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- SmuthKline Beecham
Pharmaceuticals

Jean-Pierre Garnier, Ph.D.
President-North America

‘March 15, 1993 .

Ms. Carol Rasco

Assistant to the President for Domesnc Policy

The White House

West Wing, 2nd Floor
1600 Pennsylvania Avenue

Washington, DC 20500

Dear Ms. 'Rasco:

On February 15, I had the pleasure of meeting with you as part of a group of four executives
representing the vaccine providers in the United States. Following our meeting, I joined these

- same executives in a March 1 meeting with Secretary Shalala and her senior staff, to discuss
the Administration's childhood vaccines initiatives.

SmithKline Beecham is in agreement with your stated goals to immunize America's children.
- We have very carefully crafted a proposal which we believe meets those goals. In addition to
the infrastructure requirements for bette‘r delivery of vaccines, we have addressed the need to
provide all public programs for the needy including Medicaid with the CDC bid price on an
apportioned basis. We feel that our proposal strikes the balance between providing our -
government and its programs with the lowest price on vaccines, while at the same time
preserving a private market, which willjallow for companies to stay in the vaccine business
and continue their search for new and butter vaccines. I presented a working draft of this
proposal to Secretary Shalala's senior staff at a private meeting on March 4, and I would like
to have an opportunity to present it to you at your earliest possible convenience.

I am enclosing an executive summary as well as a more detailed description of the
recommendations that we have made to HHS. I believe that a short presentation of this
proposal would prove very useful to your efforts in crafting a childhood vaccine program.

Sincerély.

Qﬁ%f’

One Franklin Plaza, PO Box 7929, Philadeiphia, PA|19101-7929 Telephone {215) 751 8810. Fax (215) 751 58722.
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FEDERAL IMMUNIZATION PROPOSAL

Exeé:utive Summary

Require all »states to provide Medicaid coverage to all children whose family
income is 185 percent of theE poverty level and require states to cover the
physician’s follow-up office visit needed to complete immunizations.

Avail the: CDC price to Medicaid from all manufacturers who are awarded
the CDC bid as long as CDC bxd quantity includes the needs of Medicaid
programs. In order to ensure the pricing stability of the market place, the
Vaccine Injury Compensation Fund should be restored. '

Replace the CDC winner-take-all system with an appertnoned" bidding’

system which would allccate ta share of the. bid to. all bldders but favormg
the lowest bidder,

Devise a variety of wéys of availing vaccines to Medicaid program$ at the
CDC price. The current propqsal of a "free replacement program may be of
limited utnhty towards enhancing vaccination rates.

Require all private insurers to provide coverage of all AAP recommended
childhood immunizations in thelr plans and make preventive care services,
including immunizations, part of basic health care benefits in any plan that is
adopted to provide universal health care coverage. Preserve the private
sector of the vaccine market :

Simplify the regulatory approval process for vaccinas, particularly the new
combination products, with clearer guidelinas and expedited approval.

Require a multi-pronged approach to improve access, outreach, education
and delivery of immunizations, including a national immunization tracking
and surveillance registry.
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FEDERAL IMMUNIZATION PROPOSAL

PRINCIPLES FOR A FEDERAL IMMUNIZATION PROGRAM

The followmg principles should gurde the development of a federal plan to increase
chrldhood rmmumzatnon rates:

Prmciple 1: Ehmlnataon of Fma‘nciai Barriéré to Immunization

Clearly. the familles of some children face fmancnal barriers to immunization

and these should be addressed through a combination of private and public

approaches. Government heqlth programs that serve needy children should
- be able to purchase vaccmes from manufacturers at the lowest pnces

Principle 2: Preservation of*Healthy Private Market

A private market for vaccines must be preserved to support research and
development of future vaccine products. This includes retaining and
expanding the role of private insurance for immunizations as well as -
“ streamlining the regulatory processes that approve new vaccine products.

Principle 3: Guaranteed Participation| in Public 'Market

All vaccine manufacturers should be auowed to partrcrpate in a competitive

~ federally administered program to purchase vaccines on behalf of all-
government programs. A winner-take-all system extended to an expanded
public market would drive most|companles out of the vaccine business and
make it virtually impossible for new entrants to compete, eliminating
competition (thus dnvmg up pnces in the Iong run) and severely hampenng
mnovataon. :

Principle 4: improved Actess; Outreach, and Restoring Liabllity Protecticn

Experts agree that improved access and outreach are critical to increasing
this nation's childhood rmmumzat:on rates, and universal purchase of
vaccines alone will be insufficlent to increase vaccination rates. Further-
more, tort reform in the long run \and restoration of the Vaccine Injury
Compensation Fund immediately will go a long way towards containing the
cost of vaccines, more so than universal purchase.



RECOMMENDATIONS

Issue 1: Elimination of Financial Barriers

One reason for low immunization rates is lack of Medicaid coverage for children
- whase parents don't meet poverty|guidelines and don't have health insurance..

Recommendation:

Require all states to provide Medicaid coverage to all children whose family income.
Is 185 percent of the poverty level and require states to cover the phys:cuan 'S
follow-up office visit needed to complete immunizations.

Ratxonale

Currently, Medicaid coverage for childhood vaccines is relatively. good, primarily
because the EPSDT program requires states ta provide all medically necessary -
immunizations to the categorically néedy The problem is that eligibility guidelines
can vary by state. .For example, all §tates now cover chlldren up to age 6 from
families with incomes at 133 percent of poverty level. But some states raise the -

aligibility level to 185 percent of poverty Mandating Medicaid eligibility for all
children up to 185 percent of poverty level would guarantee that almost 3 million
more children would be eligible for Medicaid coverage and lmmumzations,
according to Bureau of the Census poverty statistics.

In addition, most experts agree that madequate reimbursement levels provnde )
‘strong disincentive to physicians to Irpmunlze Medicaid patients. Many states
provide no payment for follow-up visits required to complete the immunization

~ schedule. Requiring coverage of these visits should provide enough addmonal
reimbursement so that thSIClanS donl‘t turn eligible children who need
immunizations away.
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RECOMMENDATIONS

Issue 2: Availability of Vaccines to the Needy

All government health programs serving ne‘edy' chnldren"shoul'd be able to purchase
vaccines at the CDC pnces as longias such demand has been represented in the
CDC bid.

" Recommendation:

Guarantee that Medicéid programs 'r!wave the right to purchase vacbines from all
manufacturers who are awarded theI CDC bids at the CDC price as long as the
quantity of demand has been represented in the CDC bld '

Rationale:

To make sure all states have access ta the most favorable prices for vaccines, an
expanded CDC-administered bidding program makes sense. The Medicaid program
could garner significant savings from| CDC pricing for childhood vaccines. By
combining the broadened sligibility with the most favorable vaccine priclng, we
estimate that Medicaid potentially couEd save about 50 percent (or about $50 mii.)
of its total outiay on childhood vaccines (MMR, DPT, OPV, and HiB) while covenng
nearly double the number of children (see next page). '

The concern over the affardably priced vaccines to Medicare programs has been
one of the driving objectives for childhood vaccine reform. However, the
affordability and the long term price stabmty of vaccines are likely to be tied to the
medical-legal environment., The expnratlon of the Vaccine Injury Compensation
Fund Is anathema to long term cost containment of vaccines because manu-
facturers will need to provide for the &ncertainty’ of enormous legal awards, and
physicians need to provide for added rsnalpractxce. When the fund is restored, the
newer vaccines (HiB for bacterial mem‘ngltvs, and HBV for hepatms B) should also
be covered. Indeed, the long term pnce stability of vaccines lies not only in a
mechanism to avail vaccines to the needy alone, but also in tort reform.



SAVINGS TO MEDICAID If FOUR VACCINES OFFERED AT FEDERAL
'DISCOUNT PRICES WITH BROADER ELIGIBILITY

Now:

Proposed >
n eligibla at 159% of povarty ine ege <6 (1)(2) . 8.902.‘060 " Total # of children ellglble ot 185% of povertv!mo age <6 !‘I) 10,i94.0t
he age cohort (3) 1,570,313 # of children In the ege cohort {2} : 1,798,2;
assumed to ba 60% 842,188  Vaccination rate assumed to ba 90% - ‘ 1,618,3
assumed 10 b 90% 1,41 3,282 \ N '
. . . Cost of vaccines _

DPT (4) $3.97 _ ' DPT 8 862

Hib4) - : ———414:55 T Hib (5 . ~ ~ ¢5.1

MMR (4} < $25.29 T MMRIB) , 4183

OPV (4} 3946 S " OPV (5] o ' _ $2.0
icinas S . : 469,28 Total cost of vaccines ' S $428.7
Madlcald: : Vaccine oost te Mndicald . ‘ .
Q9% cavaraga of 159% of poverty $65,834,042 - esguming 60% oavsrage of 159% of povarty - - A 827,078.48
0% covarags of  159% of poverty . 683,751,091 © - assuming 90% covarage of 185% of povarty ' $48,512,80
0% coverage of 185% of poverty $95,806.324 ’ . o

PROJECTED SAVINGS AT 90% COVERAGE  $49,393,524
AT 185% OF POVERTY ‘

o

\ from "Poverty in the United Statas: 1391* ' ’ '

nate of Medicaid poverty line from Tabla 3 Annualized Medloaid Eligibilty Throeholds' itom Nstional Govarnors' Asaodaﬁon. January 1992
ja dota from “Statistical Abstract of the U. S, A, 1981°

og Price fcaom Table 8 "Federal Vaceine Prica Discount, 1991" from "Madicaid and Childhood Immunizations: A National Study”™
ract Price from Table 8 "Fedaral Vaceine Prlcs Discount, 199 1" fram "Medicald and Childhood Immunizations: A National Study®

4



'RECOMMENDATIONS

Issue 3: Guaranteed Participation in Public Market
It is critical that a federal ammumzanon program ensure that multiple manufacturers

participate in the public market so that supplies are adequate and incentives are
strong for the development of new vaccines by existing players and new entrants.

Recommendation:
‘Replace the CDC winher—take-al!'systerﬁ with an "apportioned” bidding system
which would allocate a share of the bid to all bidders at the Iowest bid price

according to a formula. For example

NO. OFBIDDERS -~  LOWESTBIDSHARE ~  OTHER BIDS' SHARES

2 .| 60% 40%
3 o 40% 30%-30%
4 ' 32.5% . 22.5%-22.5%-22.5%

If the lowest btdder could not satnsfy the allotted share, then the other bldders ‘
would be awarded the excess share, at the next lowest bid price. . ‘

‘Rationale:

This expansion of the public market underscores the need to preserve a private
market as well as guarantee the public market requires participation of multiple
competitors. This is so for several téasons. .

First, a sole—suppher situation has serious potent:al commerc:al and techmcal

~ problems. The commercial problem §s illustrated by the shortage of DTP vaccine
experienced in the mid-80s. The teclhmcal problems, according to the 1985
Institute of Medicine report entitled Vaccine I Inn ion, includes
potency variation, stability problems,t guantitative imbalance of microbial
components in polyvalent or combmatnon vaccines, variations in the response to
Inactivation processes, excessxve undesirable biological activity and inadvertent
contamination.

Because vaccine manufacturing requires major investment in a sophisticated ‘
production plant and the establishment of teams with multidisciplinary expertise in
the large-scale production of biolagical products, it ls essenual to preserve a

markaot vith miinta emanofnaecio. ~e oL




Maoreover, without a private market and a guaranteed shara of a large public
market, manufacturers may either lsave the vaccine development business or
decide not to enter it at all. For a new entrant in the childhood vaccine market the
potential disincentives are many--complexity of development, production and
quality control; lengthy _vaccinep‘lmduction processes which may adversely affect
inventory and cash flow; cost of research and development; perception that
vaccines historically have na(:e:wedl less effective patent protectlon than drugs and
apprehension over the hab:hty situation.

Without healthy, competitive public and private markets, the incentives to enter
the market will not be sufficient, eépec;ally for any company that possesses
significant technaological know—how‘r, and is about to commxt considerable resources
in developing new pediatric vaccines.




RECOMMENDATIONS

Issue 4: Mechanism fOr'Availing Vaccines to Medicaid Pro'grams'

How would the "apportioned™ bid system actually work to make cDC vaccme
prices available to state programs? :

Recommaendation:

A number of distribution appro_ach?s could be used and states should be given ihe‘ A
option to select the appro‘ach that makes the most sense for them.

Here are at least two approaches.'

1. ‘State replacement. Where states currently buy vaccines directly from CDC
-and warehouse, and dlstnbute directly or indirectly to Medicaid physicians,
they would continue to do s0, according to an appor‘donmant scheme whlch
may be administered by CDC}

2. State-contracted distribution:| States would allow private wholesalers to bid
for the right to distribute vaccines it purchases to Medicaid physxcnans
within the state, accordlng to an apportionment method :

Caution should be voiced towards the "free replacement" or consignment
approach in the form proposed by sc‘:me manufacturers because it is simply a :
consignment program targeted at hrgh volume Medicaid physicians—not necessarily
all physicians who could enhance the rate of vaccination--and is intended to create
a de facto monopoly of the dnstnbutsen channel within that state at the expense of
retail pharmacies and physician supp;y houses. Moreover, this de facto monopoly
can then be naturally broadened to include the vaccine supply to private patients
as well as non-pediatric vaccines. lnhaed, the long term consequence of this
‘particular program is that the cost of \vaccines will drift up by virtue of the
distribution monopoly wuthin the state.



RECOMMENDATIONS

Issue 5: Preservation of Healthy Private Market

~ Some private insurers do not cover nmmunlzauons This forcas physicians to pass
on costs to parents or to refer ther'n to already overloaded public clinics. A 1990
HIAA survey showed that only 62 percent of commercral msurers provided fu!l
lmmumzatlon coverage :

| Recommendation:

Require all private insurers to provide coverage of all AAP recommended childhood
immunizations in their plans and make preventive care services, including immuni-
-zations, part of basic health care be‘nef ts in any plan that is adopted to provide -
~ universal health care coverage. Such coverage should be first dollar coverage and
include all three components of the tmmumzat;on vaccine cost, administration
cost and the office visit. ,

Rationale:

Requiring all pnvate insurers to prov:de immunization coverage, like the
Commonwealth of Pennsylvania, wohld eliminate any financlal barriers to immuni-
zation for the privately insured and p‘ut a needed emphasis on preventive care as
recommended by the Health Insurance Assoclation of America's 1992 Good Health
Prevention Initiative. Bolstering covelrage in the private sector should relleve public
clinics and alleviate the need for a umversal vaccine purchase program. Long term
savings on the health care system through such broadening coverage in the

private sector is good public policy, as every $1 spent on vaccmatcon will save
$10 on future medncal care.

The elimination of a private market is parmful to the public health interest. The
elimination of the private market will raise the public price because the current
level of private market vaccine prices 'are subsidizing the public vaccine market. If
the price of the public market does not go up, then the number of manufacturers
will go down wthiile certain manufacturbrs on the cusp of entry will not enter as a
result, There is no need to prowde frek vaccines to the insured or to those who
can afford it. :



RECOMMENDATIONS

Issue 6: Reducing the Hurdle for Rapid' AVéilabi!i_ty of New Technology

- The regulatory approval process is cumbersome and mefﬂuent and slows the
~ development of new vaccines. :

"Recommendation:

Speed up the regulatory approval process for vaccines, particularly the new
combination products, with clearer guidelines and expedited approval. Articulate
clearly the regulatory burden of proof for approving combination vaccines, with
the advice of an advisory. commtttée The FDA should be encouraged to propose
measures that will smphfy the approval of vaccmes

Rationale: .

Streamlining the regulatory approval process will help manufacturers get new
. products to market more quickly t& the benefit of all. - One of the more significant
examples of such product technology advancements will be a combination
pediatric vaccine that will contain severa| antigens. This combination will increase
immunization rates by virtue of the reduction of number of injections. Further-
more, as the vaccination schedule of different antigens are unified, there is
potential reduction in the number of physlclans wssts, thus saving signlflcant publlc
“and private funds. .
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Issue 7: Improved Access and QOutreach

Most public health officials agree that the cost of vaccine plays a minor role in the
failure of large segments of the pqpulation to receive vaccinations. Important
factors other than the ones mentlcned above that have been recognized by the
Public Health Searvice and the National Vaccme Advusory Commiittee include the
followmg

lack af education about the benefits of childhood immunization

missed opportunities for vaccing delivery due to the failure to sufficiently link
irhmunization services with other private and public sector (e.g., private
phys:cians, the WIC program, unemployment benefits) mteractlons wlth
persons who are not immumzed :

inadequate tracking of vaccine delivery and the failure to fully fund methods of
providing immunization services|to underserved populatlons (e.g., public health
clinics, outreach programs)

cultural misconceptions regardmg vaccines, and hypersensmvnty to percewed
vaccine risks o

Recommendation:

Require a multlvpronged approach to include

easier and mcreased access to public health clinics and outreach programs

education programs to eliminate the mlsconcapﬂons about immunization and
ensure that information about the need for and methods of obtaining vaccines
is wldely d sseminated :

‘ coordination of Federal, state and|local immunization programs to ensure that

no opportunity to immunize a child is missed

establish a national immunization t‘racking and surveillance registry at CDC to
collect and analyze data on childhood immunizations
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THE SECRETARY OF HEALTH AND HUMAN SERVICES
7 WASHINGTON, D.C. 20201 :

W

e W 3@ypn g ,,‘5.,:1," |
MEMORANDUM TO. THE PRESIDENT ‘

FROM: - DONNA E. SHALALA “?57 —Z\Skﬂ—/?\-—*

SUBJECT: Chlldhood Immunlzatlon Inltlatlve

Based on recent conversatlons with Carol Rasco and Howard Paster,
I believe there is now a coneensus on drafting a comprehensive
childhood immunization initiative for submission to the Congress,
including a Federal unlversa% vaccine purchase provision, to
assure that all children 'in the United States are protected
agalnst vaccine preventable xnfectlous diseases.

In addition to the unlversal purchase provision, the legislatlve
initiative would create a national tracking system. to provide
accurate and timely 1nformatlon about the immunization status of
children and monitor the effzcacy of vaccines, reauthorize the
Vaccine Injury Compensatlon Program, simplify the vaccine -
information materials that are provided to parents, enhance the
capacity of the Center for Dlsease Control to ensure cptlmum
safety and effectiveness of 1mmunlzatlons, clarify the authority
of the Secretary to take approprlate action to protect the
domestic supply of vaccines, |require that all Early and Periodic
Screening, Diagnosis, and Treatment (EPSDT) programs under
Medicaid provide vaccines as |recommended by the Advisory
Committee for Immunization Practlces (ACIP) and approved by the

Secretary, set a Medicaid fee schedule for vaccine administration =

costs at a level sufficient to enlist participation of private
prov1ders, and -encourage addltlonal approprlatlons as reflected
in your stimulus package to rebuild our public health
infrastructure and to expand educatlonal programs.‘

We would like to proceed to.draft this bill for 1ntroductlon by
key congressional supporterslwlthln the next few weeks. We would
encourage the appropriate Committees. to conduct hearings on the
measure but xrefrain from mov1ng the leglslatlon ags a free-
standing bill. . The entlre package would be placed in
reconciliation. . .

Needless to say, we would clcsely coordinate our act1v1t1es w1th
the Whlte House. : « :
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cc:
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"WASHINGTON

‘February 11, 1993

. MEMORANDUM FOR THE PRESIDEN%'

FROM: . . ~ JOHN PODESTX%}@JD ‘

TODD STE

SUBJECT: - Childhood Vaccination Initiative

- Attached is a February 7 - deqlslon memorandum from Donna Shalala

(Tab B) together with a Febquary 11 addendum (Tab A) recommending
a major initiative to assure that American children are
adequately 1mmunlzed agalnst infectious disease.

Sec. Shalala’ =3 1n1t1a1 memo recommended (1) . 1nclusmon of
sufficient money ‘in the economic stimulus package to begin
funding measures to 1mprovefpub11c immunization infrastructure
and (2) introduction of comprehensive legislation == including
universal purchase of vacc1nes by the’ federal government =-- as
quickly as possible follow1ng your February 17. address to
Congress. ' ,

‘OMB raised 51gn1f1cant concerns regardlng the "extraordlnarlly
ambitious" scope of the proposed legislation -- citing such
elements as universal purchase, a nationwide tracking system, and
the creation of a new appropriated entitlement. OMB also raised
concerns about new costs and whether the proposal would fit

" within the resources allocated during preliminary FY 94 budget
decisions. Howard ‘Paster raised concerns about: the potentlalx
adverse 1mpact a free—standlng immunization bxll .could have on
your larger health care 1n1t1at1ve.

In the Addendum, Sec. Shalala proposes that you do the follow1ng

: (1) Announce at tomorrow s ‘event your 1ntent10n to submit,
as part of your stimulus package, an immediate $300 million
infusion of funds to 1mprove immunization services, education and

outreach : . . ’ '
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{(2) Announce: tomorrow that you have dlrected the Secretary”
of HHS to develop a comprehen51ve legislative package; .

(3) Direct the Secretary of HHS to enter into immediate -
negotlatlons with drug manufacturers to provide lower cost
vacc1nes to states for all programs admlnlstered by HHS;

(4) 'Introduce free standlng 1mmunlzatlon blll, 1nclud1ng
universal purchase; within the next few weeks, with prompt

'committee hearings and movement toward a markup =-- but hold the ,

final bill for inclusion in |the reconciliation package.

'Howard Paster sharply dlsagrees Wlth 1ntroductlon of any

~free-stand1ng 1mmunlzat10n bill. See . attached Paster. memo. -

(Tab c)

Carol Rasco has reservations about the recommendation to
introduce separate 1eglslatlon in the next.few weeks, describing
this as a political call in terms of how we deal with Congress
and the drug companies. Her comments are penned ‘in. on the
February 11 Shalala memo. :

Note that the first three recommendatlons could be decmded
without, at this time,’ resolv1ng whether .to introduce the free-
standlng bill recommended by Sec. Shalala. An early draft of
your statement for tomorrow is also attached (Tab D), whlch does
nct reference the fourth recommendation.-

Approveh\\d ] ' Dliapprove [ ]v ' - Discuss [ ,sj
Recommendatlen 2) == Announce develo ment of le 1slatlon
Approv;\T*J 1 Dlsapprove .1 DlSCHSS_[» 1

Recommendation (3

" Approve T~ ] o DiSapproee [ 1 Discuss [V ]

Recommendation -- Introduce free-standing bill
including universal urchase in next few weeks

. Approve [ ] t Dmsapprove [ 1. Discuss [
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HEMORANDUM FOR THE PRESIDEN‘I‘

FROM: DONNA E. mam@ o
: -sus.:rx-;cr; ~ Addendum to |Decision Memorandum of Pebruary 7, 1993

‘' Concerning Legislative Initiative to Comprehens:wely
'Address the | Nation's Ch:x.ldhcod Imm.zatx.on C‘r:.s:.s

that the $300 million is a major investment .in childhood
immunization and should be heralded in this context m -your

years. ‘
We have also developad in consultatlon wvith kay congrasm.cmal staff

the gpecifications for a C'omprehens:.va Lagislativa Initiative that
includes universal purchase of vaceines, tha develepment of a

national tracking system, and other long-range improvements in tha

current immunization program. Since this initiative funds the

. ooz

" We have received the budget passback from the Office of Hanagement ,
and Budget (OMB) which contains $300 million in FY93 immunization
- funding to begin the process of rebuilding our infrastructure and -
- financing necessary education and: outreach activzties. We believe

" announcement tomorrow. Itiwill ena.ble .the Department to initiate
vital activities to overccme the traqlc neqlect of tha 1ast twelve

universal purchase program through naw mandatory spending authority -

and suggeste as an option a special research and daevelopment
investmant tax credit to cncouragc continued research in childhood
immunizations, it has not. claarud OHB and tha Traaaury Dupartnmt
at'. thie tine. . L

We would suggest: that you annmmae tomorrov that you have dlreated

the Secretary of "Health ‘and Human Services to develop a .

- Comprehensive Legz.alatlve Package for garly submission to the
‘Congress without specz.fyn.ng the details. This would enable us.to
work thréugh the specifics with OMB and the Treasury Department and

to build additional support in Ccmgresa.

we believa that the 1ag:.slativa packaga should ultimataly be

considered as part of the| reconciliation legislation and that a

speciric rrunaing source for the universal program be identified in
this context. This should remove congressional concerns about
funding (an option to cons‘iaer is identitying a funding source in

introduced within the next|few weeks and that the committees begin

the introduced bill). We Would recommend that the leglslation be ’,j j

hearings and move toward a mark-up , but tnat the rinal package be

will,

he;ld until .reconci;iation.. ‘ 4}& @
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In the discussxons concorm.ng the devalopment df the: coﬁpr‘eh'enszva
initiative betwean Depu-tment staff and staff from key Senata and
House - Members (Kennedy, Riegla, 3Bumpers, waxman, Dingell, and

Rostenkowski) ;- i1t became c‘lear that the. congressional staff are

concerned by the- impact of \a Universal Purchase Program cn future
research and development act1v1t1es for new vaccinations. Therae isg

- tremendous’ enthusiasm for the remainder of the Initiative .

(increased funding for mfrastructure education, and outreach
activities, a universal trackmq system, and reauthonzatlon of the
vVaccine In:ury Compensatmn Progran.) -

‘Statf feel that the Kambers will support an Initiat:wa with a

universal purchase provxsxon, degpite their concerns, bhut they will
net have much "fire in their bellies," particularly if vaccinations
will be a- mandated benefit u:xder the National. Haalth Insurance

Roforn. .

Desplte staff cencerns, Marlan Wr:Lght Edelman informed mne this

mornlnq ‘that in her conversatlons yesterday with Senator Kennady -
and Congressman Wasman, - that they did not shara the reservations of:

their staif with regard to tha universal purchase feature. Sanator

‘Riegla's staff informed Daepartment staff this morning that he would

enthusxatlcally support thx's initiative even with his resarvations
over- - tha impact cof a ‘universal purchase program ‘on future research
and devalopment act:.vxtie:.’ ) A _

Tn sumnary, lat ma emphas{ne my strong support for a u.nzversal
purchaea  program. Therefore, .I recommend that you announce
tonorrow your intention to aubm.t, ae part of the stimulus package,
a $§300 million’ J.mmedi.ate‘ infusion of funds into immunization

acti\ntlea . and that you have d;rected the Secretary to develop a
- comprehensive. package., (I assume- that you will also direct the
. Becretary to izmediately enter 'int® negotiations with the drug -
manufacturers to provide reduced price vaccines to‘'atates for all

ro ams administered b the D artnant.
proge y =he Bep 7\0 lomal dmadn M\H\u.

‘R00)
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~ MEMORANDUM FOR.THE PRESIDENT

- FROM:

‘ SUBJECT:vf

(.- DEPARTMENT OF HEALTH & HUMAN SERVICES -

Office of the Secretary -

" 'Febr

DONNA SE ‘
SECRETARY OF

I. ACTION-FORCINGQEVENT ’;1

We understand that you 1

the Union Address a proposal
hensive initiative to assure

‘adequately protected against

Washington, D.C. 20201

uary 7, 1993

TH‘AND'HUMAN'SERVICES

;Leglslatlve Inltlative to Comprehen51vely
: Address the Natlon's Chlldhood Immunlzatlon Cr181s

»lan to include in your'stete\of'
for swift enactment of a compre-
‘that all American children are

preventable infectious disease.

II. BACKGROUND ANALYSIS

This initiative is a cornerstone of your prevention strategy. It
.is both ‘a first phase of your overall plan to reform the American
health care system and a free-standlng effort aimed at addre351ng
a fundamental matter of publlc health safety for all Americans.
It reflects two" ‘promises made during the 1992 Presidential -
campalgn‘ to assure all chlldren access to preventive health
services; and to control drug prices whlch now are escalating at
‘three times the rate of 1nflatlon. «

In order “to have thls 1n1t1at1ve ready for 1ntroduct10n with
‘key Congressional support 1mhediately following your State of the
‘Union’ Address, we need your approval to prepare legislation. The
Department, in cooperation w1th the Domestic Policy Council, will
develop leglslatlon. In doxng so, ‘we plan to 1nten81ve1y consult
key Members of Congress.'*' A

In readylng the 1nformatlon and recommendatlons contalned 'in
thls Memorandum, we have had|wide-ranging discussions with ‘
experts both within and w1thout the Department. We also have
consulted with the First Lady in her capa01ty as head of the
Interagency Health Reform Task Force. ~ , :

A. The:Problem o Aﬁ “; S | o ‘

Like olean water, 1mmunlzat10n -against preventable dlseases
constltutes not only medical|care but a basic public health
protection. A stable, reliable, easily acces51ble, and ‘
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affordable vac01natlon system is a- tenet of all c1v1llzed

gjnatlons. Indeed, so basic 1s the need for vaccination against

disease that the United Natlons has undertaken special childhood

immunization efforts throughout the world as a- fundamental pub11c~.<A

health measure. .
: In 1979 the Surgeon General of the Unlted States
".established a series of publlc health goals for the nation, whlch
were to be achieved by 1990. | One of the most 1mportant goals was
protecting all children agalhst 1nfectlous, vaccine preventable
disease. .In order to’ achleve this goal, it was deemed essential -
that by 1990, at least. 90 percent ‘of all chlldren under age two o
should be fully 1mmunized. : . o

‘The Surgeon General set clear outcome measures for
determining whether the chlldhood immunization goal would be met
“In the case of vaccine preventable disease, the outcome measure
. used was the number of preventable disease cases nationally in
1990. With respect to measles, for example, the Surgeon General'
estimated that successful 1muunlzat10n efforts would reduce the
number of cases natlonally to no more than 500 by 1990. :

- By 1990, however, only 60 to 70 percent of all infants and
toddlers were fully 1mmunlzed against preventable disease. 2 In
some large cities, pre-school 1mmunlzatlon levels as low as 10
. percent have' been reported by the Centers for Disease Control
(CDC) . Rather than improving immunization levels among America’s
youngest chlldren they actually appear to have decllned sllghtly.

, Unacceptably low 1mmun1gatlon levels pose a basic health -
threat to very young chlldren. 'Moreover, very low 1mmunlzat10n
‘rates permit controllable dlseases to spread throughout
_communltles. A clear example of this phenomenon was the measles
epidemic which swept’ the nation between 1989 and 1991. Accordlng
to the CDC, the epidemic produced ‘55,467 cases of measles in '
three years.: In 1990 alone,]the year in which there were to be
no more than 500 measles cases natlonwlde, -there were more than
27,000 cases. One hundred and sixty people (by and large :
chlldren) died. Most of these deaths were con51dered preventable.,

1 While 100 perceht~of 111 chlldren should be vacc1nated a

" 90 percent immunization rate|constitutes the minimum level

required to assure communityrwide protectlon against dlsease ,
{(often referred to as "herd meunlty”) .

2Indeed because the natlon made no progress, the goal of .
protectlng all chlldren was postponed unt11 the Year 2000.
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The‘198§-91 measles‘outbreakoalso produced significant‘and
‘avoidable health care costs.| Each dollar spent to immunize

'~ children has been estimated to save between ten and fourteen -

dolla¥rs. - The recent measles| epidemic illustrates these numbers. _
The - outbreak produced 11,260| separate hospitalizations and 44,100
hospital days. Avoldable hospltal costs alone amounted to more ' -
than $20 million. These cost do not include either medical or
- the long term health, educatlonal or social costs associated with
measles and its compllcatlons. Experts believe that further

. outbreaks of measles and other preventable diseases will occur

. without 91gn1flcant 1mprovement in chlldhood 1mmunlzatlon levels.

'B. Barriers '

Health off1c1als p01nt to many factors underlylng low
1mmunlzatlon levels among Amerlcan chlldren. These are: -

l.:A.slgnlflcantlg eroded Qubllc health care infrastructure
which has further llmlted the availability of essential

immunization services in inner city and low income
communities. Publicly funded health programs, such as

community and migrant h%alth centers, rural health cllnlcs,
the National Health Seryvice Corps, county and city health
clinics, and publlc hospltal clinics, are a principal source
~of care for low income patients." - These clinics by '
definition are located in areas where poverty rmpedes access
to health care and Aincreases rlsks to health.

. These proqrams are: substantlally under- funded. They do not

- have adequate ‘staff.’ They cannot afford to.remain open on
nights and weekends. They do not have a sufficient supply
of publlcly purchased free vaccine. - They do not have the
community workers they need to find and assist partlcularly
hard-to-reach famllles, whose children remain un-lmmunlzed.

"As a result the 'recent measles outbreak struck poor
children w1th particular severity. .Based on a 10-city .
study, the Public’ Health Service has estimated that between
40 and 91 percent of unvaccxnated infants who developed
measles were enrolled in- publlc .assistance programs.

'gh vaccine grlces that make 1mmuglzatlons gurchase 'g

out51de the federal CDC procurement system all but
,gngffordable. Currently the CDC purchases half of all

vaccines used in the U.|S. These vaccines are sent to state
health agencies which 1n turn distribute them to local
clinics. " . In New England and Washlngton State, state health
agencies purchase addlﬂlonal vaccines through CDC to
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distribute dlrectiy to private phy51cians..'in this way,
phy51c1ans receive free]vacclnes purchased at . a reduced

price, participate in state immunization.efforts, and charge  ‘

. families only a modest admlnlstratlon fee (if anythlng at
“all). In recent years, in response to high vaccine prices,
several other states, 1nclud1ng Texas, ‘South Carolina and
Hawaii, have sought to establlsh these programs but their
efforts to buy addltlonal vaccines through the CDC contract
have been: rejected by manufacturers as "against public '
.pollcy"

‘Chlldhood vacc1ne price increases over the past decade have

been dramatic. . For example, in 1981 a dose of DPT vaccine

cost $.33. By 1991 the cost of the same vacc1ne dose had :
isen to $9. 97 --. a 2,921% increase.'” : :

- At the price prlvate phy31c1ans now must pay, it costs $ 245
for the vaccine alone for families with children cared for
by private doctors to fully immunize each child against
preventable disease. Wlth the cost of injecting the vaccine
1ncluded each dose of vac01ne costs a family about

 $45.00.3 children need 18 separate doses of vaccine to be .
fully 1mmunlzed Ny

Paying for vacclnatlons}out-of-pocket ‘poses ‘a’ 51gn1flcant
burden on lower income working and uninsured (or
-underinsured) famllles.] This is particularly true for young.
families, who are most 11ke1y to have young children and who:
- have seen their real earnlng levels decline substantlally
- over the past 20 years.| Reimbursement for vaccine at the A
full market rate also poses a major cost problem for .private
llnsurers and for both the Medlcare and Medlcald programs.

gThe escalatlng cost of prlvately admlnlstered vaccines has
led an 1ncrea51ng number of physicians to send famllles to
.public clinics, where vaccinations are cheaper. "The same '
,vaccinatlon series that|costs $196.00 in a private :
physlclan s office costs only $96.00 in'a public clinic. It
is no surprise, therefore, that families are routinely sent
to public clinics. But many may fail to ultimately get the
vaccine for their children because of the burdens imposed by
multiple visits. ' o : C

1

‘ 3 The CDC estimates that it costs about $5 00 to admlnlster
‘an 1njectlon in a publlc cllnlc. - : : L

: ‘4 This includes 2 doses of oral polio vac01ne, 2
measles/mumps/rubella vacc1nat10ns, 3 vaccinations against ,
Hepatitis B, 4 vaccinations agalnst hemophilus influenza, 3
vacc1natlons against dlphtherla, pertussis and tetanus, -and 2
;vacc1nations agalnst acelluldr pertu551s.‘ : : ‘



http:Caroll.na
http:1.I1cludl.ng

5

-Experts agree that opportunltles to immunlze children cared
for by private physicians thus are belng lost. At least cne-
~third of the children with measles’ during the 1989 1991

- outbreak had at.least one previous visit at which an
opportunity for vaccinatiion. was lost. - This shift of .
‘privately cared for chllhren ‘into the public system is also '
adding to the straln on Fhe public system. o : '

Poor prov1der undg;stgndigg abgg; appr prlatg ' '
.1mmunlzatlon practlces (such as the acceptable practlce of

giving multiple vaccines in a single visit) that leads them
to under—lmmunlze children.

Ihe lack of a natiogil tracklng sxs;gm (llke the v1ta1 i

statlstlcs system for recordlng births and deaths) which
helps local, state and federal: officials identify and
‘vaccinate chlldren who remain unvaccinated. A tracking
system is deemed essential by public health offlclals. It
permits them to measure the current immunization status of a
. community, not merely guess at it. Without a tracking
‘system the nation has no accurate, "real time" information
-on immunization status dnd cannot respond to- potentlal
crises. Federal off1c1als literally cannot measure with
accuracy whether basic publlc health goals have been met.

5. The failure to develop safer, 31mpler -vaccines throug
aggressive research. Although manufacturers claim they are
speriding billions of" dolllars on vaccine research, results
have been inadequate. Tﬂe NIH does not have sufflclent
research stimulus funds® to generate an- approprlate level

~of effort targeted on chlldhood immunization. Left to
establish their own research priorities, manufacturers have
not moved swiftly enough to bring safer and more efficient
vaccines to market. Indeed the sheer number of separate -
vaccinations children must now receive to be adequately
immunized may be. contrlbutlng to under-lmmunlzatlon.

~ Parents 51mply do not understand that chlldren need 18
separate vac01natlons. .

6. nsuff;clent fundlng for the FDA to assure that new
vaccines are rapidly tested for safety and efflcacy. Thie
further slows 1nnovatlon«1n research.

- 5 According to the Publilc Health Service, NIH research funds
now represent 10 percent of all funds spent on immunization
research. . Co : -
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-7.' A troubled, non-functioning vaccine compensation system
which lacks sufficient funding to settle backlogged cases,
is applying dated~standards;.end,whoseﬂfunding base for -
. future.cases is no longer authorized. In 1986 a federal
vacc1ne compensation program was developed in order to
address manufacturers’ concerns over their llablllty for.
‘vaccine related 1n3ur1es (they threatened. to cease
production of vaccines altogether) - The system is now. in
need of. repalr in several respects. Four. thousand cases .
arising prior to- enactment await action and. settlement and
- cannot be resolved without addltlonal approprlatlons.
Legislation authorizing |a spe01al vaccine excise tax to
settle post-enactment vacc1ne injury claims has expired.
Without a functioning. compensatlon program, continued.
involvement by both manufacturers and phys101ans in
gvacc1nat1on act1v1t1es is potentlally 1n queetlon.

8. A related problem is that federally developed 1nformed

- consent materials (written 1nformation used to educate
families about potentlal vaccine dangers to their children)
.are considered unnecessarily complex.and difficult for
families to understand. | It may have a deterrent effect on
both the families who read. it -and on phy31c1ans' will1ngness
to prov1de 1mmun1zat10n services. .- ,

C. An Actlon Plan )
Experts both within and wlthout the federal government have
made numerous recommendatlons for effectively addre351ng all of
these problems. Virtually all of these recommendations are-
contained in an ImmunlzatlonlActlon Plan which was developed by
the Public Health Service and which calls for improvements in =~
both public and private 1mmun1zatlon delivery systems. The plan.
is comprehensive. Yet. it remalns virtually non-implemented
because of a lack of 1nterest and ‘commitment by the Reagan and
Bush Admlnlstratlons. The Actlon Plan’s recommendations mirror
approaches to vaccine purchase, distribution and administration
.used in v1rtually all 1ndustr1allzed nations wlth prlvate health
insurance systems.’ ; Coe

';The recommendatlons 1nc1ude the follow1ng element9°f

1. An 1nfuslon of funds to- 1mprove .and. strengthen publlcly

funded primary health care programs. This means increased

funding to local health |departments, community and migrant

health centers, rural health clinics, the National Health
+ Service Corps, and other vital "safety-net" providers of "
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L‘health care for low 1ncome ‘and medlcally underserved
.patlents. These. Cllnlcs all need a -stable. supply of
vaccine. They also need additional staff and operating
-resources to both furnlsh immunizations and to. provide the
primary health care for chlldren that shculd accomgany
'-1mmunlzatlons.,; : : :

With funds 1ncluded in the economic stlmulus package, these
' 1mprovements can- begln as early as thls summer.

2. A new ‘'system under yhlch the federal government would
-~ purchase the vaccines needed by both public and private .
providers at a negotiated rate. Manufacturers would ship -
'vaccines directly to physicians, clinics and other :
providers. These health providers would, in turn, charge
families only a modest admlnlstratlon fee. Such a system
also would permit the establishment of a nat10nal tracklng
system, since all prov1ders participating in the vaccine ‘
-distribution system would, like hospitals delivering babies,
provide state and federal agencies with information about
~each child immunized. Insurers such as Medlcare, Medicaid
and prlvate insurers potentlally would realize 31gn1flcant
savings, since vaccines | would be bought and shlpped in a
- coordlnated fashlon through negotlated rates.

‘Famllles and insurers (1nc1ud1ng Hedlcare and Medlcaid)

';‘would therefore pay cnly a modest administration fee,

‘regardless of whether patlents receive care from public

‘clinics or private docters. The crisis of missed oppor-

. tunities would be reduced dramatlcally, with potentially ‘

- enormous financial sav1ngs to famllles, insurers and. state
‘health agenc1es. ~ : :

3. Assurance of. a stable fundlng source for vacc1ne

infrastructure, . purchaslng and delivery activities that is
based on mandated spending through a capped entitlement not
-~ subject  to year-to-year|variations (as is the case with

discretionary approprlatlons) The number of needed doses is’

known and the prlces can be negotiated. In this way,
financing for vaccine act1v1t1es would keep pace with the ,
appropriate cost of 'a comprehen51ve vaccination effort. This
type of budgeted and stablllzed financing arrangement is
-consistent with your long—range thlnklng about how to
purchase health care generally. '

4. Funds to develop and malntaln a vacc1ne tracklng system,r
" tied to 'the distribution of vaccines, that permlts patlent ‘
tracking and communlty survelllance.
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.’5. Reforms in‘the,vacc1ne compensatlon program ¥-1e3 that it is

- once again operational, | as well.as simplification of the

- vaccine information materlals in order to reduce the burden

" on families and prov1ders. "Funds will be needed in both
‘Flscal 1993 and Fiscal 1994. .Additionally, the taxing
authorlty for post-enactment clalms will need to be
»extended ' AN R . :

« et

6. A new approach to vacc1ne research that empha81zes

. funding through NIH (rather than less reliable, indirect

"funding through proflts to manufacturers) for chlldhood
a001ne research.q~ ;

.t7 Increased fundlng to the FDA to 1mprove and 31mp11fy
approval systems and strengthen safety and oversight
‘act1v1t1es. , L

'8. Funds for renewed 1nternatlona1 vaccine . efforts in .

- cooperation with the World Health Organlzatlon and UNICEF. - '
‘Accordlng ‘to the Public|Health Service, the nation’s o
experience with smallpox showed that the $32 million spent
- by the U.S. to help. eradlcate smallpox worldwide through a
combined international. effort has 1ed to sav1ngs of :
$600 mllllon annually ‘ '

9. Educatlonal efforts almed at. patlents and health
“providers to inform them about the importance of .
vaccinations (and in the case of prov1ders, safe and

*»_effectlve 1mmunlzatlon practlces)

~ 10. Involve the prlvate]sector in- communlty va001natlon o
“efforts and make community vaccination outreach a key
element of your Natlonal Service. program. :

-D. Sugport for these recommendatlons

Support for 1mprov1ng 1mmunlzatlon levels through these
comprehen31ve reforms is w1despread. Supporters include. experts

-in public health, pedlatrlclans, the Public Health Service, many
‘Members of Congress, chlldren s advocates and others. ' Key

\J

others."

individual and’ organlzatlonal support comes from Mrs. Carter and
Mrs. Bumpers and their chlldhcod immunization effort (known as
Every .Child by Two), Marian erght Edelman and the Children’s.
Defense Fund, the American Academy of Pediatrics, (particularly
its 1ncom1ng Pre51dent Dr. Betty Lowe), the March of Dimes, and
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"E;AO si  to t reforms

| Only two of the reforms |described above have generated

~-gignificant opposition. These are proposals to 51mp11fy vaccine

1nformation materlals and to | establish a unlversal vaccine
'purcha51ng program for all fam111es.

Slmpllflcatlon of vaccine materlal. This is opposed by an
organization known as D1ssat1sf1ed Parents Together, a group
- consisting of several thousand families w1th chlldren who

allege 1njury by vaccine. -

iversal sing: Thls system is adamantly opposed by :
the manufacturers, as well as by Dissatisfied Parents (which -
opposes any effort to 1ncrease access to va001nes) “In :
addltlon, a number -of key industry critics are concerned by
one . 1ssue as descrlbed 1n the first bulleted argument.

Hanufacturers make several arguments. These are°

o first, that by reduo1ng current proflt 1evels, a
coordlnated purchas1ng arrangement will cut into ,
vaccine research (industry critics also are concerned’
about. retalnlng suff1c1ent funding levels for research
efforts),. .

o second that such a system w111 prov1de ‘free vaccines
- to rich chlldren, and .

o] thlrd that prudent purcha51ng lead them to glve up
‘the productlon of vac01ne altogether.

The industry is extremely powerful ‘We: belleve that it w111

‘flght this. effort because of 1ts precedent-setting value.

. F. Respondlng to ogpos1ng arggments

Public health experts, chlldren s advocates, health care

d‘prov1ders, and public off1c1als respond strongly to these points.

With respect to the parents group s concerns about the safety of
vaccines, experts uniformly reply that the dangers associated
with not vaccinating children vastly outwelgh those associated
with chlldhood 1mmunlzatlon.6

6. Indeed, a new study from the Natlonal Academy of Sc1ences
calls into questlon earlier conclu51ons about the injury
potential of certain vac01nes. At this time, there are
widespread recommendations for tightening the Vaccine Injury
Table contained in the Vaccine Compensatlon Act. Experts believe

that many of these 1njur1es are in fact not traceable to

vacc:.nes .
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. - With respect to the‘manufacturers"arguments;‘putlic:health )
officials respond as follows' L , :

gesea;ch and mgrketlng goncegns. there is no ev1dence to
suggest that negotiated: rates will so. reduce manufacturers'

profits as to make research 1mposs1ble., Indeed, many
question whether funds. pald to manufacturers for research
have achieved adequate results. No one has suggested a
.negotiated rate so low- that research can no longer be
supported. Moreover, it may be preferable to directly fund
added research through direct allocations out of a mandated
spending fund (rather than by building ‘it into the price) in.
order‘to increase~childhood immunization research efforts.

Addltlonally, developlnq a strong and stable purcha51ng
. system for vaccines may have the opp051te effect from that
predicted by . the manufacturers. Companies' that left the
business of vaccine production -conceivably could be
.attracted back into the [business through a more stable
financing system with 1ntegrated ‘purchasing and liability:
~protect10n. ' : I - '

It is also important to note that manufacturers have

. produced no evidence showlng that even the reduced price .-
pald by CDC would harm them financially. Indeed, the CDC .
price may be equal to or greater than prlces paid by other

. first world countries. Even the CDC. prlce appears to be well
-above the CPI rate of growth. : :

. It appears that manufacturers are rea11z1ng large proflts
L ‘without demonstrating sufficient reforms and improvements
‘ﬁk: for children. Moreoverl in no other Western 1ndustr1al;zedr
country but South Afrlca is access to so basic a child
: health service as vaccine dlrectly tied to family wealth.

Concerns about va001ne5~for well—tofdo children:~ The,most
"direct response to this | concern is that unlike many other
. forms' of medical care, vac01nat10n is such a basic public
good that, like clean water, it simply must be available to
~all. Horeover, families |will continue to pay for ‘the actual
“administration of va001nes if they are well off. The only .
issue is whether they should pay for vaccines themselves at
. the point of service. To -make families do this'is llke
forcing families to pay | for a drink of clean ‘water every
time they turn on the tap. This is simply not the way to
‘manage a ba51c publlc health need. ,
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Paying for vaccinés through a government purchasing system
means that the vaccines have been paid for by families in
advance of when they are - actually needed by children. ~In .
this way, a child’s. access to vaccine is never dependent on.
his or, her family’s partlcular c1rcumstances.

"In short, the notlon that it is agalnst publlc pollcy to
furnish free vaccines to children is incorrect in its basic

. assumption that the. va001nes are "free". A coordinated '
purchasing system changes only when vaccines are paid for,
not whether they are paﬂd for. Moreover, the argument
overlooks the unique nature of vaccines.

Egreats of market gull-ou : There is no ev1dence that thls

- would happen if. purchasrng systems are mandated and
stabilized. Indeed, as noted above, a more.stable market .
might attract add1t10na1 manufacturers. The only. ‘time that
manufacturers withdrew from vaccine production was-when
their liability was at issue. Thls ‘problem has now been
‘addressed.- . A

III. RECOMMENDATIONS

We recommend proceeding |with the above-outlined reforms.
‘Substantial consensus exists on all of the reforms discussed
above except revising the informed consent materials and '
establlshlng universal purchasing. We believe industry critics
who oppose ‘universal. purcha91ng will support it if, as recom-
mended here, the system: is financed through a stable, mandated
funding source that includes |[sufficient funding for research.
Repairing the vaccine compensatlon act and establishing universal
purchasing will generate opp051tlon. But experts agree that

these reforms are essential to a successful effort to address .the ;

childhood 1mmunlzatlon crisis in the U. S._

Opp051t10n wlll be strong, partlcularly in the case of
manufacturers. They understand the power of this issue and its-
precedent settlng gquality. They can influence many Members of :
Congress. This is also a partlcularly complex piece of
legislation that requires many separate statutory reforms..

. Craftlng the .legislation wlll involve resolving a broad array of -

issues. Strong Presidential 1nvolvement wlll be needed to brlng
thls 1n1t1at1ve to fruition. : .

However, these reforms are essent1a1 to famllles who cannot
- meet the cost of health care]for their children.. They represent
an extremely important step 1n containing the cost of vaccine and

in promoting its avallablllty., And this inltlatlve allows you to»

take an early leadership role in national health reform on a
"bellwether" issue of central concern to families and children.
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-For theseéreasdns'ée regommend a two-step process' 
1. IncluSLOn in the economlc stlmulus package of sufflclent

funds to permit initial 1mp1ementat,1on of the public
investment reforms.;, ) : .

ﬁ~2. Introductlon,'and passage as’ qulckly as posszble, of -
comprehen51ve 1egislat1°n that addresses all of the issues
: contalned in thlS memorandum on a permanent basis.

Iv. D%Iou R
o Approve S (‘;;_ﬁpprévé as Amended
| __ Reject ’fl. . ;l;NoVAétidn‘_ "

. cc: Hillary Rodham Clinton -




THE WHITE HOUSE

‘ WASHINGTON

| Seloih ”l U‘i
. THURSDAY, [FEBRUARY 11, 1993 |

MEMORANDUM‘FGR'JOHN,PODESTA
FROM: 'Howard.Paster Vhp

SUBJECT: Immunization bill | - - SO SR

I object strenuously to reopenlng the - questlon of a free standlng B
"~ bill on immunization. I: assured Chairman Rostenkowski on Tuesday
we would not create a problem for hlm, and he agreed to support
the. program.. The last’ paragraph in the HHS memo of this date
runs counter to the commltment I made subsequent tc our meetlng
in the Oval folce on- Tuesday. :

The Dlrector of OMB has had a 51m11ar conversatlon with' Chalrman

Rostenkowskl, because of a previous attempt to undo the . L

commitment made ‘to the ,Ways and Means Chalrman. I urge that Mr.

. ‘Panetta be consulted. . : . o
___‘__WH_,__,J

oy




» -

EE R

SE%T gy: Intarsovernmswta! Atfgi 2= ‘-93 ZIOzPH o Tndjwnif; Houga= . ';‘ 12758

- Statemant ot The Pracident =
Azliﬁgton County Departrment of Human Servicea
s February 12 1993 -

Good morning. . ‘ ‘ ‘ ‘
Today is a landrark aayvin :né :1¢n= to'p:otaee the nbaltn"
or millions of Ane:iéan chi‘dxen. And T can think of no battar

placs to announcu a new 1mmun;:aticn policy than righe here on ’

tnc :ront lines of -ht tight to providc accassible and atfordabla
‘nealtn caro to every ramilJ. = , N b
'm p&easad co ka joinea nera by a number ot childzan's |
championa' Sacretary ot Health and Human Sarvzcas Dcnna Shalala,l
’ SGnator David Prycr e witn whom 1*ve worxed tor yca:a on ,
h children 8 1ssuee -= and Represan ativa Jin noran. our tharxs to
 :sua Adans; tho directer st this clinic, and the rest of har
'“‘ntat!. for opaning up- this facility to us this morn;nq. '

‘ This week, I was startled to raad of the zase ct Rodney
Millar,‘a 2o-month-cld-child who livas 1n Mzani. Rodnay is {qs
currnntly bcing troatnd for meninqitil in Jackson Mcno:-ll

' Hospital. He is tharn bacausa his family could not attord tha

: twentyfona dollarq and :Qrty-aight cents that a n&ninqitis |
vaccine cést-. Tﬁé 5111 for his gtay in the honpitnl has ‘already

. toppod ta:ty-aix thouaand fivo-hund:od dollars.- |

In :n- health carc policy that our national task forco,

under thc ditcction ot thc First Lndg, ia dovolopinq, nathan is
more 1mportant than prevont;ve care. Today American taxpayuro are
qattlnq hit with ten dollars in uvoidabla hoalth cart costs for'

’ avory one dollar we could spand on immuni:atién. Tho rcacnt

¢reaurqcnct o: maaulel in this countxy af:lictcd avcr fiety flve

N
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’turnod away at tho dccr.

"thausand chxldrun and cost twenty-nilllon dollara to :reat. -

'prevontian wculd hav. cost one million dollars. And those figuras

do nat boqin tc take into account the tarrible human’ coct = o

our fanilioa and our hulinoaa.a - bhat auch inacticn praducaa.

Thc prico o£ vaccinas, meaawhilo, 13 rieing at six timea the '

" |rats of inflation. An innuniaation paokage tbat qost twanty-

three dollars tcn years aga runu norn than two hundred dollars

today. In a publia clinic, the coct of tull imnuniaaeicn hal
aapt from seven dollaru to ninety. \ A

Manuracture:s cita thé coata of resear-h and development to .

‘detend the rising price o: vacclnas. chedy wants research to
slow down but lct’s bs clear about what's rtally happoninq. The

". pharuacautical indus:ry 13 spending one nillion dollaxu more aacn ;

' year on advertiainq and. lobbyinq than it doss on daveloping new

or battar drugs. Meanwhile, itas profies ara risinq :cur timas '

taotar than the averagae rortune 500 company. cinsart :crclgn

: figuros]

To make mittori worse, the hak&ra‘ot vaééinén have refused

to maka thcir preduots avahlahlo to states at affordable costs -

= or even, in some cases, tc talk about it. The idea is aimpla

statal ordcr larga quantities c: vaccinas and ‘should reccive

| lowar prieos. But whila ten statas have succeaded in nagctiatlnq

'agrncments that allcw them to imnunzza all their childran,

manufaoturars'are now balkinq at. startinq talks with other .
statao. Ju:t rccantly, Texas, South Carolina and Hawaii were .
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- our melaaqe to the druq companies today is \"Chanqa youx
prioritltl. You'ra not qoinq to profit at the expensa of our’
| childran. Theso practicna must stop. . B
But dealinq with th. ccat af vaccxnatlona will not be o
;enouqh We must also improva tha daiivary ct preventiva health
  ‘car‘. ' ’ | | | | |
Haro at ‘this- clinic, and scrusc tho ccunezy, Hillary and I
have séen tha sign. of an Evorburdonad oysteu. Our states and
| citios are strugqlinq against inc:caainq odda. Publia tacilitiea |
axe overwholmed by new patienta aa middlc claaa tamilieo, wha |
cculd once arford to use private p:ovxders, saek cheaper vnccxnea»’
in clinica. Puhlic health prcgrams are und.rsta ted, undertunded
,4- and undarquippeﬁ. Tney navn 11tt‘a or no ahility to monitor who's
'f~pzetectod anq wno<isn{t. And oducation ettortu dan't reach: tne |
t;ﬁ;iias most in need. - : o . |
' ,Th§7011n1q'we*;e standing in today is a pertect example o: A,'
‘thaiptrugqléa7and“succaan thac parants and. naultn caro providers

face. Ih the last two years Arlington County has nadc great
,p:oqrnosx the numbor of imnunizcd two-ynar-oldu has junped by ‘
‘almost 50 parccnte But heru, and across our nation. we nust do sok |
~ much more. | | | o A
‘ Today I am announcing a threa-part pelicy ‘that will protect
our childxon': rutura whilo saving taxpayers million- of dollars
rirse, I'm p:easad to announce: thnt the stimulus proqram
‘ which ve'll eutlina on Wo&no-day will includo tve hundrod mzllion
dollars- (cq) tcfaakc vaccinos rore widaly avgilaplo, Th!l. funus

,,willknot‘on1y h§1y publie programe buy no;o vaé¢1ﬁas,»buc also be .
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usad to inprovc state outreach efforts. Thoso funds will nean -
extandcd clinic heura, more statt, increased educatian er:orts.
and thc r;sources to create |a national trackinq systan.
Second. I am diractinq Schetary Shalala tc neg@tiato thh
f"‘ftho druq manufacturora o that statas can buy vaccinas at ‘
‘affordablc priccsvémhcrn 18/no good reason why & child in. Texas .
T unahl‘ to racniQ. vaccination whila a child in Maslachusotta-.
- oan.’ WQ are not going to stand by as this kind of innquality
continual..- ' B ‘

rinally, our haalth cara taﬂk forca is currantly proparing

' legialation that will gua:aneao ehat ovcry child hal aececc and.

coverage to ;mmunizabion. :e is nnaoaoptabla ehat the Unitcd

|

.stat-o is tha only industrialized cauntry whiah~docq nct :ul;yj
| fund or fully reimhurso the cost of immunizatiﬁn. | ‘
It's ironic, too, that tho country whlch davelopa and ,
preduccé'the majority of the wqug'a ‘vaccines does. not have:é&
i.o:ractivq or‘gttornablc'mncnaniin-fbr dintrihueing them, Thﬁt-
sfcps I'n'takinq today wili‘go‘a long wa&utoward s01ving . that*
dilemma -~ and will maxo sura tnat excoaaivo corporate pro:x:s do
‘not stand in the way of prctectinq our children' 5 health. We will
~ not ;topvuntil pravantible childhood dissases no longer thrggtan

our families. -
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THE D.C. MEDICAID IMMUNIZATION INFORMATION & TRACKING 8YSTEM

BACKGROUND

The District's Commission| on Health Care Finance (CHCF) has

utilized its Medicaid Management Information System (MMIS) to

develop an immunization tracklnq system which will beconme.

operational on March 1, 19%3.

The decision to do so was [precipitated by an analysis of data
from our MMIS which showed tﬁat approxivately sixty percent of
children covered by the District's Medicaid program were beginning
their immunizations, but that[tnere was a clear pattern of these
children not being completely immunized. Tne data made it clear to
us that there was a need to inform parents of the importance of
immunizing their children. tHowever, we also recognized that
information would not be encugh and that we needed to develop a
tracking system that could be]uaed'for follow-up. chsequently,
'staff of the CHCF developed an immunization 1nformatlon and

'tracklng system for Medlcaid rec1pients.

Before the system was develcped discussions were held with
staff of the Commission on Publlc Health (CPH) to explain the
concept to them and to solicit their assistance in providing the
necessary follow up. . A ‘

T ¥s

The tracklng system is relthvely 51mple. Claims data will be
used to identify children whcse delivery is paid for by Medicaid.
OPeratlng under the asaumptlon that these children have retained

" their eligibility, six weeks after the birth of the child the MMIS
will automatically generate alzetter addressed to the parents of
the child. The letter w111 include the following points:

o Your child needs . to be protected from dangerous’

childhood diseases Jncluding diphtheria, whooping cough,
tetanus, hemophllus influenza type b, hepatitis B, polio,
etc.

o You can protect your chlld‘by'hav1ng'h1m/hpr immunized at
no cost to you. . .

<3 Your child should receive his/her first immunization when
he/she 1is 2 months 0ld and must receive all the
vaccinations in a series to be fully protected.

] Please make an a9901ntment right away with your physician
or publlc health qllnlc to have your child 1mmunlzed
against these dangerous dlseases.

Boo2
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Immunization Tracking V ‘ Page Two

o If you do not have a phy51c1an or do not know where the
nearest public health clinic is located, call
(202) 727=0725 to | receive assistance in lacatlng a
provider who will immunize your child. :

‘ Assuming the child is 1mmun1zed on time, additional letters
will be generated automatlcally 2 weeks before the child's 4 month,

- 6 month and 25 month anniversary of life. These letters wlll
contain the following points:

o A reminder that to be fully protacted the child must
receive all of the immunizations in the series.

o A reminder that thelr child is due to receive the next
immunizations in the serles in 2 weeks.

o A reminder that the immunizations~will be provided at no
cost to the parent. : o

o A reminder that they need to make an appolntment with
their child's physician or with the CPH's cllnlc Closest
to their home.

o A reminder that if they do not have a physician or do not
: know. where CPH cllnﬂcs are located, they can call (202)
727-0725 for a551stance in locating a provider.

If the Commission on Health Care Finance does not receive a
claim for reimbursement for 1mmun121ng a child within 45 days of
the date the immunization should have been administered, the CHCF
will assume the child was not immunized. If a Chlld was not
immunized, the MMIS system Wlll automatlcally generate a. follow-up
letter whlch will be sent to the child's parents. The letter will

contain the following points:

° A notice that our records indicate that the chlld did not
receive his/her 1mmunlzat10n on time. ;
-] A reminder that chlldren who are not fully immunized are
~not protected frod potentially dangerous  childhood
diseases. . ‘
Lo} A reminder that these immunizations will be provided free

of charge.

o A request that they make an appointment with their
physigian or the nearest public health clinic.

o An offer to provide a551stance in locating a provider if
they do not have one.
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Immunization Tracking ) ‘ _ . Page Three

If a claim for reimbursement for administering the
immunization is not received within 45 days of the date of the
follow-up letter, the CHCF will assume the child was not immunized.
The CHCF will generate a monthly report containing the names and
addresses of the parents of these children who were not immunized
and whose parents did not respond to the follow up letters. This
report will be sent to the CPH, whose staff will follow up dlrectly
with a visit by a publlc health worker.

It is our expectatlon Qhat the monitoring system and, if
necessary, the CPH follow up, will lead to a direct increase in the
numbey of District of Cclumbla Medicaid clients who are fully
immunized by their second birthday.

EVALUATION

The project will be evaluated internally using a pre-test,

post-test model with controls. Basically the evaluation will

consist of a measurement of the difference in the percentage of
children who are completely jimmunized before their second birthday
after the introduction of the program against the percentage who
were completely immunized before their second birthday before the
program was introduced. other}factors that might have affected the
outcome will be identified and controlled for.

In addition, we are also|seeking to identify a university or
some other party not related to District government who would be
interested in conducting an independent evaluation of the effort at
no cost to the District.,

POTENT OBLEMS
We see potentlal for problems at two points in the system
The first is in the malllngs. Medicaid recipients are a very

mobile populatlon. However, w% expect that by sending the initial
letter six weeks after the chlld is born, the parents will not have
moved. In addltlon, we plan to contact the Commission on Social
Services on all letters that are returned so determlne whether we
can obtain a more current address.

Another potential problem is the fcllow-up. Following up on
the scale that we expect we w111 have to do requires resources that
well may exceed those that tha Commission on Public Health has

available to it. The District's 1994 budget does not allow for :

additional staff, so our current plans are to seek funding for
additional parsonnel to be devoted entirely to this task.

- @oog
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FUTURE EXPANSIONS

After the Commission has| had an opportunlty to operate the
progran and address any unforeseen problems in the system, there
are plans to ask the D.C. Hospital Association to join us in the
informational component of the program. We will ask that they use
‘their computer systems to automatlcally generate the initial
letter, remlndlng parents of chlldren born in their hospitals who
are not Medicaid eligible that they need to protect their newborn
child = against preventable chlldhood diseases by having them
immunized, and urging thenm to make an appo:mtment with thelr

physiclan or w1th a CPH clinic.

In addition, 1f this effort is as successful as we expect it
can be, we will examine the possibility of using the system for
other applications.

idoos5
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' 'The President has reviewed the attached, and it is forwarded to you

* JOHN D. PODESTA
Assistant to the President
and Staff Secretary
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Févry 19, 1993
MR. WRESIDENT:

Howard has no Problem wjith
introduction of 4 Separate
bill in the manner described.
So long as Chairman(- .
Rostenkowsk i is briefeq in
advance. . :

'ohn Podesta
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MEMORANDUM

TO: The President and First Lady . "M;'
FROM: Marianl#&faﬁf Edelman | ~

DATE: February 18, 1993

T have never been as proud of a Presxdent in my lz.fetlme as
I was of you last night. You were wonderful! (My favorite
moment was your ‘don’t mess]w1th me’ response to Republican
laughter.) Thank you for speaklng the truth to all of us about
the problems we face and for the balanced solutions you propose.
We are ready to work reallg hard and to rally athers to work hard
to see that your policies succeed. We thank you for your
investments in Head Start, WIC, and childhood vaccinations.

Your 1mmunlzatlon speech was terrific. Hope we can keep the
- momentum golng and give’ your supporters inside and outside of
.Congress an immediate un1versa1 bill to rally around. A lot of
people, including freshmen 1n Congress, are eager to be
‘identified with the immunization issue and to give you a clear
victory., 1If you send the sﬂgnal Kennedy and Waxman will follow
your lead. Introducing a separatn bill immediately keeps
pressure on the drug companies as you negotiate with them, allows
hearings and support to bu:.lld and in no way 1 limits your later
options about when and how to bring the bill to the floor.
Indeed, our desired strategg is to fold a comprehensive
immunization package into an overall budget reconciliation or
earlier revenue package so that it is not subject to undesirable
amendments. Not to introduce a separate bill right away leaves a
hu e vacuum that will let countless people do their own version
undermine your friends who want a strong blll.

Yea on Janet Reno. She looks strong.

" You and Hillary are in|ny préyers every day. Tell'Chelsea
she’s making a great impression at school. :

Please don’t waste time responding to ény notes I send.

MWE:bag

i
- 4
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M Wﬁ/ %\‘E HOUSE STAFFING MEMORANDUM . .

DATE: 373793 ACTIONICONCURRENCEICOMMENTDUE BY:_ BY 9:00 a.M.
SUBJECT: | _childhood Immunization Bill
ACTION FYI . ACTION . FYI "
VICEPRESIDENT ©~ [ [ PASTER O “
MCLARTY O O 0O |
GEARAN = O [] C
PANETTA K. O . .sEGAL c. o
EMANUEL I STEPHANOPOULOS  [1. [
GIBBONS 0. d " VARNEY. o O
HALE O O  WATKINS O C
HERMAN O C wiLuams 0 & O
LAKE o o O - O
LINDSEY O O O - .0 f
MONTOYA O O 2 O |
NUSSBAUM 0. O - O
REMARKS:
RESPONSE:

JOHN D. PODESTA
Assistant to the President
" and Staff Secretary
Ext. 2702



THE SECRETARY OF HEALTH AND HUMAN SERVICES
WASHINGTON, D.C. 20201

MEMORANDUM TO THE PRESIDENT
FROM: DONNA E. SHALALA ﬁ?? g —

SUBJECT: Childhood Immunization Initiative

Based on recent conversations with Carol Rasco and Howard Paster,
I believe there is now a consensus on drafting a comprehensive
childhood immunization initiative for submission to the Congress,
“including a Federal universal vaccine purchase provision, to
assure that all children in the United States are protected
against vaccine preventable infectious diseases.

In addition to the universal purchase provision, the legislative
initiative would create a national tracking system to provide
accurate and timely information about the immunization status of
children and monitor the efficacy of vaccines, reauthorize the
Vaccine Injury Compensation Program, simplify the vaccine
information materials that are provided to parents, enhance the
capacity of the Center for Disease Control to ensure optimum
safety and effectiveness of immunizations, clarify the authority
of the Secretary to take appropriate action to protect the
domestic supply of vaccines, require that all Early and Periodic
Screening, Diagnosis, and Treatment (EPSDT) programs under
Medicaid provide vaccines as recommended by thée Advisory
Committee for Immunization Practices (ACIP) and approved by the
Secretary, set a Medicaid fee schedule for vaccine administration
costs at a level sufficient to enlist participation of private
providers, and encourage additional appropriations as reflected
in your stimulus package to rebuild our public health.
infrastructure and to expand educational programs.

We would like to proceed to draft this bill for introduction by
key congressional supporters within the next few weeks. We would
encourage the appropriate Committees to conduct hearings on the
measure but refrain from moving the legislation as a free-
standing bill. The entire package would be placed in
reconciliation.

Needless to say, we would closely coordinate our activities with
the White House.
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THE WHITE HOUSE
WASHINGTON

‘ 2/10/93
DATE: ‘/ /

NOTE FOR: CAROL RASCO

The President has reviewed the attached, and it is forwarded to you
for your: ‘

Information

Action O

Thank you. ‘ i JOHN D. PODESTA
Assistant to the President
and Staff Secretary
(x2702)

cc:
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 February 9, 1993

MEMCRANDUM FOR PRESIDENT

FROM: Howard Paster HJ¢
SUBJECT: Follow=-up cbhversation witH§Chairmaﬁ Rqsténkowéki

" Subsequent to our 1 p.m. meeting I called Chairman Rostenkowski’s
staff director to affirm the Administration’s intention to pursue

the policy of un1versa1 1mmunlzat10n, while assurlng the
committee of our intention to work with them -in framlng

legislation. : »

Chairman Rostenkowski later called back himself to assure you ‘
that he will support the policy, but to restate his concern that
we proceed in a planned and thoughtful manner on the enabling
legislation. I assured him we would work with him-and his staff,
and said we might consider incorporating the program in the
overall economic package. He seemed calmed, and wanted you to
know he will support your policies down the line. But he was
sending over a memo recommendlng agalnst an 1ncremental ITC.

cc: Hillary Rodham Clinton



“w . - THE WHITE HOUSE

WASHINGTON

February 9, 1993

‘MEMORANDUM - FOR THE‘PRESIDENT»
FROM: . = Howard Paéter‘#ﬂ‘ :
SUBJECT: =~ Follow=-up conversation with Chairman Rostenkowski

Subsequent to our 1 p.m. meeting I called Chairman Rostenkowski’s
staff director to affirm the Administration’s intention to pursue
~the policy of universal immunization, while assurlng the
Committee of our lntentlon to work wlth them in framlng
. legislation. S

Chairman,Rostenkowski later called back himself to assure you
that he will sdpport the policy,- but to restate his concern that
we proceed in' a planned and thoughtful manner on the enabling
legislation. I assured him we would work with him and his staff,
and said we mlght consider. incorporating the program in the
overall economic package. He seemed calmed, ‘and wanted you to
know he will support your policies down the'line.' But he was
sending over a memo recommending against an incremental ITC.

N .

cc: Hillary Rodham Clinton &//
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‘ ; " WASHINGTON.

patg: . 2/10723

CTO: CARO‘L‘RASCO" 1

-'_]FROM JOHND. PODESTA L
‘ Ass1stant to the Presxdent and - - -
Staﬁ' Secretary o

- The attached has been forwarded S
to the Pre51dent.




" 'THE WHITE HOUSE

WASHINGTON

- 'February 10, 1993

MEMORANDUM FOR THE PRESIDENT
FROM: . JOHN PODESTA ‘D

- SUBJECT: CHILDHOOD IMMUNIZATIONS -

on Monday, Secretary Shalala forwarded to you a de01510n
memorandum on childhood immunizations which calls for
‘implementation of a comprehen51ve plan to address the chlldhood
immunization crisis. : : '

The plan includes elements which will improve health _
infrastructure investment (largely agreed to as part of the
stimulus discussions), a new entitlement progranm lmplemented
through a universal purchasing system, reform of the vaccine
compensation program and other health care management reforms.
OMB and Howard Paster have raised gtrong concerns about the
details of this program. Alice Rivlin and Shalala have been in
discussions to address the OMB concerns. Carol Rasco has been
-monitoring these discussions.,~ ‘ ' -

I have not forwarded the memo on to you until some of the
problems can either be resolved or more clearly framed for your .
‘deCL51on. I expect that a decision memo 1ncorporat1ng everyone’s
views will be available later today. ,
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' DEPARTMENT OF HEALTH & HUMAN SERVICES | OPNcs of the Sectary

et S o . Washirgton, D.C. 26201
February 7, 1993

MEMORANDUM FOR THE PRESIDENT

FROM: ' - DONNA SHALALA ,
_SECRETARY OF HEALTH AND HUMAN SERVICES

SUBTECT: Legislative Initiative to camprbhenslvely ,
. Address the" Nation's Childhood Immunization Crisis

. I. ACTION-FORCING EVENT

We understand that you plan to include in your State of
tha Union Address a proposal for swift enactment of a compre-
hansivae initiative to assure that all American children are
adequately protected against preventable infectious disease.
‘Thxs initiative is a cornerstone of your prevention strategy. It
is both a f£irst phase of your overall plan to reform the Amarlcan
haalth cars system and a free-standing effort aimed at addressing
a fundamental matter of public health safety for all Americans.
It raflects two promises made during the 1992 Presidential
campaign: to assurs all children access to preventive health
ecervicas; snd to control drug prices which now are escalating at
three times tha rate of inflation. ,

In order to have this initiative ready for introduction with
key Congremsional support immediataly following your State of the
tinion Address, we haad your approval to prapare legzslatxon. The
Departient, in cooperation with the Domestic Pol;cy Council, will
develop legislatien. In dolng 5o, wa plan to 1ntens;vely consuld
key Members of Congress.

In readying the infcrmatien. and racommendations contained in
this Menmorandum, we have had wide~ranging discussions with
experts both within and without the Departmant. We also have
consulted with the Firat Lady in hexr capacity as head of tha
Interagency Health Reform Task Force.

II. BACKGROUND ANALYSIS
A. The Probgeh

Like clean water, immunization against preventable diseasges
constitutes not cnly medical care but a basic public health
protection. A stable, reliable, easily accessible, and
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affordable vaccination system is a tenet of all civilized
nations. 1Indeed, sc basic is the need for vaccination against
disease that the United Nations has undertakan special childhood
immunization efforts throughout the wcrl& am a fnndamantal publmc
health measure.

' in 1979, the Surgeon General of the United States
established a series of public health goals for the nation, which
were to be achieved by 1930, One of the most important goals was
protecting all children againat infectious, vaccine preventabla
dlsease. In order to achieve this goeal, it was doomod sszantial
that by 1950, at least 90 geraent of all children under aga two
should be rully 1mmunlzed‘

, The sSurgeon General set clear outceme measures for
determining whether the childhood immunization goal would be mot.
In the case of vaccine preventable disease, the outcome measura
used was the number of preaventable disease geses nationally in
1990. With respect to measles, for example, the Surgeon General
estimated that successful immunization efforts weould reduce the
number of cases nationally. to no more than 500 by 1990.

By 1990, however, only 60 to 70 percent of all infants and
toddlers were fully immunized against prcvcntable disesse. 2 In
some large ¢itles, pre-scheool immunization levels as low as 10
percent have been reported by the Centers for Disease Control
(CDC). Rather than improving immunization levels ameng America’e
youngest children they actually appear te have declined slightly.

Unacceptably low lmmunization levels pose a basic health
threat to very young children., Moreover, very low immunization
rates permit controllable diseases to spread throughout
‘communities., A clear example of this phenomenocn was the measles
epidemic which swept the nation between 1989 and 1%991. According
to the CDC, the epidemic produced 55,467 cases of measles in
three years. In 1590 alone, the year in which there were to be
no more than 500 measles ¢ases naticnwide, there were more than
27,000 cases. One hundred and sixty people (by and large
chlldren) died. Most of thesge deaths were considered preventabla.

1 wnile 100 percent of all children should be vaccinated, a
90 percent lmmunization rate constitutesa the minimum leval '
recuired to assure compunity-wide pretection against diseoass
(often referred to as "herd immwnity™).

2Indeed, because the nation made ne progress, the goal of
protecting all children was postponed until the Year 2000.
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Tha 1988-91 measles outbreak also produced significant and
aveidabla health care costs.  Each dollar spent to immunize
children hag been estimated to save between ten and fourteen
dellars. The recent measles epidemic illustrates these numbers.
The outbreak produced 11,260 separate hospitalizations and 44,100
hospital days. Avoidable hospital costs alone amounted to more
than $20 million. Theze costs do not include either medical or
the long term health, educational or social costs associated with
measlee and its complications. Experts beliesve that further
outbreaks of measlas and othaer preventable diseases will occur
without s;gnlfzcant merovement in cnlldhoad 1mmnn;zat10n levels.

B-.B_gzzim

Health officials point to many factors underlying low
immunization levela amanq &nerlcan children. The=se arsa:

i1 A s;gnzfzaantlg aradgg guhllc ngalth _care 1nfrasg;§ggur
which has further limite he av esse
immunization services in er ci ame

ggmgunlt;es. Publicly funded health programs, such as
¢ummnnlty and migrant health centers, rural health clinics,
the National Health Service Corps, county and clty health
clinics, and publlc hospital clinics, are a principal source
of care for lov income patxants Thase elinics by
definition are located in areas where pavarty impedes access
to health care and ingreases risks to health.

These programs are substantially under-fundad. They do not
nave adeguate staff. They cannct afford to remain cpen on
nights and weekends. They do not have a sufficient supply’
©f publicly purchased free vacoinae. Thay do not have the
community workers they need to find and assist particularly
hara-to-reach families, whose children ramain un=imminized.

As a result, the recent measles outbreak struck poor
children with particular severity. Based on a 10-city
study, the Public Health Service has estimated that betwean
40 and 91 percent of unvaccinated infants who devaloped ‘
measles were enrolled in public assistance programs.

High vacgine prices that make immupnizations purchasa

out31de the federal CDC pCcurement stem all but
unaffordakle. Currently the cDC purchases half. of all
vaccineg used in the U.5. These vaccines are sent to state
health agencies which in turn distribute them to local
CILnlcS. In New England and Wash;ngton State, state health
agencies purchase additianal vacclnes through ¢DC to



02/08/93  09:34 €202 690 6154 - HHS TRANSITION @oos

4

diatribute directly to private physicians. In this way,
physiocians receive free vaccines purchased it a reduced
prica, participate in state immunization efforts, and charge
families only a modest admin;stratlon fee (if anythlng at
all)., In recent years, in response to high vaceine prices,’
aseveral othar stataes, including Texas, South Carelina and
Hawaii, have sought to establish thes¢ programs but their
efforts to buy additional vaccines through the CDC contract
have been rejected by manufacturers as “against public

policy”.

Childheoed vaccine prica incraases over the past decade have
been dramatic. For exampla, in 1981 a dose of DPT vaccine
cost $.33. By 1991, the cost of the same vaccine dose had
risen to $9.%7 -~ a 2,921% increase.

At the price private physiciang now must pay, it costs $ 245
- Lor the vaccine alope for familias with children cared for
by private docters to fully immunize each child against
preventable disease. With the cost of injecting the vaccine
included, each dose of vaccine ¢oste a family about
$45,00. 3 Chlldren need 18 aeparate doges of vaccine to be
fully immunized.4 :

‘Paying for vaccznatians out-of-pocket posas a sxgnlflcant
burden on lower income working and uninsurad (or :
underinsured) families. This is particularly trum for young
families, who are most lxkely te have young ochildren and who
have seen thelr real earning levels decline substantially
.over the past 20 years. Reimbursement for vacoina at the
full market rate also poses a major cosat problem for privata
insurers and for both the Medicare and Medicaid programs.

The escalating cost of privately administered vaccines has
led an increasing number of physiclans to send familims to
public c¢linies, where vaccinations are cheaper. The same
vaccination series that costas $196.00 in a private ‘
physician’s office costs only $96.00 in a public clinie. It
is ne surprise, therefore, that famllies are routinely sent

" to public clinig¢s. But many may fail to ultimately get the
vaccine for their children because of tne burdens 1mp05ed by
multiple vlsits. .

3 The CDC estimates that it coats about $5.oo to administer
an 1n3ectxon in a public cliniec. . :

4 This includes 2 doses of oral polio vaccine, 2
'measles/mumps/rubella vaccinations, 3 vaccinatione against
Hepatitis B, 4 vaccinations against hemophilus influenga, 3
vacc;nations against diphtheria, pertussis and tetanus, and 2
vaccinations against acellular pertussis.
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Bxperts agres that opportunitiess to immunize children cared
for by private physicians thus are being lost. At least one~-
third of the children with measles during the 1989-1991
eutbreak had at least one previous visit at which an
oppertunity for vaccination was lost. - This shift of
privately cared for children intc the public system is also
adding te the strain on the public systenm.

g ; ization practicos (Buch as the acceptable practice of

giving multiple vacoines in a single v:sit) that leads them
" to under-immunize children.

4. The lack of s pational tracking svstem (like the vital
statistics system for recording births and deaths) which

helps local, state end federal officiale idantify and
vaccinate children who remeain unvaccinated., A tracking
system ls deemed essential by publioc health officials. It
‘permits them to measure the current immunization status of a
community, not merely guess at i€, Without a tracking
systenm the nation has nv accurate, "real time® information

- on immunization status and cannot respend to potential
crises., Federal officials literally cannet measure with
accuracy whether basic public health goals have been mat.

. The failure to de glgp safer, simpler vaccipes throungh
ggg;essive regearch. Although manufacturers claim they are

spending billions of dollars on vaccine research, results
have been inadequate, Tne NIH 4oes not have sufficient
research stimulus funds® to generate an appropriate level
of effort targeted on childanosd immunization. 'Left to
eatablish their own research priorities, manufacturers have
not moved swiftly enough to bring safer and more efficient
vaccines to market. Indeed, the sheer number of separate
vaccinations children must now receive to be adequately
immunized may be contributing te under-immunization.
Parents simply do not understand that children need 18
separate vaccinations.

Insnifig;ent ﬁundlng for the FDA to assure that new

vaccxnea are rapidly tested for safety and efficacy. This
further slows innovatien in research.

. ® According to the Public Health Service, NIH research funds
now represent 10 percent of all funds spent on. immunlzatlcn
research. '

@oos
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7. ed, non-fune vace conpen ion_s
which lacks sufficient funding to settle backlogged cases,
is applying dated standards, and whose funding base for
future cases is no longer authorized. In 1986 a federal
vaccine compensation program was developed in order to
address manufacturers’ concerns over their liability for .
vacecine related injuries. (they threatened to cease
production of vaccines altogether). The system is now in
-need of repair in several respects. Four thousand cases
arising prior to enactment await action and settlement and
cannot be resolved without additional apprapriations.
Legislation authcrizing a special vaccine excise tax to
settle post=enactment vaccine injury claims has expired.
Without a functioning compensation program, continued
involvement by both manufacturars and phy91cians in
vacclnatzon activities is potentlally in guestion.

8. & related problem is that federally developed 1nformed :
consent materials {(written information used to educate
families about potantial vaccine dangers to their children)
are considered unnecessarily complex and difficult for
families to understand. It may have a deterrent effect on
both the familles who read it and on physicians’ willingness
to provide imwunization services.

La. Action Pl

Expartn both within and w1thout the federal government have
made numerous recommendations for effectively addressing all of.
these problems, Virtually all of these recommendations are
contained in an Immunization Action Plan which was developed by
the Public Hesalth Service and which calls for improvements in
both public and private immunization delivery systems. The plan
is comprehensive., Yet it remains virtually non-implemented
because of a lack of interest and commitwent by the Reagan and .
Bush Adminlatrations. The Action Plan’s recommendations mirror
approuchea to vaccine purchase, distribution and administration
used in virtually all industrialized nations with private health
insurance systems.

The racanmcndat;cne 1nclude tha fullaw1ng elements.~

1. Anvlnfns;cn of funds to improve and strengthen publicly
funded primary health care programs. This means increased
funding to local health departments, community and migrant
health centers, rural health alinics, the National Health
service Corps, and other vital "safety-net" providers of
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health care for low income and medically underserved
patients. Theee clinics all need a stable supply of
vaccine. Thay also need additional staff and operating
resourcee to both furnish immunizations and to provide the
primary health cara for children that should acconpany
immunizations. .

With funds-included in tha aconomic stlmulus package, these
1mpr¢vements can begin as early as thisg summer.

2. A new syatem under which the fadaral government would
purchase the vaccines needed by both public and private
pravxdera at a negotiated rate. Manufacturers would ship
vaccines directly to physxclana, clinics and other
pravzdczs. Thexe health providers would, in turn, charge
families only a medeat administration faa. Such a system
also would permit the establishment of a national tracking
system, since all providers partlclpating in the vaccine

. distribution system would, like hospitals delivering babies,
provide state and federal agenciss with information about -
gach child lmmunized. Insurere such as Medicare, Medicaid .
and prxvat: insurers potentially would realize szgnxflcant
savings, since vaccines would be baught and shipped 1n a
coordinated faah;on through negot;ated rates.

Familles and insurers (lncluding Hedxcare and Madicaid)
would therefore pay only a medeat administration fee,
regardless of whether patients receive care from public
clinies or private doctors., The crisia of missed oppor-
tunities would be reduced dramatically, with potentially
enormous financial savings te famllzea, insurers and state
health agenaies.

3. Assurance of a stable funding source for vaccine :
infrastructure, purchasing and delivery activities that is
based on mandated spending through a capped entitlement not
subject to year-to-year variations (as is the case with
discretionary appropriations). The number of needed dosea is
known.and the prices can be negotiated. In this way,
financing for vaccine activities would keep pace with the
appropriate cost of a comprehensive vaccination effort. This
type of budgeted and stabilized financing arrangement is
consistent with your long-range thinking about how to
purchase health care generally.

4. Funds to develop and maintain a vaccine tracking system,
tled to the distribution of vaccines, that permits patient
tracking and communlty survelllance. _
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S. Reforms in the vaccine ecempensation program so that it is
once again operational, as wall a= simplification of the
vaceine information matarials in order to reduce the burden
on families and providers. Punds will be needed in both
Fiscal 1993 and Fiscal 1994. Additionally, the taxing
authority for post-enactment clazms w111 nead to be
extended. . .

6. a new appronch to vae@ine research that emphasizes
rfunaing through NIH (rather than less reliable, indirect
funding through- profits to manufacturars) for_childhood
vaccline research. '

7. Increased funding to the FDA to improve and simplify
apprcval systems and strengthen eafety. and ovarsight
activities. )

8. Funds for renewsd international vaccine efforts in
cooperation with the World Health Organization and UNICEF.
According to the Public Health Service, the nation’s
experience with smallpox showed that the §32 millian spent
by the U.S. to help eradicate =mallpox worldwide through a
combined international effort has led to savings of

$600 million annually.

‘Educational ertorts aimed at’ patlents and haalth
prQVlders to inform them about the importance of
vaccinations (and in the case of providers, safe and
effective 1mmunizatian practices).

10. Involve the private sector in community vaccination
afforts and make community vaccination outreach a key
element of your National Service program.

D. Suppert for thesé gécommendatiags

Support for 1mprcv1ng immunizatien levels through these
comprehens;ve reforms is widespread. Supporters include experts
in public health, pedlat:lc;ans the Public Health Service, many
Members of Congress, children’s advocates and others. Xay
individual and organzzatlonal support comes from Mrs, Carter and
Mrs. Bumpers and their childhood immunization effort (known as
Every Child by Two), Marian Wright Edelman and the Children’s
Dafense Fund, the American Academy of Pediatrics, (particularly
its 'incoming President Dr. Betty Lowe), the’ Harch of Dimes, and
others.
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E. Opposition to the reforms

only two of the reforms described above nave generated
significant opposltlon. These are proposals to simplify vaccine
information materials and to establizh a universal vaccine
purchasing progran for all families.

1m91;£1cat;gn of vaccine material: This is oppesed by an
organization known as Dissatisfied Parents Together, a group

consisting of several thousand families with children who
allege injury by vaccine. e e

Universal gugchas;ng; This system is adamantly opposeﬂ by
- the manufacturers, as ‘well as by Dissatisfied Parents (wnich
opposes any effaﬂt to increase access to vaccines). 1In
addition, a number of key industry critics are concerned by
" one issue as described in the first bulleted argument. .

Manufacturers make several arguments. These are:

o first, that by reducing current profit levels; a
coordinated purchasing arrangement will cut into
vaccine research (industry critics also are concerned
about retaining sufficient funding levels for research
efforts) ;

- second, that such a systen w1ll provide free vaccines
to rich children; and

o third, that prudent purchasxng lead them to give up
the productien of vaccine altogether.

The industry is extremely powerful. We believe that it wlll
.fight this effort becausa of its precedent-setting value.

F. Ras ondl & _oppo

Public haalth experts, children’s advocates, health care
providers, and public officials respond strongly to these points.
With respect to tha parents group’s concerns about the safety of
vaccines, experts uniformly reply that the dangers associated
with nct vacecinating children vastly ocutweigh those associated
with childhood meunlzatlon.

6 Indeed, a new study from the National Academy of Sclences
calls into question earlier conclusions about the injury
potential of certain vaccines. At this time, there are
widespread recommendatlons for tightening the Vaccine Injury
Table contained in the Vaccine Compensation Act. Experts helleve
that many of these injuries are ln fact not traceable to
vaccines.
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With raspect to the manufacturere’ argunents, publxc health
officials raspond as follews:

cgsarch and marketing concerps: there is mo evidence to

suggast that negotiated xates will se reduce manufacturers’

- profits as to make research impossible. Indeed, many
question whather funds paid to manufacturers for research |
have achieved adequate results. No one has suggested a
negotiated rate so low that research can no longer be
supperted. Moreover, it may be preferable to directly fund
added resecarch through direct allocations out of a mandated
gpanding fund (rather than by build;ng it into the price) in
order to inorease childhood immunization research efforts.

Additionally, developing a strong and stable purchasing
systen for vaccines may have the opposite errect from that
predicted by the manufacturers. Companies that left the
busineas of vaccine production conceivably could be -~
attracted back into the business through a more stable
financing system with integrated purcnasing and 1lah111ty
protectlgn.

It ia alao 1mportant to note that manufacturers have
producea no evidence showing that even the reduced price
pa;d by ¢DC would harm them rinancially. Indeed, the CDC -
price may be equal to or greater than prices paxd by other
first world countries, Even the CDC price appears to be well
above the CPI rate of growtn

:t appears- that manufacturers are realizing large praflts
without demonstrating sufficient reforms and improvements
for children. Moreover, in no other Western industrialized
country but South Africa is access to so basic a child
haaltn sexvice as vaccine dlrectly tied to family wealth.

concerns about vaccines fo well-ta-do children: The.most
direct response to this concern is that unlike many other
forms of medical care, vaccination is such a basic public .
good that, like clean water, it simply must be available teo
all. HoreGVer, families will continue to pay for the actual
administration of vaccines if they are well off. The only
issue is whether they should pay for vaccines themselves at
the point of service. To make families do this is like '
foreing families to pay for a drink of clean water every
time they turn on the tap. Thie is sxmply not the wvay to
manage a basic public health need.
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‘Paying for vaccines thrnugh a government purahanxng system
peans that the vaccines have been paid for by families in

advance of when they are actually needed by children. In -
this way, a childrs access to vaccine ia never dspandant on
his or her family’s partlcular circumstances. ,

In short, the notion tnat it is against publiec poliey to
furnish free vaccines to children is incorrect in ite basie
assumption that the vaccines are “"fres", A coordinated
purchasing system changes only when vaccines are paid for,
not whether they are paild for. Hnreover, the argument
overlooks the unigue nature or vaccines.

Threats of'ma;ket pull=citt: There is no evidence that this

would happen if purchasing systems are mandated and
stabilized. Indeed, as noted above, a more stable market
might attract additional manuracturers.. - The only time that
manufacturers withdrew from vaccine production was when
their llability was at issue. This problem has now been .
addressed. :

III. RECOMMFNDATIONS

We recommend proceeding with the abcve-outllned reforms.
Substantial consensus exists on all of the reforms discussed
above except revising the informed consent materials and ‘
establishing universal purchasing, . We believe industry eritics
whe oppose universal purchasing will support it if, as recome-
mended here, the system is financed through a stable, mandated
funding source that includes sufficient funding fer research.
Repairing the vaccine compensation act and establishing universal
purchasing will generate opposition. But experts agree that '
thesa reforms are essentlal to a successful effort to address the
childhood immunization crisis in the U.S.

opposition will be strong, particularly in the case of
manufacturers. They understand the power of this issue and its
pracedent settlng guality. They can influence many Members of
Congraess. This is also a particularly complex piece of '
legislation that requires many separate statutory reforms.
Crafting the legislation will involve. reSOIV1ng a broad array of
issuea. 8trong Presidential involvement wlll be needed to brlnq
this initiative te fruition.

However, theseo refcrms are essential to families who cannot
meet the cost of health care for their children. They represent
an extremely important step in containing the cost of vaccine and
in promoting its availability. And this initiative allows you to
take an early leadarship rele in national health reform on a'
*bellwether® issue of central concern to families and children.
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For these reasons we recommend a tuo—atép process
1. Inclusion in the economic stimulus package of aufficient
runds to permit initial ;mplementatxon of the publio
investment reforms.
2. Introduction, and passage as gquickly as posaible, of

comprehensive legislation that addresses all of the issues
containeda in this memcrandum on a permanent bcsxa.

Iv. DECISIOH
hpprove «' Apprbve as Amended
Reject | No Action

cec: Hillary Rodhaw Clinton

(1]
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Amarican Cyanamid Company Ronaid J. Saldarini, PH.D,

Ladens-Praxis Bislagicals Division Frasiaent
One Cyanamia Piaza

Wayne, NJ Q7470 USA

Telephone: (201) B31.483

Telsfax: (201} §31-5861

February 15, 1993

Ms. Carol Rasco

Assistart to the President
for Dcmestic Policy

The White House

Washingtcon, D.C. 20500

Dear Ms. Rasco:

¢n behalf of Lederle-Praxis Biclogicals, I want to
thank you for meeting with us today to discuss ways in which the
¢hildhood immunization program might be improved, with particular
emphasis on increasing immunization rates among inner city and
other underserved populations. It 1s our hope that this meeting
was the Ffirst inetallmant of an ongoing dialogue between vaccine
manufacturers and the Clinton Administration regarding this
matter of vital interest to our children and our public health.

Among the initiatives discussed at the meeting were the
following: ,

o Insurance Reform -- A majority of privata
insurance policies offar inadequate preventive
health services. The Adminigtration’s proposal
for health care reform should have as ite
centerpiece a requirement that all insuranca
policies provide first-dollar coverage for well-
baby care, including age-appropriate
immunizations.

o Medicaid Reform -- Since most of the underssrved,
and currently underimmunized, populaticn is
Medicaid eligible, there must be an intensive
review of the Medicaid prugram and the extent to
which 1ts reimbursement and other limitatiocns
discourage the particlpation of primary care
physicians, particularly pediatriciane. Every
effort should be made to ensure that Medicaid
children are assigned to a primary care physician,
preferably a pediatrician, with the responsibility



-9 05:05PM . PL3

Meg. Carol Rasco
February 15, 1993
Page 2

for tracking and followup for individual
recipients., It is a striking statistic that 90%
or more children under twe recelve at least one
immunization, plainly indicating that the problem
is with tracking and followup of individual
cnildren to complete thelr immunization series.

o Mobile Qutreach -- As several manufacturers
mentioned, perhaps the meast effecrive model of
immunization and primary care outreach for
children in underserved areas ims the program
operated by Dr. Irwin Redlener of tha Children’s
Haalth Fund. Dr. Redlsner operates a number of
mobile wans, complate with computers for tracking
immunization status and most of tha madical
apparatug that one would find in a pediatrician‘s
office. Funded at least in part by Lederle-Praxie
and other wvacoine manufacturers, these wvang have
made an impressive inroad into immunization and
other health proklems of the inner city and other
remote areas. (I am enclesing some background
information concerning Dr. Redlener’'s programs as
well a8 an article quoting him from yesterday's

New York Times.)
* w *

Finally, altheugh it was not discussed at the meeting,
I would like ro make a gpecific suggesrion concarning naxt steps
which manufacturers and the Administration might take to continue
our dislogue and to address jointly problems of low immunization
rates, I encourage you to congider formation of a public-private
tagk force consipting ¢of the three or four major vaccine
manufacturers and individuals from the Department of Health and
Human Services who are most xnowledgeable about the igsues.
These would include experts from Medicaid, the Centers for
Digease Contrel, and othar parts of tha Publie Health Service
concerned with maternal and child health matters, minority
coutreach and community and migrant health centerm. The taek
force shculd also include representatives from selected state.
governments since the states are key players on the front line in
immunization efforts.
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' If you belﬁeve tnat such a comblned .task force could
davalcp useful new approachas concarning immunization, Lederle-

Praxis would be delighted to initiate digcussions with the other‘
manufacturers and would be willing to devote all necessary. i

regsources to the undertaklng I will call your offlce in' the
naxt faw daya Eo ascertazn your 1nharest

Regardleaa of the approach Whlch the Adm;nletratmon

ecides to pursue in this matter, we appreciate you* personal
1ntereat and your w1111ngness to listen.

Ronald J C'Saldarini

Enclosure

g



Tirso
2{4|%

3 05:05PM

| Shots Are Ofen Free

‘But Many Children
Miss Immunizations

By PETER MAKKS

Long artar the hour of her scheduled
appeintment had paseed, Michele Bry-
AL 340 With-hr J-year-old son in the
waiting room of the New York City
Department of Health clinic In Fort
Greane, Brooklyn. She hed littls choice

2 snowy Bsturday: As 4 single mother
with a tulkiime job (hat offered no
benlth benafits, she Rad neither tha
Hme ner the resources (0 8o 16 & pri-

“1 got up this morning &t 6:3 w
bring him hare,” Mg Bryant said as
her son, Taurean, scuerind the
rows of plastic seats, rosUess after twn
and 2 half hours in the olinie, ""This e
what you have 1o do. If you love your
Shild, you want them to have the best
SRS You cAn get.”

vaccines are free and avail
abis in public heaith clnics in New
YOIR ANd many other sints

8ut far svery parsat like Ms. Brywnt,
whe tries (o have her ciild vaseinued,
ouaands of othars 40 not iry at all or -
§ren up after struggiing with the pub-
liehanlts bureaucracy. Soma, lacing a

nulucud of sconomic and family pras.
ares, do aol think It & worth the
:m 5ome are nt aware of s
Mg countey illegally, arv wum
afraid to bring their children for xhn:‘z
Ta ancourags immunisation by mak
Ing it mor effordable, Prasident Clin-
lon annouficed on Friday a plan 1o
spend 8300 million next year o In
crease the number of Amarican okl
dren who are vaccinaimd, Whire Houe
OTiCHals said that ax a resule, & millian
more youngmers would be immunized
glunmn (NS summer. mogt at publie

The President stronsiy ceiticized
drag manufaeturers ﬁ?mm -
kroar their o1 VRCCIneS e
ot he called O dvartis.
ying 4t the expenss oi
dsveloping new and beter %
Administration officials said they
wars sHi]

& plan
Government w buy m&‘ e .
of cmlfdm’s vECnines and
Fute Pregident Climon's 4
that they are 1o hlams for the rising
codts of imsmunization, and argue thai
tney effer subwianual ccounis on
vaceines sold w0 povermment pro-
ma The raal problam, they say,
81 whars vacoITEa ot svaiatie
Availn
Many doctort and haaith-obse

:snm thet some e sevar
Vaccinated and othury Pecaive the
same Vaicingg pyer over,

but to wait it out in the dreary roomon

vate pediatrician to got her son vacei-
anted, ‘

"« §0 years. Children
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The faikure to vaccmace i 50 wide

: this ¢ that
mfg og\id:ls sp::lm 'r.l?a tmm

gt&mw; ?a:mu o fight child-
use o .
hood diteases. Azeording o the Can:
ers for Digease Control dnd Preven-
tion, imas thas R8I of &1 chidren i
the country between 1 months and 2
yaars old are ly vaccinated. [0
tha inner cities rural areas, pros
porttons. are aven smaller. In New
Yark City, the Depariment of Heaith
reports that aniy 38 parcent of Kool
children have completed the full e
rias of recommended vaccines by the
time thay arg 2, the banchmark age
. for immunization becauss the natural

irnraunity 1 baby receives from hisor

her mothar has dissipated.

According to the Amersican Anad-
em“ykof trics, the Unitad States
ranks L7th in the worid in tha percant.

. ags of infants vaccinated sgoinst lm

. Health y mmunies
1&1:-' are nl" ﬁ 'umnmuud

veountries with a nationaliset gystem

: cafe, Lain,
A et She i rarana
Gisgraces we're dealing with," said

' Dr, Irwin Redlsnsr. prasident of the

" Childran’s Health Fund, a nonprofit
" sMP that offers tmalth care to ¢hil-
e,

a1 Naw Yark City homeless shel-
i o fungdaman.

Hlmmuniaation
. (3l marker of gccess tw huakh care
* fr children, The lack of it puts kids et
+ i favtastic lovel of vulnerability.”

Utk Stew Batkward W Yoars'

. Dr. Bruce Siexel the New J
designsia,

. heaith commimsioner said:

. "Immunization is one 0f the areas

! WtATE Wa PR nmgmbtc‘kvud
* o] mansies in this dey and age,”

e g 1o Prosident Clin-
i tan's criticiom of drug manufectur-

. id J t of
e, David J, Wiliams, presiceat of

Lebora

A:‘smnwcmr, Pg., blamed lawsuits for

< griving up viccine prices.
.- “The only profitesrs In vaccine
.;rﬁ:in; have been the lawyers whe
" Jaunched hundrads of product Jisbil.
< ity lawaite,'’ v, Williams asid, I
ts we were todistribute vaceinm froe &

»: everyone, whether rich or poor, it .

e veould drive up the cost of immuniss,
fon to the Federal Oovernmest. It
‘doesn't make ANV $eNse 10 incraass
on buying = muu;:: that is
& sbundant supply W money
could be bertar used in sliminating
the barriars that cbetruct sccess.”

.. The Cemectiout Exportence

¥ Although Connecticut has

)+ itanding pmmmmymam
= ute vaccine (o doctors and clinics. Dr.
»+ James Hadisr, the slate epideminio-

e wu
o

B

1. gisy, said thal only 63 percent of Cons

Jooectiout chikiren receive. the full
=’ complement of vaccines by age g;;

. t-dnly marginally mere thaa in

«* York and New Jarsey, which do not
T provide all the vaceined

5 QOCLOTS need,
« o “Univaraal distsibution is just

- component of what needs 1o be dons,"
" Dr. Hadler said. o
. Bacides Cenmacticut, 12 Statas w
Alabama, Colorado, Idaho, Maine,
. MAssathusells. New Hampaurg,
© Normth Dakota, Reods laland, South
g acrine 410 ST
T Wyoming ~— YRCC
T !Tfo o dootors and clinics. The
. doctors are allowed to chasge a nomi-
nal 124, usuaily 38 wo 310, to saminis-
1A the Arugs, Sinee 1830, Massachy,
s4its has manufactured its oo diph-
, theris-Letanys-perousms,
: %\'leﬂm ut most otheis statsy
By gheir vaceines, .

oF Wh-XDIngR

by~ ]
—
LS T

u!?:gﬁy Years a g0 when the messies
vacdne Wos uensed, health officialy
predicied that the childnood gisesse
. Would be eradicatsd within 3 faw

years, But afier vears of decline,

. measles made a comaback from 1339

- L8 100L, with 4,000 cases and 11 deathe

* i New York State alone. State epide-
wiologisie found that mors than half
the caaes wers among preschool chil-

. dren, most of whom had never re-
_ calved the measles-mumps.rubeils
©,vaccine, known as MMMR.

AL the height of the outbresk,
L health officials gave ow MM.N vec
© cine 1o &monthold chidren, even
b W normaily admunisiered o

1-yoar-oide. When oulbreail subsids
od, administration al gge | was re
sumed. Altheugh lew camprahsngive
AULIAUCE On yngerimmunization are
kept, medical experts are convinced
it remains 60 widespread amonggpro-
$eR00 Chikdren tnat ihere will be fu

. ure gutbreaks. “Where parents are

" not having their children s mmunized,
digeases we Uwught we hag under
contral are going (0 be popping up &ll
over the country,” said Dr. John Les
Clowe, prosident of e Amerncen
Medical Association,

Health organuations say that 1o be
pmptr?limmunueﬂ. a8l 2-yearHids
should have had four shots of diphthe
riscietanua-periuans, or  whoaping
mﬁh wtiree of poisc And one of
M.M.K, In recant years, (w0 new vac-
¢ines, for hapatitis B and Haemophi-
lus mluenza type B, have been adged
to the recommended program.

Becauss most public and privote
schoois require thal chugren are

.completely immunizad delore they
enter rien, docicrs say that
 MANY PErentS do not realize Mw crit-
fcal §t is for them 10 receve all the

shots by the titne they are § yeara ald. .

No Natlonal Reglstry

Converssly, dociars and heslin affi.
lals repors, 8 ruch smailer propor-

<
ton-of Children receive (oo many

vaooines. Parents are 1gaued (mmuni-
wWtlon cards to keep track ‘of e
children's vaccination. Byt Dr Red-
lonsr said that bocauze thare it no
nasonal lm"vl 0 Kk irack of
thass children w cards
have boan lost or muspleced gat the
sgme ghots gver and over as they
move from doctor's office 1o clini 1o
omr'rgoncy roam. | .

or g ifke M3s. Grysni, the
pmmm of access uryt::ucn ay
economine. Commuting two hours

ARch wey 1o & recapugaist's job i
White Plaing from her home i Eagt
Fiatbusn, she nas iile Ume during
the to respond ta 2 madical
crisis, let alone (o visn a doctor for
reVEnLIVE CArE. SAL 1S Lo Detween
. her need 15 sarn 3 bving and her
dasire 1o care for Tsurean "My
YOUNger sister lakes care of him
While I'm at work.” taxd 1he Mhyuar.
ol Ms. Bryant. “But [ wani (0 be the
one 1 take hint (0 he GOCTor. He's
xoing to hurt and emy.
o, 1
4on 8l B cut
health clinie in Park Siope, Bmlyny.
and toak & day off from work Lo keep
i But when she showed up ikie, she
- wind tald she had to le rwas
no until she learned of .the child
hesith-care clinie tn For Greene,
which recently expandad its hours on
Thursday nights ard Saturaays. tha:
Taurean wag immunizec He was al-
resdy six months behung Before nis
visit, b8 Nad never been tnocylated
4gainst poliv and diphimna
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| Vaccines Az};aiiable' but Many Children Go Witboﬂir.;;

Fualing af Fallure

. Realth officials say that with cosis
riging and most ingurers refusing 1o
cover vacLinguons, more and mare
middle-class famiiies are gatng 1o
piblic elinics for immunizetion = or
are nut having vaccmsuons at all
StHl, tha problem s most acute for
lower-rcome and miacrity })aresm.
Dans Fart, a 25.earald single
mother, lives with her five young
childres in & dorneless sheiter i the
Brong. $Seme of (hem are fully Immu..
nized, she sad, witile others are miss
ng several vacoines. Har youmgew:
child, ohe ea:d, did not gat any vageir
‘nations until he wag 3 months oid, She
said that har frustration over what.
.she bealioved was her inability w0 pet
adequaté treatment for heroelf and !
her children at scal heapitals and
clinizs sometimes made her valug-
tant to taxe her chiliren ts docrors.
I TUres me she said. 1 Rave
cried fots of (imes because | fee ke
Ive fuiled my children. .
To reach paople like M3, Fort, hoan .. S ] o s th :
tals and community crganiations - “This is one of the true national disgracea we're  vaccinations. -He heiped Dr.
n Inner cities bave been trying new  dealing with,” Dr. Irwin Radisner, president of & Carios Preaneda a diphthera in

ways 6f coaning pecple intd clinice : . t ! oCulation. The boy's
and monile  immanization units, . 6TOUP that offers health care to children at New  mother, Estrella Carbos held her daughter, Tavn.
Thres monthe agn, Betlevue Hospital Yo7k City homelesa shelters, sald of the law rate of - ary Freaneda. av & mabile chinic in Harlem,
Tenter started 8 program in whiek ' - : .

two nursss screen children in she '
podiatrics smergency em 1o deter-
mine I any vaccizations sre needed;
ol 43 children who fave been | .
saremned, 71 werd imntunized. 1o

But the obatacies to immunization
remain daanting, At the Righard Al-

len Centar on Lile, 2 nonprofit child. . -
aad fostercare crganization i Har- When Chiidren Should Be Immunized
iem, immunization guireach warkers : R g
Daniida Abreu and Pameis Janes s&¥ Regommanced by AR

1
Karer Burke give

the Amanican Academy

that they would like 16 gadoor 10 door | ' " i m ol ala e
Zgé;?n ie‘?ﬁ&“&"’.‘&‘i‘@"ﬁ%?‘&%‘: i S of Peaiarrics. ‘ 8|4 {‘ 12te |16 tq‘:q 1
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groups, kanding cut liers ane singing | C .f}aphtbfena‘tawnqa'muawa ?S.S? :
hopma dipigetes || eanecevee ~
walt,'' M3, Jones said, A letofpﬂpb .o iPoim 9.8 ;
O R S 1o yeur e chan - | [Vausies T .
not to have thad child all” . Mumps - . ; 26 9
S e Ruballe . -
e T Hasmochilus influenza tyne »
’ : - [Tubereunsis test HE .

| "AYETBGS COS: IrOM 4 QIR CICIRN 1N 1987, whers avarebh.
FTha 1000MmMendod 39¢ for the Argt mexgles ENOL 8 12 months in
-Naw York City ang cther SIRCeY whare the disease 18 wideapnesn.
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LTZATI THE UMHITED ST

Children should be routinely vaccinated against nine
disamses: measles, mumps, rubells, diphtheria, tetanus,

pertussgis (whcapxng cough}, polic, Heemgphilus jinfluenzae
type b (Hib) and hepatitis B.

Children require 17~18 doses of vaccines up through age 12
for full 1mmbnlzatlon Of these, 14-15 dosas should be
delivered prior to the second blrthday in about 5 visits to
a health care provider.

The numbeyr of recammendad vaccines and vaccine dosés has
risen dramatically in recent years. From the sarly 1870's
through 1984, 10 doses of vaccines were recommended against
7 diseasas. Retween 1985 and 198%, one more dose was added.
8ince 15989, 6 to 7 more doses of vadclnes have been added to
the schedule. '

Approximstely 1/2 of children are given vaccines in the
public secter and 1/2 in the private sector,

Recommendat;cns are made by two major adviscry bodies. The
Advisory Committee on Immunization Practices (ACIP) advises
the Centers for Discase Control and Prevention (CDC) Tha
Committee on Infectious Diseases of the American Academy of
Pediatrics (Red Book Committee) advises pediatricians.
Bacause of extensive interactions between the two groups,
the recomuendations ars almost identical.

CDC JINVOLVEMENT IN IMMUNIZATION

coc began to supplement State and local immunization efforts
in 1963 with implementation of the Vacclnatlon Agsistance
Act of 1962.

There are currently 63 Federal Immunization Grants
administered by CDC including Grants to all 50 states, the
District of Columbla, msome large cities, and the
territories, EZach grantee runs its immunization program
tallcred Ep its own needs.

CDC grants suppert vaceine purchase and program
administration such as vaccine handling and shipment,
immunizaticon level assessment, disease surveillance, and

- outbreak control. Beginning in FY 92 funds could also be

used to Assist with the actual ‘delivery of vaccines such as
hiring nurses. _
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THE CURRENT CDRC CONTRACT

. Starting in the 1860’s, CDC negotiated large Federazl
Contracta with vaccine manufactursrs to purchase vaccines at
veduced rates. Such contracts coffered manufacrurers.
advantages over thair usual methods of doing buginess.

. CDC prices are lower than the private sector because of;
Large minimum guaranteed purchase

No return clause (private physicians can return unused
or outdated vaccine fer a full refund)

‘Limited number of delivery points (only to 63
immunization grantees)

The Federal government'’'s assumption of the duty to warn
parents of regipients of tha benefits and risks of
vaccines

The manufacturers’ willingness to let the private
sector supplemént the cost of vaccine gold to the
public sector

. The contracts redquire that the vaccine purchasad must be
used solely in federal, state, and local pukliec health
immunizaticn programs, Sale of these vaceines Lo any person
or entity is strictly prohibited. Vaccines can be provided
te private physicians if the Grantee feels it is necessary |
ta assure children are immunized.

. coC grant guidelines allow & “reasonable administration fee!
to be charged but reguire that a sign be pasted in all
placas that recelve vaccines purchased with Immunization
Grant Funds statlng that *No one may be denied vaceine for
inability to pay"

THE “APTIONAL USE CLAUSE IN CDC CONTRACTS

. All CcDC contracts currently contain an “opticnal use clausa®
which perm:its purchase at the Federal Contract rate ueing
state, local, and/or federal funds. ¢

’ Manufacturers have the option of accepting or denying
epplications for vaccines reguested under the "optional uss
clauga®.

s Cther public entities such Community Health Centara can

purehage vaccines at the Federal Contract price by gLV;ng
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public appropriated funde to grantees who in turn make the
purchase. Some states such a8 California and Florida do not
have mechanisms for receipt of such funds thereby precluding
such purchases.

Recently, when additional states have indicated thev want to

purchase vacgines under the 'optional use clause” and
distribute them to all public and private providers, the
vacecine manufactburers have responded that such distribution
of vaccinas to private sector providers represents an
evasion of the intent of the Federal contract price system
which manufacturers believe is intended to provide vaccines
primarily for indigent children. Broader use of the
eptional use clause might involve a significant shift of
vaccines to private sector providers at public sector
prices. Manufacturers profits would thereby be reduced angd
it iz likely the Federal contract price would rise to a
level that would maintain the same overall revenues.

We are unaware of any order which has been placed under the
opticnal use clause esver being denied; however, we know that
borh South Carcliina and Hawaiil were told by Lederle that
they would not agree to furnish additionazl vaccines, at the
cpC price, if they expanded their optional use purchases to
include vaccine for all children in thelr states,

HE CURRENT VACCINE PURCHASE SYCTHEM

In the public sector, CDC immunization grant funds suppor: .
delivery of approximetely 60-65% of the public sector need
or about 30% of all vaccines purchased in the country.

The propcrtlon of vaccines purchaged by CDC varies widely by
vaceine. For example, grant funds cover about 35% of public
sector dlphtheria, tatanus, pertussis {DTP) neads compared
to virtually all of the needs for the first dose of Measles,
Mumps, Rubella (MMR) vaccine.

All states receive vaceines purchased through the Fedaral
contract,

Eleven states purchase all or some recommended waccines for
2ll children in the state, whether served by the public or
private sectors, at the price negotiated in the Federal
contract using state-appropriated and other Federal funds to
supplement immunigzation grant funds. The former funds are
used under the "opticnal use clause* for vaceines.

u:,02/15,*93 12:3¢ 3202 690 8154 HHES TRANSITION : @oo4
~FREEWAYZ PARK T 2-15-83 110:854AM 1M, NCFS/CDC— 202 €80 ClG4:# 2,18
-3~



02/15/83  12:38  B202 690 6154
~ HHS TRANSITION
. SENT BY:FREEWAYZ PARK i 2-15-93 :10:88aM : 'RANSITﬁgﬁwuraxuuu~ Q005

LY %)
Aty ¥ A ET Y s A

- Two states, Michigan and Massacnusetts manufacture their own
. DTP and distribute it free to both the public and private
gectorsz for all ¢hildren within their respective states.

. Inmunization ¢overage is higher in states with universal
purchass compared to orther areas. However, the differences
are not great. For example, median complete coverage (4DTP,
3 oral polio vaccines (QPV), and 1 MMR) by the second
bizthday for arsas with universal purchase was 62% vergus a
median of 56% in other areas. Differences in median
coverage rates for the individual vaeccines vary from 9 to
12% with the universal purchase stutes always higher.

. Differences may not be solely & function of the purchase
policy since tha health care delivery systems in states with
universal purchase, particularly the New England states, are
very different frem other states.

. Seven staras purchase all Medicaid vaccines at the Federal
contract price., 8tates like Tllinois and Ohi¢ estimate they
save more than $1 million annually by purchasing at the low
contract price. Other statas allow private Medicaid
providers to purchase vaccines at the catalog price and
reimburse the private provider.

VACCINE PRICES

. In 1993, the full price of vaccinses for immunizing a child
was $589.34 under the Federal contract and $212.81 in the
private sector. This excludes the Federal excise tax which -
was not reauthorized, with the axaige tax, the overall
prices would increase $32.84 for sach sector.

. This represents approximately a 1é fold increase from 1982
in both sectors.

. vVariations in price over time are shown in the attached
tables.

’ Prices for DTP have paralleled increases in manufacturer

liability. However, despite marked liability reductions due
to the compensation system, prices have still not fallen to
levels existing prior te the liability crisis.

. MMR prices 4id not change in the private sector even when
demand was increased more than 150% in 1989 with
recommendations for 2 two dose schedule. Only minor
reductions occurred in the Federal contract price.
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IMMONIZATION CO?BE%QB LEVELS

(]

Alé sEates have laws requiring 1mmunlzatlcn for entry to
schoo

IYmmunization levels at the time of school entry are 96% or
higher indicating vlrtually all children in the United
States can be vaccinated under the present system.

'Inmunizaﬁian levels among preaschoclers enrolled in licensed

day care or Head Start are also 93% or higher indicating
that with regulaticn high levels are possible.

Immunizaticn coverage levels among the overall preschool
population, a group that should be receiving approximately
£0% of the recommendad vaccines, are much lower. Nationasl
estimates for complete coverage hy the second birthday in
the United States range from 37-56% depenélng upen the
gurvey and methodology used.

National estimates can ke guike misleading since there is
substantial variation from area to area. For example, New
Hampshire has the highest reported level 79%, while Utah
has the lowest, 36%. »

Urban arcas tend to have levels 10-15% lower than state wide
estimates. For example, Houston reporits only 18% coverage.

Immunization Favera§e among members of racial and ethnic
minority g*oupa are lower than in the- general populatlon.

REASONS FOR THE LOW FRESCHGOh COVBRAGE

*

Most studies have identified two majox reascns for low
coverage: 1} a health care system that is not "user
friendly* which places obstacles in the way of parents
seekihg 1mmun12atlons and that fails to take advantage of
many opportunities it has to irmunize and 2) lack of
parental knowledge of the importance of preschool

immunization.

Barriers which serve as deterrents to 1mmunlza:1cn inclu@e
long clinic waits, long waits for appointments, inconvenient
clinic hours, difficult to reach clinic locations.

Missed oppcrtunltzes 1nclude making children come hack for
vaccines instead of giving all that are needed
simultanecusly, not vaccinating children with minor
ilinesses who could be vaccinated, and not taking advantage
of the contacts many high risk children already have with

# 6/18.
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publ Lc assistance Drngrams such as the Supplemental Food and
Nutrition program for Woemen, Infants, and Childran (WIC) and
Aid to Families with Dapendent Children (AFDC).

-While most parents realize their children need *baby shots®,

many do not realize haw many are needed. Often parents
believe that the critical need for immunizatiens is at the
time of school entry since that i¢ the time at which they
are required by law.

The task of immunizing preschoolars is made more difficult
becaugs khare is ne tracking gystenm to halp providere
identify children in need of immunization, remind parente
when immunizations are due, recall parents who do not keep
appeointments, and monitor progress on an ‘ongoing basis at
the local level.

THE HOLE OF HIGH VACCINE PRICES IN LOW VACCINE COVERAGE

Eigh vacoine prices have played some zole in low
immunization coverage but the impact has been difficult to
guantitate, Only about 1/2 of traditional employer-based
indemnity health insurance plans cover childhood
immunization.

High prices czuse fragmentation of care hecause parasnts may
seek regular ¢are with a private physician bhut go to a
health department for immunizations where they are available
-free or at low cost. This creates burdens for an already
overburdened public health sector. Many parents may defer
inmmunization rather than make the extra visits.

A 1992 survey of City Maternal and Child Health Programs
(City MacCH) reported 88% of responding health departments
had experienced a private to public sector shift of
,chlldren‘ From 19885-199], there was a median increase of
24% in childrer served and 31% in doses administered.

RESPONSES TO THE CRISIS OF LOW INMUNIZATION COVERAGE

*

$45 million was made available in FY92 to 63 immunization
grantees and 24 large urban areas c¢hosen on the basis o_
size and proportion minority population to assist them in
reaching the year 2000 goal of 30% full coverage by the
gsecond birthday.

To recelve the money each area was requmred to develop a
comprehanszve Immunxzat;cn Action Plan (IAP) which addressed
iggues of improving immunization delivery, information and
education, and assessment and evaluation. ‘
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. Overall, the 87 areasg requested $250 million for the
avallable $45 million,

. The Presiden@ ha§ anncunged a $300 million major initiative
te m@ka vacoination services more widely availadble to all
Americans, '

VACCINE PURCHASE OPTIUNS INCLUDING MANUFACTURERS® CONCERNS

1. ONTINUE PRESENT § ‘

PRO

+  public Sector receives vaccines at ‘avmrabla prices comparsd
to the private sector pr1¢es

a Manufaoturey RLD ig maintained

s Limited competition in the market would conmtinue to exist

. NMeadisst of children still zeceive vapcines free or at
minimal cost with least cost under the Federal immunization
grant

- Vaccine manufacturers are comfortable with this system

. The current vaccine purchasing system assures vaccine

supplies are aufficient to vaccinate virtuslly all children .
by schoel entry. Vaccine supply is not the major reason for
pooxr immunization coverage among preschoclers

coN S _

. Children normally served through the private sector will
continue to be referred to an already overburdened public:
sector

. Referrals are likely to increase as more vaccines are added
to the schedule and pric¢es cantinue to rize

- There is no guarantesd pufchase of vaccines at reduced rates
for all medically indigent children served by programs such
as Medicaid and community and migrant heslth centers

. It will be difficult to establish a npatiomal immunization

tracking system because private providers have little
incentive o undertake the administrative burden necessary
to assure data on all vaccinated children zre entered into



02/15/03 12:42  B'202 690 6154 HES TRANSITION — 1
| SENT BY:FREEWAYZ PARK i 2-15-93 110:58AM IM. NCPS/CDC~ 202 630 6154:4 9/18"

the system. Such a system 15 esgential if we are to assure
gll children are immunized as preschoolers

2, NEGOTTATE CONTRACTS TO ASSURE ALL GRANTEES CAN PURCHASE AS

MUCH VACCINE AS NEEDED T0O ASSURE PUBLIC SECTOR FROGRAMS SUCH
AS MEDICAID ANC COMMUNITY HEALTH Cn,bITERS RECEIVE REDUCED

PRICFE VACCINE

PRO

. Assures all needy children receive lower cost vaccines
regardless of which public sector program serves them

. Permits some private sector market for manufacturers to
obtain necessary ravenues for R&D as well z8 enhancing
competition

. Merck has already offered to provide vacecines to private
Medicaid providers at the Federal contxact rate with a
surcharge for distribution

CON

. Many states do not have the funds to inorease purchases thus

maintaining the problems noted ahove such as private to
public sector shift and difficulties in getting up a.
tracking syskem

3. MANDATE ALL FORMS QF PRIVATE INSURANCE COVER THE FULL COST
OF TMMUNIZATION

PRO

- Would stem and potentially reverase flow of private sector
patients to the public secter and evoid fraymentation of
care

. Would end the finencial barriers of both vaccine costs and
costs of vaccine aedministration for insured persons

- wWould sccomplish vaccination of children served in the
private sectoyr without increasing Federal expenditures

. - Would be stroengly favored by the vaccine manufacturers,

‘Maingtains the current system with its anentives for vacc1ne
R&D ‘ '
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«  Would put the onus of c¢ost containment on the private sector

instead of the government
- CON

. Would probably be fought by the insurance industry because
of rate increases they would have to pass on

. May also be cpposed by employers incliuding those who self-
insure because of increased costs

. Would not cover the uninsured who fragment care between the
private sector for acute illnesses and the public sector for
immunizations or seek all care in the publzc sector

. Would not glVE private physxc1&ns an incentive to
participate in the national immunization tracking system
because little would be gained for the administrative burden
they weuld undartake

. Private insursys have not keen good at contalnlng overall
health cars cosks

. May not impact on improving immunization levels in the
public sector which serves the highest risk children

4, NEGOTIATE CONTRACTS TO ASSURE ALL GRANTEES CAN PURCHASE AS
MUCH VACCINE A9 NFEDED TO SERVE ALL CHILDREN WITHIN THEIR

RESPECTIVE STATES DEPENDING ON THEIR POLICIES AND
AVAILABILITY OF FUNDS

PRC

s Permits additional states to universelly purchase and
distribute vaccines at lower cost to aveid Eragmentetion of
care and reduce private to public sector Shlft ani those
states

v Will give incentives to private providers for them to
participate in 2 national immunlzation tracking system in
those states which provide vaccines to private providers

coN

. Federal contract price is likely to rise in order to

meintain manufacturers current revenue requiring greater
Fedsral immunizarion grant funds to purchase the same number
.of vaceine doses
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. Many states do not have the funds to inorease purchases thus
maintaining the problems noted above guch as private to

public gecter shift and difficulties in setting up a
tracking system

5. UNIVEREAL FEDERAL PURCHASE

FRO

. Would remove financial barrisrs regarding vaccine purchase
for the parents of all children

= would likely increase coverage among preschoolers although
the magnitude is uncertain

. would substantially reduce and potentially eliminate
refexrral of children served by the private sector into the
public sector ‘

» Would greatly facilitate the establishment of a national
immunization tracking system for all children by providing
incentives for private providers to participate

. Would aszist in monitoring safety of vaceines

CON

Marked incrgaée_in vaccine prices and Federal outlay of
funds to maintain current manufacturer revenues

Potential decrease in already limited competition

Potential decrease in menufacturer R&D
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N= ‘Diphtheria and Tetanus Toxoids with Pertussisg Vaccine (DTP)
YEAR FEDERAL CONTRACT MARKET PRICE
Manufact. | Excise Tatal Eanufact. Excise Total
Price Tax* Price Price Tax! Price
1877 5 0.15 - $ 0.15% |5 0,19 - £ 0.19
1878 g.15 - £.15 0.22 - 0.22
1579 0.15 - 0.15 0.35 - 6.25
1980 0,15 - 0.15 0.30 - 0,30
1881 0.15 - 0.15 0.33 - 0.33
1982 0.15 - 0.15 0.37 - 0.37
1983 0.42 - 0.42 0.48 - 0.45
1984 0.68 - 0.65 0.99 ~ .98
1985 2.21 - 2.21 2.80 - 2.80
1986 3.01 - 3.01 11.40 - 11.4C
1987 7.683 - 7.693 8,92 - B.82
1888 3.896 5 4.56 B.456 6.47 $ 4.56 11.03
1989 3.401 4.56 7.961 6.09 4.56 10.65
1990 ' 2.353 4.55 6.913 6.09 4.56 10.65
15991 1.685 4.56 6.245 5.41 4.56 9.97
1992 1.425 4.56 5,985 5.48 4.56 10.04
1993 1,425 - 1.425 5.377 - 5.377
Ac— N

' Excise tax was instituted January 1, 1988 as a result of the Naticnal
the tax was suspended

Childhood Vaccine Injury Compensation Act of 1986;
December 31, 1992 by the Secretary of the Treasury.

! There was no Federzl contract hetween 1377 and 1985; the Ffigures

provided represent average costs of state contracts

Diphtheria and Tatanus Toxoids with Acellular Pervussils vaccine (DTaFp)

YEAR

FEDERAL CONTRACT

MARKET DPRICE

Magufact.
Price

Excise
Tax?

To;al
Price

Mapufact.
Price

Exc;se
Tax*

To;al
Price




02715783 12:44 T202 590 6154 HHES TRANSITION @ols e

. SENT BY:FREEWAYZ PARK ¢ 2-18-93 (11:00AM : IM, NCPS/CDC~ 202 690 6154:#18-18.
-12=
1982 $ 6.45 $ 4.36 § 11.01 311,77 $ 4.58 § 16.33
i 1883 ' 6.45 - 6.45 11.77 - 11,77

t 'szcise tax was instituted January 1, 1%88 as a result of the National
thildhood vaccine Injury Compensation Act of 1986; the tax was suspended
December 31, 1%92 by the Secretary of the Treasury.
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Qral Palio Vaccine (OBV) ~
| YEAR FEDERAL CONTRACT MARKET PRICE
Manufact. Exéiae Total Manufact. | Excise Toral
Price Taxt Price Price Tax? Price

1877 $ 0.285 - § 0.295 [$ 1.00 - 4 1.00
1978 0.313 - 0.313 1.18 - 1.15
1979 0.332 - 0.332 1.27 - 1.27
1980 0.354 - 0.354 . 1.50 - 1.60
1981 0.396 - 0.396 2.10 - 2.10
1982 0.475 - 0.475 2.75 - 2.75
1983 0.582 - 0.582 3,56 - 3.56
1984 0.728 - 0.728 4.60 - 4.60
1885 0.804 - 0.804 6.15 - 6.15
1986 1.56 - 1.56 8.67 - 8.67
1987 1.363 - 1.363 8.07 - 8.07
1988 1.073 |8 0.29 1.363 7.78 $ 0.29 8.07
1989 1.63 0.29 1.92 9.16 0.29 9.45
1990 1.63 0.29 1.92 9.45 0.29 7.74
1991 1.7114 0.29 2.0014 5.16 0.2% 9.45
1992 1.80381 - 0.29 2.0938 9.62 D.29 9.91
1993 1.8654 - 1.8664 10.137] - 10.137 |

! Excise tax was instituted Jamuary 1. 1988 as a result of che National
Childhood Vaceine Injury Compensaticn Act of 1986: the tax was suspendad
Decenber 31, 1392 by rthe Secretary of the Treasury.
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I - Meaales-Mumps-~Rubella Vaccine (MMR)
YEAR FPEDERAL CONTRACT MARKET PRICE
Manufact; Excise Total Manufact. | Excige Total
Price Tax® Price Price Taxt | Price
1977 3 2.42 - § 2.42 |8 6.01 - ¢ 6.01
1978 2.35 - 2.35 | 6.18 - 6.16
1979 2.562 - 2.62. 6.81 - 6.81
1980 2.71 - 2.71 7.24 - 7.24
1981 3,12 - 3.12 9.32 - 9.32
1582 C4.02 - 4.02 10.44 - . 10.44
1983 4.7 - 4.70 | 11.30 - 11.30
1984 5.40 . 5.490 12.08 - 12.08
1985 ~ §.85 - §.85 | 13.50 - 13.50
1986 8.47 - - 8.47 15.15 - 15.15%
1987 10.67 - 10.67 17.88 - 17.88
1988 11,74 |8 4.44 16.18 16.67 | & 4.44 24.11
16892 11.74 ©4.44 | . 18.18 19.67 4.44 24.11
1990 10.273 4,44 14.713 1 19,63 4.44 | 24.07
1991 10,889 4,44 15.329| 20.85 . 4.44 25.29
1982 10.889 4.44 15,329 20.8S 4.44 25.28
1993 10.889 - 10.889 | 20.85 - 20.85

! Excise tex was instituted January 1, 1988 as a result of the National
Childhood Vaccine Injury Compensation Act of 1986; the tax was suspended
December 31, 19%2 by the Secretarxry of the Treasury.

2 On December 29, 1982, the Advisory Committee on Immunization Practices
reconmended a second dose of MMR be given to children entering scheol and
to children entering college; this recommendaticn increased the demand for
MMR vaccine as much as 15¢ percent, yvet thexe was mo corresponding
decrease in price.
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B hilusg influenzae type b canjugate Vaccine (HbCV)
YEAR FEDERAL CONTRACT MARKXET PRICE
Manufacc., | Excise Total Manufact. Exéise Total
Price Tax? Price Price Tax! Price
19348 §-11.01 - $ 11.01 | § 13.75 - 5 13,75
1988 6.00 - §.00 13.75% - 13.78
1990 5.20 - £.20 14.55 - 14.55
1991 5.16 - 5.16 14.55 - 14.55
1992 . | 5.386 - 5.366 | 15.13 - 15.13
1993 5.366 - %5222: 15.13 - 1 15.13

* There is no excise tax for this vaccine

Hepatitis B Vaccine (HBV)
YEAR FEDERAL CONTRACT! MARKET PRICE

Manufact. | Excige Total | Manufact. | Excise Total

Price Tas? Price Price | Tax? Price’
1985 - - - 8.825 - 8.625
1987 - - - 10.325 - 10.325
1988 - - - 10.333 - 10.333
1989 - - - 10.333 - 10.333
1990 $ 7.66 - S 7.66 10.708 - 10.708
1991 7.43 - 7.43 10.708 - 10.708
1992 7.338 - 7.238 | 10.708 - 10.708

11993 6.85 - .85 10.708 - 10.708 |

1 There wag ne Federal contract between 1986 and 1980
There is no axcise tax for this wvaccine
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The Impact of Liabality on Vaccine Prices

Beginning in the early 1980‘s, increasing numbers of lawguits were filed
ageinst vaccine manufacturers by persons c¢laiming t¢ have been injured by
vaccines.

The majority of claims were made against manufacturers of DTP vaccine.
These lawsults resulted in claims which reached & high of $3.1 billion in

1985.

As a result of this liabilicy, several manufacturers left the DTPF market.
while others compensated hy significantly raising the price of thely DTP
vageine based on an internal liability surcharge.

To prevent other vaccine manufacturers from leaving the market and to
control ipcreasing vaccine prices, the Mational Childhood Vaccine Injury
Compengation Act of 1986 was passed.

The Act establlsxeé a no-fault compensztion program and instituted excise
taxesa on DTP and its single antigen component vaccines, MMR and its singls
antigen component Vacc;nes, and OFV to create a fund which would
compensate persons claiming to have been injured by wvaccines.

As a result of the compensaticn program, the number of lawsuits filled
against vaccine manufacturers has decreased dramatically (as shown in the
table below), yet vaccine prices have not decreased to the levels that
existed prior to the increase in lawsuits.

- — S —— —— e
Diphtheria and Tetanus Toxcids with Pertussis Vaccine (DTP)
YEAR - Federal - Market Price Number of

Contract Price| Without Excise | Lawsuits Piled
Witnout Excise Tax . Against
Tax Manufacturers
1578 .15 : .23 1
1979 0.15 A 0.25 1
1980 0:15 O 0.30 | 4
1981 0.15 0.33 3
195&3 .15 6.37 17
1883 .42 0.45 41
-1984 ¢.65 0.99 73
1985 2.21 2.80 218
1988 3.01 -11.44 25%
1887 7.6893 B.82 178
1988 3.4896 &.47 v 114
1989 3.401 £.09 ' 47
1590 2.323 6.09 13
1891 1.685 5.4&___ : 18
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VACCINE PRICES PER DOSE - FRDERAL CONTRACT VS. HEEE&T
YEAR DTP ‘ - OPv MR HbCY HEV?
Contract® | Market | Contract |Market | Contract | Market | Contract | Market { Contract. Market

1977 $ 0.15 $0.18 [ $0.2905 |$1.00 ¢ 2.42 $ 6.01 N/A CN/A N/A N/A
1978 0.15 0.22 0.313 1.15 2.35 6.16 N/A N/A N/A N/ A ]
1979 0.15 0.25 | 0.332 1.27 | 2.62 6.81 N/A N/R N/A N/A J
1980 0.15 ¢.30 0.354 1.60 2.71 7.24 N/A N/A NfA N/A
1981 0.15 0.33 0.396 2,10 3.12 9.32 N/A N/A N/A N/A
1982 0.15 0.37 0.475 2.75 4.02 10.44 N/A N/A N/A N/A
1983 0.42 0.45 0.582 3.56 4,70 11,30 N/A N/A N/A N/A
1984 0.65 0.99 0.728 4,60 5.40 12.08 N/2 N/A N/R N/A
1985 2.21 2.80 0.804 6.15 6.85 13.50 N/AR N/A N/A N/A
1986 3.01 | 11.40 1.56 8.67 8.47 15.15 N/E N/A N/A $ 8.625
1987 7.693 8.92 1.363 8.07 10.67 17.88 N/R N/A N/A 10.325
1988 8.456 11.43 1.363 8.07 16.18 24,11 | §11.00 $13.75 N/B 19.333
1989 7.961 10.65 1.92 9.45 16.18 24.11 |  6.00 13.75 N/A 10.333
1940 6.913 10,65 1.92 9.74 14,713 | 24.07 $.20 14.55 | § 7.66 10.708

t 1991 6.245 9.97 2.0014 9.45 15.329 | 25.29 5.16 14.55 7. 43 10.708

! 1992 5.985 10.04 2.0938 9.91 15.329 | 25.29 5.366 15.13 7.238 10.708

1
2

3

state contracts

Haemophilius influenzae type b conjugate vaccine {HbCV) was not licensed for use until 1988
Recombinant Hepatitis B wvaccine {(HBV) was not licensed for use until 1986; there was no Federal
Hepatitis B program until 1990, therefore there was no Pederal contract before 1890

There was no Federal contract between 1977 and 1%85; the figures provided represent average costs of
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The COBC’s present vaccine purchase contracts with the
rmanufacturers of childhood vaccines allew the public sector to
- obtain vaceines at the reduced Federal contract price, which is
significantly lower than the catalog price, The funds for the
Federal purchases are derived from appropriations under saction
317 of the Public Health Service Act. The typical pattern of
diptribution is that CDC purchases the vaccines for its grantees
(6tates, territoriss, and eities) and the grantees distribute tha
vaccines for use in public health departments and other public
elinics. Approximately 50 percent of childhood vaccines
administered in the United statee are purchased through the
Faderal contracts.

The Moptional use® clause allows the States that wish to de
£0 to purchase additional vaccines with State or local funds at
the Fedsral contract price, but only with the consent of the
manufactursrs. Eleven States have taken advantags of this clauss
to diastributae the reduced=price vaccines to all praoviders, public
and private. (The clause allows them to distributa the vaccines
frae of chargs to private sector providers, but the providers
cannot resell the vaaecinae.) Tha private provider may charge an
edminlstration fee, but eannot charga tha parent or patient for
the vaccine,

when additional Statea have indicated they would like to
purchase and distribute vaczines to all providers through the
optional use g¢lause, the vaceine manufacturers have objeeatad.
They have complained that the distribution e¢f vaccines to private
sector previders through the optional use c¢lause yepresents an
evasion of the lntent of the federal contract price system, in
that private sector providers now get the reduced "public®" price,
rather than the catalog price which they would otherwise have te
pay. If the application of the optional use clause were to be
extended t0 enable a significant shift of vaccines to private
sector providers, It is clear that the manufacturers would ralss
the Federal contract price signifipcantly, so as to maximize
revenueg, presumably at least at the level of their present
revenues from bath the contract sales and the cataleg sales.

In future contract negotiations, it ig expected that the
nanufacturers will seek to exclude or narrow the optional use
clauea, as well as renegotiate the prices.
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