitoring mea.urea 
t.o detect any fra.ud or &bulJe of Vle vacC1ne.--These could 
include requiring vaccine u.age reporttag, CODducting ~spot
CheCks- ot prOViders, or conducting random audits or 8urveys 
of providers. 

o 	 These are tasks the states conSistently parfo~ for the 
existing im&:nunization program and tor which they have 
demonttated competence. 

o 	 To further support accountability at the 8tate leVAl, RRR 
has provided appropriate control fo~, computer
IJottware!bardware. technical aSSistance, &Ad funding. 

o 	 tiAO agreed that atteDtion DIU.It be given to the balance 
between program accountability and provider participation.
Many private provider associations. and individual 
pnysicians have consistently indicated that private 

.. 
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physicians would not participate if excessive auditing
procedures were mandated. 

7. lNALUATION 

GAO observed that a formal evaluation plan for the VFC program 
was Dot available. 

o 	 We agree with the need to properly evaluate the vrc program
in a t~ely manner. CDC, working vith other components of 
HHS, is developing a plan to evaluate the effectiveness Of 
the entire Childhood Immunization Initiative, including
specifically the VFC program. 

8. 	 VACCINE COST 

GAO suggested that the cost of vaccine is not an important
barrier to children receiving immunizations. 

o 	 Cost is clearly an important consideration for poor
families. The cost for a full series of vaccines for an 
infant DOW exceeda $280. Public pu~chase of vaccine., using
several sources of funding, vill make vaccines readily
available to all children. The advantage of the VFD program 
is that it will enable many chil~en to receive vaccinations 
from a physician or private provider, in conjunction with 
other prevention and health care services, rather than 
baving to find a public clinic. 

CONSiiOUENCES' OF NOT STARTING THE yPC PROGRAM ON QCTOBBR 1 

Many states are counting on the VFC program to handle 
vaccine purchase and vaccine distribution for both public and 
private providers. If the VFC program is 4elayed, these 8~aeea 
will have to find alternative means of distributing vaccine to 
public and private providers. In addition, the price of vaccine 
purchased oucs1de the VFC program would not be subject to the 
price cap established under the OBRA 1993 legislation.
Consequently, there could be a major disruption in the 
tmmuD1zat1on or our children and the end result would likely be a 
costlier program, a8 well. 

5 
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ASSOCIATION OF STATE AND TERRITORIAL HEALTH OFFICIALS 
415 Second Street. N,E.• Suite 200. Washington. D.C. 2CXXl2 
(~O'l) ~b400 

ASTRO STATEMENT ON THE VACCINES FOR CHILDREN PROGRAM 

July 19, 1994 

The Association ofSate and Territorial Health Officials (ASTHO), whichrepresents the chief 
health official from each state and U.S. territory. strongly supports any initiative that 
effectively strengthens state health agency capacity to improve immunization rates for the 
nalion's I,;hildren. The Vaccines for Children program, a key component of the President's 
Childhood Immunization Initiative, ofiea the promise of achieving this. By providing state 
health agencies with the resources necessary to equip both public and private providers with 
federally funded vaccines, the program effectively eliminates cost as a barrier to immunizing 
Wlinsured children and offers them protection from a host of deadly vaccine preventable 
diseaseS. 

'Throughout the past year, stales have eollaborated closely with the Centers for Disease 
Control and Prevention and our health care provider colleagues in the private sector, to 
anticipate and resolve potential barriers to successful implementation of the Vaccines for 
Children program. Today. despite the Jess than optimistic report from the Government 
Accounting Office, ASTHO remains committed to assuring successful implementation of the 
Vaccincs for Children program on October 1, 1994. 

States are fully acquainted with the procedures necessary to assure the safety and efficacy of 
vaccine storage and delivery systems. Many states have long histories of success in 
developing and utilizing their own statewide vaccine storage and dislribution facilities. For 
approximaLcly half of the states, the national dlstribution system offers a cost-effective 
alternative to establishing a separate statewide distribution system. 

Implementation of any historic national initiative with the potential to improve the health 
status of so many of our youngest, most vulnerable Americans, requires time, energy and 
commiunem. On October I, this investment will only begiD to return the dividends of 
healthier children-a benefit we will enjoy for yem to come. The program will not be 
flawless on thi~ date; issues will remain that will reqWre the partnership of all of us here 
today to resolve. We must accept this challenge. We urge Congress to recognize the 
investments already p12de in the Vaccines for Children program, and to join states in our 
cOrrunitment to impJement this important immunization initiative as planned. 
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July 15, 1994 
Senator Daniel P. Moynihan 
Chairman 
Senate Finance Committee 
Dirksen Senate omce Building 
Washington., D.C. 20510 

Dear Mr. Chairman: 

One of the major achievements of the first session of the 103rd Congress was 
the President's Childhood Immunization Initiative, a vitally needed program 
to improve vaccme and immunization services to children. 

The Childhood Immunization Initiative was enactecl after close Congressional 
scrutiny showed that several barriers currently prevent our moat vulnerable 
population, infants up to two-years-of-age, from receivinr aae appropriate 
immunizations. These barriers include a decaying immunization 
infrastructure, overburdened public health clinics, inconsistent mesaagea to 
parents and health-care provid8l1l OD the importance of immUJ);';8tion and the 
coats of vaccines and immunization services. This i'Citiativa is a multi-faceted 
effort to reduce and eliminate barriers to immunization and to achieve and 
maintain immunization coverap levels of over 90 percent for all 
recommended childhood vaccines. 

But despite these laudable goals, there has been a great deal of 
misunderstanding about the Vaccines for Children Program (VFe), the part 
of the initiative that creates a national system for eligible children to receive 
free vaccines in their doctor's officeR and other appropriate. sites. 

During Finance Committee consideration of the Health Security ~ two of 
our distinguished colleagues argued that the VFC is no longer necessary 
because the most recent data indicates, Umnu'Cization rates for children 0-2 
have alroacl" risen close to 90 percent. Unfortunately, thta is not the case. 

As the accompaDJing chart indicates, national ratea show that we stiJl1ag fu 
be~d in ow: national goal of 90 percent immunization coverage for the basic; 
senes of Vaccma as recommended by the Advisory Committee on 
Imm~atioD~. (ACIP): The basic series of vaccines recommended by 
ACIP 18: four doses of diphthena, tetanus and pertussis; three polio doses; 
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and one dose of measles, mwnpa and rubella vaccine C4DPTlSpolio/lMMR). 
National rates show coverage of oDly 72 percent by aae three for this 
basic BeriCs. Experts, however, attribute this jump in iDmmnization rates 
(from 55 pen:ent in 1992) to national, State, and local efforts to make 
immunization of preschool clilldren a priority and increaaacl aW1U'eDeS8 of the 
importance of vaccinatio1l8 following the measles resurpnce between 1989 
and 1991. 

While relatively high im:z1'1unization rates for specific antige:as do show 
improvement, this does not mean that childl:en have reeeived the appropriate 
combination of recommended vacciD.ea. For a:ample, the chart shows that 
rates for the recommended number of DTP shota (4) inereased ftom 59 
percent in 1992 to 75 percent in 1993, but the overall rate for recommended 
vaccines, as stated above, is stUl 72 percent. 

Du:ring last years consideration of the Cbildhood ImmUDization hJitiative, the 
Admin;stra.tion cited, aDd ol.eazV noted, two 8O'UrCe8 of imm.nni'J8tUm data. 
The first, reproduced from a March 1993 General Accountiag'OfIice report, 
indicated the U.s. was far below in immunization rates far praachool children 
compared with European countries. The second source of data was drawn 
from the 1991 National Health Interview Survey - the most current data 
available at that time. That data indicated extremely low imamnization rates 
for the basic immlJDiz.ations and estimated basic coverage at between 37-56 
percent. 

Immunization coverage in the U.S. is not spread evenl.7. rasultiDg' in Jarge 
pockets of under ..vaccinated children and leaviDg over a quarter of our 
children with inadequate protection. Progress Deeds to be DIade 1lOW, and 
continued i:D. the 1Uture, itwe are to ensure that all our chUdreD. an protected 
against killer diseases. By creating an immunization infrastructure, W8 caD 
ream and sustain the goal of 90 pel"cent ccmrrage for aU. recommended 
vaccinee. The Childhood Immunization Initiative, anel particularly the 
Vaccines for chilclren program, ~ the cornerstone of this endeavor. 

http:vacciD.ea
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1 would like to work with you on implementing this vital program. If you or 
your staff have any queations about this program,pleue feel free to contact 
me or. my staff at 224 4822. 

Sin77" . /~ 

~~.r ~~
'-- " \ ! Donald W. Riegle, Jr. 

. I /"
'-_..... 

enci. 
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(ex!:) 

o 	 1996: our'goal is to eliminate most of the vaccine 
preveftta~le disease. and imauniae children under the age of 
two with 90 percent of the most critical vaccines DY 1996. 

o 	 2000: By the year 2000 we van~ to fully immuniae 90 percen~ 
of America's two year olds. 

PJtOGlWl BLBXElCTS 

1. 	 Improve the quality and quantity of vAccination delivery
services. 

Federal funding to the states and some cities t~ipl.d in 
1994 to $128 million to build up the public health 
infrastructure (the President'. FY 1995 budget request will 
increase this to $175 million). These tunds will be used to 
provide more clinics in uncerserved areas, to extend clinic 
hours, and hire needed staff. Additional funding is being
provided to e5tablish cc.puterimmuni~aticn information 
systems to help remind parents when immunizations are due. 

2. 	 Reduce vaccine costs tor parents. 

The Vaccines for Children Program will provide free vaccine 
to needy children at their provider of Choice. About 60 
percent of children are eligible, including those without 
health insurance coverage, all those who are eligible for 
Medicaid, and Native Americans. The program,becomes 

operational october 1, 1994. 


3. 	 Increase awareness of infant immunizat1on, enhanca community 
partiCipation, and expand private-public partnerships. 

The national outreach program is designed to increase 

awareness of age-appropriate immunization and expand

community participation in the effort to promote proper
immunization. outreach workers and reg10nal meetings will 
help enhance coordination and communication at the grass
roots level. PUblic service announcements have been 
produced for TV, radio, an~ print med1a and toll-tree pbone 
numbers have been established to provide information ana, if 
necessary, to refer callers to local clinics. 
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4. 	 Improve systems to detect disease and measure vaccination 
eovera9'e levels. 

Funding has been provided to states to help detect disease 
BO it can be eontrollod before it leads to opidemica.
Immunization coverage will be measured at the national, 
state~ and local levels to monitor progress and detect 
underimmunized populations. 

s. 	 Improve vaccines and vaccine use. 

Efforts are underway to develop a single childhood 
immunization scbedule. The Initiative will also support
reGoarcb into now vaooines or vaooine oOmbinations. 

·f f f 



THE WHITE HOUSE 


WASHINGTON 


MEMORANDUM FOR LEON PANETTA 


FROM: Carol H. Rasco t~ 
SUBJ: Immunization 

DATE: July 19,1994 

I am somewhat puzzled as to the turnaround in opinion about 
releasing a statement on the President's support for his 
immunization program. I very clearly understood this morning 
th'at we had to be careful about not fighting the sentiment by the 
congressionial members holding the press conference regarding the 
distribution, but I felt you just as clearly stated we should 
support the program ,itself which is what I reported to Secretary 
Shalala. Now forty-five minutes 'before the HHS press conference 
and after work has proceeded all morning on a statement I learn 
from HHS the white House is not releasing a statement. Only 
later did I hear from Barry Toiv on the matter. 

I would appreciate a better understanding. 

Thank you. 

'. 



