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Tarmaceutica,S 

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

March 15, 1993 

Ms. Carol Rasco 
Assistant to the President for Domestic 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 vaccine~ initiatives. 

I 
SmithKline Beecham is in agreement with your stated goals to immunize America's children. 
We have very carefully crafted a propo~al which we believe meets those goals. In adqition to 
the infrastructure requirements for bett9r 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 prdposal strikes the balance between providing our· 
government and its programs with the lbwest price on vaccines, while at the same time 
preserving a private market, which wm\allOW for companies to stay in the vaccine business 
and continue their search for new and better vaccines. I presented a working draft of this 
proposal to Secretary Shalala's senior sfurf at a private meeting on March 4, and I would like 
to have an opportunity to present it to ybu at your earliest possible convenience. 

I am enclosing an executive summary aJ well as a more detailed description of the 
I 

recommendations that we have made to HHS. I believe that a short presentation of this 
proposal would prove very useful to yoJr efforts in crafting a childhood vaccine program. 

Sincerely. 

One Franklin Plaza, PO Box 7929, Philadelphia, PA 19101-7929. Telephone (215) 751 5810. Fax (215) 751 5822. 
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FEDERAL IMMUNIZATION PROPOSAL 
Exebutive Summary 

1. 	 Require all states to,provide Medicaid coverage to all children whose familv 
income is 185 percent of the poverty level and require states to cover the 
physician's follow";up office ~isit needed to complete immunizations. 

2. 	 Avail the CDC price to Medic;aid from all manufacturers who are awarded 
the CDC bid as long' 8S' CDC ttidquantity includes the needs of Medicaid .' 
programs. In order.to ensur~ the pricing stability of the market place, the 
Vaccine InjuryCC)mpensation Fund should be restored. 

3. 	 Replace the CDC winner-:take-aU system with an "apportioned-bidding 
system which would' allocate ~. share of the .bld· to. all bidders but favoring 
the lowest bidder. 

<, ; 

4. 	 Devise a variety of ways of a~ailing vaccines to Medicaid programs at the 
CDC price. The current proposal of a -free replacement program" may be of 
limited utility towards enhanclhg vaccination rates. 

. \ . 
. -'. . '. , . ' 

5. 	 Require all private Insurers to provide coverage of all AAP recommended 
childhood immunizations In the'lr plans and make preventive care services, , 
including immunizations, part df basic health care benefits in any plan that is 
adopted to provide universal hJalth care coverage. Preserve the private 
sector of the vaccine market. 

6. 	 Simplify the regulatory approval process for vaccines, particularly the new 
combination products, with cle~rer guidelines and expedited approval. 

7. 	 Require a multi-pronged approach to improve access, outreach, education 
and delivery of immunizations, ihcluding a national immunization tracking 
and surveillance registry. 

http:order.to


FEDERAL 'M1UN'ZAT'ONPROPOSAL . 

PRINCIPLES FOR A FEDERAL IMMUNIZATION PROGRAM 

The following princiPles·should gUi~e· the developmentofa federal plan ~o increase 
childhood immunization rates: .. \ .. .... . 

Principle 1: Elimination of Fina·ncial Barriers to Immunization . , 

Clearly, the families of somehhildren face financial barriers to immunization 
and these should be address~d through a combination of private and public 
approaches. Government he~rth programs that serve needy chJldren should 

. I'
, be able to purchase vaccines from manufacturers .st the lowest prices. 

Principle 2: Preservation Of'HeaI1hY\Prlvate 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 iAsurance for immunizations as well as ' 

I .
, streamlining the regulatory processes that spprove new vaccine products. 

Principle 3: Guaranteed Participation ,In Public Market 

, . 

All vaccine manufacturers should be allowed to participate in a competitive 
federally admlnistere~ program I~O purchase vaccines on behalf of all . ' 
government programs. A winner-taka-all system extended to an expanded 
public market would drive most\companles out of the vaccine business and 
make It virtually impossible for ~ew entrants to compete, eliminating . 
competition (thus driving up prices in the long run) and severely hampering 
inl)Ovation. . . . \... . 

Principle 4: Improved Access, Outreach. and Restoring liability Protection 

Experts agree that improved .cc~ss and outreach are. critical to increasing 
this nation's childhood immunization rates, and universal purchase of 
vaccines alone will be insufficient to increase vaccination rates. Further
more,. tort reform in the long run land restoration of the Vaccine Injury 
Compensation Fund immediately rill 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 1tes is hick of Medicaid coverage for children 

. whose parents don't meetpoverty guidelines and don't havehealth insurance. 

Recommendation: 

Require all states. to provide Medic~id coverage to all children whose family income· 
Is 185 percent of the poverty level and require states.to cover the physician's 
follow-up office visit needed to corriplete immunizations. . 

Rationale: . 

Currently, Medicaid coverage for childhood vaccines is relatively good, primarily 
. I ' ' ' ,

because the EPSDTprogram requires state5to provide all medically necessary , 
immunizations to the.categorically n~edy. The problem is that eligibility guidelines 
can vary by state. For example, all states now cover children up tO,age 6 from 
families with incomes at 133 percent of poverty level. But some states raise the ' 
eligibility level to 185 percent of pov~rty. 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 immunizations, 
according to Bureau of the, Census p6veriy statistics. ' 

In addition, most experts agr~e that i~adeqUate reimbursement'leveis provide, 
strong disincentive to physiCians to Jrt,munlze Medicaid patients. Many states 
provide no payment for follow-up visits required to complete the immunization 
schedule. Requiring coverage of thesb visits should provide enough additional, 
reimbursement so that physicians dori't turn eligible chi'ldren who need . 
immunizations away. 

i 
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RECOMMENDATIONS. 


Issue 2: AvaiJability of Vaccines to the Needy . 
. . \ '. '. . . . . 

All government health programs serving needy children should be able to purchase 
vaccines at the CDC prices as long as such demand has been represented in the 
CDC bid. 

Recommendation: 
. . 

Guarantee that Medicaid programs tlave the right to purchase vaccines from all 

manufacturers who are awarded th~ CDC bids at the CDC price as long as the 

quantity of demand has been represbntedin the COC bid. 


Rationale: 

To make sure all states haveaccess~o the most favorable prices for vaccines,. an 
expanded CDC-administered bidding program makes sense. The Medicaid program 
could garner significant &8vings from\ CDC pricing for childhood vaccines •. By . 

. combining the broadened eligibility wlith the mo&t favorable vaccine pricing, we 
estimate that Medicaid potentially could &ave about 50 percent (or about $50 mil.) 
of its total outlay on childhood vaccir~es (MMR, OPT.. OPV, and HiB) while covering 
nearly double the number of children I(see next page). . .. 

. . 
. \ . 

, . ." 

The concern over the afford ably priceCf vaccines to Medicare programs has been 
one of the driving objectives for Child*OOd vaccine reform. However, the .' 
affordability and the long term price stabilitY of vaccines are likely to be tied to the 
medical.legal environment. The expir~tion of the Vaccine Injury Compensation 
Fund Is anathema to long term cost cdntainment of vaccines because manu
. facturers will need to provide for the Jncertainty of enormous legal awards; and 
physicians need to provide for aCfded rt.alpractice. When the fund is restored, the 
newer vaccines (HiB for bacterial menihgitis, and HBV for hepatitis B) should also 
be covered. Indeed, the long term pride stability of vaccines lies not only in a 
mechanism to avail vaccines to the ne~dy alone, but also in tort reform. 



SAVINGS TO MEDICAID IF FOUR VACCINES OFFERED AT FEDERAL 

DISCOUNT PRICES WITH BROADER ELIGIBILITY 


Now· Praposed 

)n eDgibla at Hi9% of poverty nne e06 <6 (1)12\ 

he ago cohort (31 

....umed to be. 60% 

assumed to be 90% 

8,902,000 

1,570,313 

842.188 

1,413,282. 

TOI:III' of children eligible at 185% of poverty line 801' <811) 
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, ,&18,31 

DPT (4) 

Hib 14) 

MMR (41 

opv 1.04) 
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$9.97 

·'-14.55 

$25.29 

.9.46 

#59.26 

C01It of vaccinel 

Total cost of vucclnes 

DM' (5) 

Hib (5) 

MMA (5) 

OPV (5) 

U.2----

'S.l 

115.3 . 

U.O 
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Medicaid: 

0% coverage of 159% of pOllerty 

0% coverege of 159% of poveny 

0% cover."" of 185% of poverty 

$55,834,042 

$83,751 ;091 

$95,906.324 

Vaccine 0081 to Medicaid: 

• assuming 60% QOVllfage of 159% of pOverty 

- IIssuming 90% COV8fltge of 185% of poverty 

627.078.48 
$.046,512,80 

PROJECTED SAVINGS AT 90% COVERAGE 
AT 185% OF POVERTY 

\ 

$49.393.524 

I from -Poverty in the United Statae; 199 f· 
oata of Modiceid povertyflnll from Tabla 3 -Annualized Medl()eidElIgiblltvThfosholdlll- ftom National GOYllfrtOrS' Association. Jl!lrtuary 1992 

;a data from "Statistical Abstrsot of the U. S. A. t 991'" 

og Price hom Table 8 "Federal Vaccino Prica Di8count, 199 I" from -Madlcaid and Childhood Immunizations: A Netional Study" 

ract Price from Tabla 8 "Federal Vaccine PrlcaOlacount, 199'- from "Medicaid lind Chilcihood ImmLmize!1one: .A National Study· 



RECOMMENDATIONS 

Issue 3: Guaranteed Participation in Public Market 

It is critical that a federalimmunizltion program ensure that multiple manufacturers 
participate in the public market so ~hat supplies are adequate and incentives are 
strong for the development of new vaccines by existing players and new entrants. 

Recommendation: 

. Replace the CDC wlnner..take-all s~stemwith an napportioned- biddingsvstem 
which would allocate a share of the bid to all bidders at the lowest bid price 

I
according to a formura.· For example: . 

No. OF BIDDERS . . loJEST BID SHARE OtHER BIDS'SHARES 

2 

3 

4 


60% ,40% 
40% 30%:-30% 

32.5% 22.5%-22.5%-22.5% 

If. the lowest bidder could not satisfY the allotted shere, then the other bidders 
would be awarded the excess sharel at the next lowest bid price. 

Rationale: 

This expansion ofthepubUc market underscores the need to preserve a private 
market as weUas guarantee the public market requires participation of multiple 
competitors. This is so for several r~asons. 

First, a sole-supplier Situatio~ has sJious potential commercial and technical 
. J . 

problems. The 'commercial problem is illustrated by the shortage of DTP vaccine 
. . I 

experienced In the mid·80s. The technical problems, according to the 1985 
Institute of Medicine report entitled Vaccine Supply and Innoyation, includes ' 
potency variation. stability problems.1 quantitative imbalance of microbial 
components in polyvalent or combin~tion vaccines, variations in the response to 
.Inactivation processes, excessive undesirabre biological activity and inadvertent 
contamination.' . 

Because vaccine manufacturing requires major investment in a sophisticated 
production plant and the establishme+t of teams with multidisciplinary expertise in 
the large-scale production of biological products, it is essential to preserve a 



Moreover, without a private market and a guaranteed share of a large public 
market, manufacturers may eithe~\ leave 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 vaccine p~oduction processes which may adversely affect 
inventory and cash flow; cost of r~search and development; perception that 

I . 

vaccines historically have received less effective patent protection than drugs and 
apprehension over the liability situ~tion.· . . • 

Without healthy, competitive PUbli1 and private markets, the incentives to enter 
the market will not be sufficient, etpecially for any company that possesses 
significant technological know.ho~, and Is about to commit considerable res.ourees 
in developing new pediatric vaccines. . 



RECOMMENDATIONS 


Issue 	4: Mechanism for Availing Vaccines to Medicaid Programs 

How would the "apportioned" bid system actually work to make CDC vaccine 
prices available tostat& prog,rams? . 

Recommendation: 
. 	 .' . 

. . 

A number of distribution approaches could be used and states should be given the• . . I . 	 . 
option to select the approach that makes the most sense for them. .. . 

Here are at least two approaches: 

1. 	 State replacement: Where states currently buy vaccines directly from CDC 
. I 

and warehouse, and distribu~e directly or indIrectly to Medicaid physicians, 
they would continue to do sd. according to an apportionment scheme which 
may be administered ,by CDci. . . 

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

Caution should be voiced towards the "free replacement" or consignment . 
approach in the form proposed by s~lile manufacturers because it is simply· a 
consignment program targeted at hi~h 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 distributifm channel within that state at the expense of 
retail pharmacies and physician supply houses. Moreover, this de facto monopoly 
can then be naturally broadened to iriclude the vaccine supply to private patients 
as well as non-pediatric vaccines. Inijeed, the long term consequence of this 
'particular program is that the, cost of\vaccines will drift up by virtue of the 
distribution monopoly within the state. 



RECOMMENDATIONS 


Issue 5: Preservation of Healthy Private Market 

Some private insurers, do not cover immunizations. This forces phYSiCians to pass. I . . , 
on costs to parents or to refer them to already overloaded public clinics. A 1990 
HIM survey, showed that only 62 percent of commercial insurers provided full 
immunization coverage. 

Recommendation: 

Require aU private insurers to provide coverage of all AAP recommended childhood 
immunizations in their plans and maike preventive care services, including immunl

" 2ations, part of basic health care behefits in any plan that is adopted to provide ' 
universal heal'th care coverage. SlJdh coverage should be first dollar coverage and 

I . , 

include all three components of the immunization: vaccine cost, administration 
cost and the office visit. 

Rationale: 

Requiring an private insurers to proviCfe immunization coverage, like the : 
Commonwealth of Pennsylvania, wo~'d eliminate any financial barriers tOimmuni
2ationfor the privately insured and pht a needed emphasis on preventive care as 
recommended by the'Health Insurande Association of America's 1992 Good Health 
Prevention Initiative. Bolstering cove~age in the private sector should relieve public 

, .' . I 

clinics and alleviate the need for a universal vaccine purchase program. Long term 
savings on the health care system th(pugh such broadening coverage in the 
private sector is good public policy, as every $1 spent on vaccination will save 
$10 on future medical care. . '. 

The elimination of a private market is harmful to the public health interest. The 
I 

elimination of the private market wilt raise the public price because the current 
level of private market vaccine prices ~re subsidizing the public vaccine market. If 
the price of the public market does not go up, then the number of manufacturers 
will go down while certain manutacturbrs on the cusp of entry will not enter as a 
result. There is no need to provide freb vaccines to the insured or to those who 
can afford It. 



RECOMMENDATIONS 

, . ". . 

Issue 6: Reducing the Hurdle! for Rapid Availability of New Technology 

The regulatory· approval process iJ cumbersome and inefficient· and slows the 
. development of new vaccines. , . 

. Recommendation: 

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

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 8 combination 
pediatric vaccine that will contain $everal antigens. This combination will Increase 
immunization rates by virtue of the! reduction of number of Injections. Further- . 
mors. as the vaccination schedule of different antigens are unified, there is .. .. I . . 

potential reduction in the number of physicians visits, thus saving significant public 
and private funds. 



. 
, , 
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Issue 7: Improved Access and Outl:each . 

Most public health officials agree lhat the cost of vaccine plays a minor role in the 
failure of large segments of the P6pulation to receive vaccinations. Important· . 
factors other than the ones mentiOned above that have been recognized by. the 
Public Health S,ervice and the Natibnal Vaccine Advisory Committee include the 
following: 

• 	 lack of education about the benefits of childhood immunization 

• 	 missed opportunities 10'r vaccinl delivery due to the failure to sufficiently link 
immunization services with oth~r private and public sector (e.g., private 
physicians, theWIC progr~m, uremplOyment benefits) interactions with 
persons who are not immUniZed\ . .' 

• 	 inadequate tracking of vaccine delivery and the failure to fully fund methods of 
providing immunization services to underserved populations (e.g., public health 
c'linics,. outreach programs) . 

• 	 cultural misconceptIons regarding vaccines, and hypersensitivity to perceived 
vaccine risks I 

Recommendation: 

Require a multi-pronged approach to Include: ' 

'. 

. 

• 	 easier and increased access to plbllc health clinics and outreach programs 

• 	 education ~rograms to eliminate Jhe misconceptions about immunization and 
ensure that information about the need for and methods of obtaining vaccines 
is widely disseminated 

• 	 coordination of Federal, state and local Immunization programs to ensure that 
no opportunity to immunize a child Is missed . . 

• 	 establish a national immunization taCking and surveillance registry at CDC to 
collect and analyze data on childhbod immunizations . 
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THE WHITE HOUSE 
\!ASHINGTON 

DATE: __'5_/J,;.....?"_ 

N(JIEFOR: 2",,«-f'" , P~ree, j(j,.:;', ;tJllc'j <-0 

1/tf1tN~ J Ie". jVt4~ i I ~ e.r I ft1lt:- . 
The President has reViewed the attached. and it is forwarded to you 

. for your. 

Information 

ActiJn . .0 

Thanky" 
JOHN D. PODESTA 
Assistant to the President 
and Staff Secretary 
(x2702) 

cc: 
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THE PRESIDENT HAS SEEN- ~Is 

THE 1HITE HOUSE 

WASHINGTON 

I 

I
March 4, 1993 

MR. PRE~: 
Attached is a decision memo from Donna 
Shalala _recommending I that a childhood 
immunization bill, including universal 
purchase, be introdubed within the next few 
week~, but moved as~art of reconciliation 
rather than as a free-standing bill. 

Howard Paster does nlt object to this 
approach, but wants you to be aware that 
currently there is not adequate money in the 
economic plan for a ~ull-blown immunization 
initiative -- which ineans that if the bill is 
moved in reconciliation, money will have to 
be taken from someplhce else in the economic 
plan to pay for it. I If that cannot be done, 
then. the bill would have to be moved 
separately. . I -
OND believes the bill could involve 
significant costs an~ would prefer to work 
out cost-estimates with HHS before a final: 
decision to go forwa~d is made. 

APprov~ ] Awai t. [ ] Discuss ] 
Shal~la Cost 

prOPO:;l ~stimrtes~~ 

~ ~ ~ 



THE SECRETARY OF HEALTH ANO HUMAN SERVI'CES 
"',. l 

WASHINGTON,. D.C. 20201 

MEMORANDUM TO THE PRESIDENT 

FROM: DONNA E. SHALALA '0(~ 
SUBJECT: 'childhoOd ImmJnization Initiative 

. " , , I" ' 

Based on recent conversations with Carol Rasco and Howard Paster, 
I believe there is now a ,conSensus on drafting' a comprehensive 
childhood immunization initi~tive for submission to the Congress, 
including a Federal universal vaccine purchase provision, to 

j .' I·. .•assure that all ch1ldren1n the Un1ted States are protected 
against vaccine,~rev~nta61e infectious diseases. 

In addition to the universallpurchase provision, the. legislativ~" 
initiative would create a na~ional tracking system to provide 
accurate and timely informat~on about the immunization .status of 
children and monitor the efficacy of ,vaccines" reauthorize the 
vaccine Injury compensation Program, simplify the vaccine 
information materials that a*e 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 app~opriate 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/recomm~nded by the Advisory 
Committee for' Immunization P~,actices (ACIP) and approved by the 
Secretary, set a Medicaid fe~ schedl,lle'for vaccine administration 
costs at a level sufficient ~o enlis~.participation of private 
providers, and encourage additional appropria·tions as reflected 
in your stimulUS package to '~ebuild our public health 
infrastructure and to' expand Ieducational 'progr~ms,. , . , ' ," 

We .would like to pro'ceed to· draft ,this 'bill for introduction by 
key congressional supporterslwithin 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. , I' , , 
Needless to say, we would closely coordinate our activities 'with 
the White House. 



~. 
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NOI'E FOR: 


THE WHITE HOUSE 
WASHINGTON 

2./12/93DATE: __'__~_ 

MACK 'MCLARTY 
HowARD'PASTER 

iCAROL RASCO 

The President has reviewed the attached. and it is forwarded to you 
for your: ' 

Information 0 
I, 

Adtion 0 

\ 

JOHN D. PODESTA 
Assistant to the President 
and Staff Secretary 
(x2702) 

Thank you. 

cc: 

( 
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THE WHITE HOUSE ,', 


WASHINGTON 


February 11, '1993 

,MEMORANDUM FOR THE PRESIDEN~ 

FROM: JOHN PODESTA~ 
T9DD STEl)Q......~ ," ~"4"J{)31' 

SUttBJEhCT'. ChbildhOOd var~ation Initiative S'ha'la'l'a' 

A ac ed l.S,' a Fe ruary 7 decl.sl.on memorandum from ,Donna 
. .' I •

(T~b B) together wl.th' a February 1'1 addendum (Tab A) recommendl.ng 
a major initiative to assur~ that American children are 
adequately immunized against infectious disease~ 

'Sec. Shalal~ ~ s: initial memo Irecommended '. (1) ,inclusi~n'of " " 
sufficient money ,in the economic stimulus package to begin ' 
funding measures to improve/public immunization infrastructure 
and (2) introduction of comprehensive legislation ~- including 
universal purchase of vaccirles by the'federal government ':'";.. as 
quickly as possible,followirlg your February 17, address to 
Congress. ," , /' " ' 

,OMB,raised significant concerns regarding the "extraordinarily 
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 r~ised concerns about:the'potential, 
adverseimpa6t a free-standing immunization bill ,could have on 
your larger health, care initiative. ' . ' 

In the Addehdum,Sec. Shalal'a proposes that you do' the following: 

(1) Announce at tom~rtowlsevent your intention to submit, 
as part of your stimulus package, an immediate $300 million 
infusion of funds to improvtk immunization services, education and 
outreach; 

, .' 

http:recommendl.ng
http:decl.sl.on


(2) Announce 'tomorrow that you have directed the Secretary' 
of HHS'to develop a comprehensive legislative package; 

(3) . Direct. the '~ecretJry .of . HHS':to enter .into immediatE!: . 

negotiations with drug manufacturers to provide lower cost 


.- , ' . !.. • • - ' vaCCl.nes to states f9r all ~rogranis adml.nl.stered,by HHSi 

. ' . (4) "I~troduce ' f~ee':"~tJnding immunization bill« 'including' 
universal purchase~ within tihenextfew weeks,' with prompt 

. committee hearings and movement toward a markup ':""- but hold the 
final bill. for inclusion in Ithe reconciliation, package. " ,. 

, Howard Paster sharply disagrees 'with introq,uction of any 

'free-standing immunization bill. See. attached Paster memo. 

(Tab C)"" .' " '.' I ' 

Carol Ras.co has reservations' about the recommendation to 
introduce separate legislation in the next. few weeks, describing 
this as a political,call in/terms of how we deal ~ith Congress 
and the drug companl.es. He:rr comments are penned 'l.n,on the 
FebrUa~Yl'lj s~alalaniemo. I.., ',:,' ' : " 

, Note that the first th:rree recommendations, could be decided 
without,' <i.t'this tIme,' resoiving whether ,to 'introduce the, free
standing biil recommended by Sec.Shalala. An early draft of 
Yc:::lur st~tement for ,tomorrow lis also attached (Tab D), which does 
not reference the fourth, recommendation., ' : .' 

Recommendation' (1) .:.-lnnounce $300,million infusion 

Approve~ ] Dilapp~ove'[] Discuss [ ,] 

Recommendation (2) -- Innounce development of legislation',
I· ",.,' APprov~ ] '. DijapprOve [', ] 'Discuss .[, ] 

Recomm~ndation 3 Announce\ne dtiationswith dr

::::::::L ._:iI:::::::e[fre:-standin Discuss4 

including universal purchase. in next few weeks 
.\' '. 

, ]Approve [ ] Dl.sapprove [ ] Discuss [ 

", I 

http:companl.es
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,'F.bruary 11,' 1993.··· 

.. MEMORANDUM' FOR THE PRESIDENT 

FROMl OOlflllA E. .S~~ ., 

SUBJECT: .. Aad~ndUJl to!08Ci'SiOn Me'DlOrana~ of February " 1993 
. Concerninq ~islative Initiative to comprehensively

.' Adclress the Nation' sChilclhood .11IIJIIl.J.Dization .' crisis 

We have receivec:ithe budqetpass:bac:k from the Office of Kanaqement . 
and Budget COMB) which contains $300 million'in FY93 ibunizatlon' 
fundinq tobeqin the process of rebuildinqoui: infrastructure and 
financing necessary ,educat10n and'outreadhactivities. We believe 
that the $300 million is a major investment ,in childhood 
.immunizat'ion and' should' be' heralded in this context in ·¥our 
announcementtOliiorrow•. Itlwill enable ,the Department to ·initJ.ate· 
vital act,iv1ties to overcome the traqic neglect of the las.t twelve 
years. . L '. ' '. " . I.' , '. ,. 
W_ have also develoPftd in consultation with key congressional staff 
the specifications for. a Cdmprehensive Legislative Initiative that 
includes' Universal purclia~e of va.ccines, the d8velopmant of a 
<na~ional ~rackin9 system, ana other long-range improvements in th~ 
c~Gnt immunization proqram. Since thic init.iative funds ~h. 
univerlial p1.l.rchase prog%:am through nca'll/' lD.andat:ory cpencUnq aut:hority 
and suggesta a.8 a.n optiob a speoialreaearcm and development 
inv••t:!mant tax crtldit to' artoouraga continued relleareb in childhood 
immuniaations, it h•• not. ~l.ar.d. OD and t:ha rrr••auryOapartJllant 
.at th.is time. .:' '.' ' ." I .. ' . '..' .... .... . . .' .' .' .p 

We would sU9gest. that. you announoe tomorrow that you have d.ireoted 
th.e Secre.tary of "He:alt:Hand Human'. Services t.o develop a 
Comprehen::!live LC9iolAtive I PAckAge for early sUkmdssion to the 
Conqresa without specifyin9 the·detsilll.· This would enllble u::J;to 
work through the =!ipeC:if'ic:a fwithOMB a.nd. the 'l':a:ellsw:y Oepcu:tment rsnd . 
to buildadditiona1.5UP~1 in Congres.. ..' . . ' '. . 

we believe that the ,legislative Pi;u;k:age should ultilDatsly' be 
consic.\er~cS as parto! .thelreconci~iat:ion legislation and that a'" 
specil:'ic lJ:'UDa1nq source rOf the universal ,program be identified in 
t.h1s context. This Should reaove congressional concerns about 
tund1nq (an op1:.10n 1:0 cons!iaer is ic1entitylnq a funding, source 'in 
the 1ntroduced bill) ~ .. we WOUld recommend mat the leqisla1:.icp be. ) -1,.' . 
introduced w1thin the next I:tew weeks and 'that the C01lUDitt-ees beqin ~ 
hearinqs and move toward' a mark-up, but that the tinal package be UvUt 
held until .reconciliation.· . . . , . ~ ClJ 

.,.~ . 

. , .. e.a1t--~ 
. 'Uv lJNM hew-'. 

'WLctw. uft'H,~~ . 
.~dxu}~, 



In the cl1~cussionsconc.rninq the davelopment of the coMprehensive
initiativo betweenoepartmant staff and staff from key S.nata and 
H01IS. Memb,ers (Kenriedy,Rileqla", Bwnpers, Waxman,' 'Dinqell, and 
Rostenkcwski), i1; became ~Ile.r' th'at the ,congressional staff are 
concerned' by the' impact of la Universal Purchase Pr~am on future 
research a.nd,~evelOpm&nt activities for new vaccinations. There is 
tremendoils enthusiasm for 'the' remainder of' the Initiative 
(increased' fundinq for :infrastructure, educat.ion,' and outreach .. 	 activities, a universal trackinq system, and reauthorization of the 
vaccine Injury coml?ellsation Proqrall.) " 

, , I 	 ' 
'Staff feel 'that the Kemberswill support allI~itfativa ~ith a 
uriiversalpurehase provision, despIte their 'concerns, but ~y vill 
not have much "fire in theiJ:! bellies," part.icularly if v,accinationsa 
will be a mandated benefit 'lL"'lder the National Health Insurance 
Refom. 	 I, ,',,',' " " 
Despite, s:ta,ff concerns" Marian' Wr:Lght Ec!elman, informed lna t.hill 
morninqthat. in ,her conver~ations, yesterday with senator Kennedy, 
and Conqressman WaXlllan; that they did net Sahara 'the reservat.ionl; of, 
their staff with regard to ~1iI '1miva%'&al purchase feature. Senator 
RieglQ I sa Sltaff informad pap~rtm.nt staff this morninq that he would 
anthuaia.ticallY.auPP9rt thi's ihH:iative 4avan wit.h hia rosarvationa 
overtha impact of auniver~al purc::ha,saproqram. ;on futuro rQGoaroh 
~nd development activitiel;J 

- ' 'I" 
In &':UlIllUry; lat ma Qmphas}IIQ my strong support for a Ul1i~ersal 
purCtlaiSQ ,program. Therafore, ,I recol'lUnend, that you wmounce 
tomorrow, your intantion to ~ublllit, as part of the eti~ulW5 package; 
a ~300' .:illion' ilnmediate I infusion ,of fWlCie into ilimNnizAtion 
aotivities, and that you have directed the Secreta.ry to develop a 

, oODprehene~ve ,Pel.oka,cie., (II assum~ ,thAt you willa~so direc:c th,e 
, SeClretuy: ~o J.maedJ.a~ely ,nte%', 'J.nto neqotiatione, with the drug 

manufActurers to prav1de reduced pri~e vaccines to:atatee for all 
proqruus aclminister~ ]:)y the ,0Bpar1:ment:r1\e '~~ ~~'. ' 

','i!, 

", 

"'. 

I' 

" '!" 

:' 
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DEPARTMENT OF HEALTH &. HUM~N SERVICES 	 Office of the Secre~ry , 

I 
Washington. D,C, 20201'" . I ' 

'February 7, 1993" 
I '~ :-- ~ I 	 ,-, 

MEMORANDUM 

'FROM: FOR;;~;:~~~AND HUMAN SERVICES 

SUBJECT: 	 ',Legislative Ilitiative t~ co~prehensivelY ,,' 
'Addressth~'N~tion's Childhood Immunization Crisis

'. 

I. ACTION-FORCING EVENT 

We understand that y6u plan to include in your State of 

the' union Address a proposal for swift enactment of a compre

hensive initiative to assurethcit all'American children are 


'adequately protected against preventable infectious disease. 
This initiative is aC9rnerstone of your ,prevention strategy. :It 

"is both 'a ,first phase' of your overallplan'to reform the American 
health ,care system and' afre~-standing, ef,fort aimed at addressing 
a fundamental matter of publip health safety for all Americans. 
It reflects two promise's' mad~ <luring the 1992 Presidential' " 
campaign:' 'to assure all children access to preventive health 
services; 'and to control drug prices which now are e'scalatirig at 
three times the rate of inflation. " 

In order "to have 'this i~itiative ready for introduction with 
key Congressional support inuhediately following your state of the 

• •. " ! . I· 	 ••Un10n Address, we need your ~pproval to prepare leg1slat10n. The 
Department, 'in cooperation 'with the Domestic Policy Council, will 
develop ,legislation. In doing: so, we plan to intensively consult 
key Members ~f Congress." '" I :' ' ,,' ' ,,' ,'" , " '" : 

, ' ,In readying the information "and recommendations contained in 
this Memorandum; we have hadi wide-:-ranging discussions, with ' ' 
experts both within and without the Department~ We also have 
consulted with the First Lady in'her capacity as head of the 
Interagency Health Reform Task Force. 

II. BACKGRO~D ANALYSIS 

A. The Problem 

Like clean water, 'immunization against preventable diseases 
con'st-itutes not, only :medical I care but a basic public health 
protection. A stable, reliable~ easily accessible, and ' 
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affordable vaccination system. isa'tenet of all civilized 
nations. Indeed, so basic i~ the need for vaccination against 

. disease that the United Nati6ns has undertaken special childhood 
immunization'efforts through6utthe:world as a ,fundamental public 
health measure ~ , . ,.. •. ' . .' ,.' .' 

. In 1979, the Surgeon General of the Un1ted States ' . 
,established a ser.ies of public health goals for the nation, which 
were to be achieved by 1990. I One'of the most important goals was 
protecting. all children against infectious, vaccine' preventable. , . 
disease. ,tn. order to'achiev, this goal, it was deemed essential 
that by 1990"at least.. 90. fercent'of all children under age two 
should be fully immunized. . ' " , 

The Surgeon General set· clear outcome measures for 
determining whether the childhood immunization goal would be met. 

. ".' - ,I .'. .'. .'In the case of ,VaCC1ne preventable'd1sease, the outcome measure 
used was the: number of preventable disease cases nationally in 

j ~ • I .. . . !

1990. With respect to measles, for example, the, Surgeon General' 
estimated ,that successful inubtinizationefforts would reduce the 
number of cases.natiop,ally tbno more than 500 by 1990. 

, .,.. ',' ' I··"', . , 
, . By 1990, how~ver, only ~O to 70 perC:Emt of all infants and 

toddlers were fully immunizecfl against preventable disease. ,2 In 
some large,ciities~ pre-f:?chool iinInunization, levels as low as 10,. 
percent have' been 'reported by the'Centersfor Disease control . 
(CDC). Rather than improving immunization levelsaDiongAmerica's 
youngest ,children they actually appear to have' declined slightly• 

. . ' unaccept.ably low imm~rii~ation :ie~els' pose a basic health ' '. 
. . 1· .• ' I ," ' •. -. • '.threat to very ,young ch1ldren. ·Moreover, very 'low. 1mmun1zat1on 
.rates', permit controllabl'e dii:;eases to spread throughout 
.communities. A clear exampl~ of this phenomenon was the measles 
epidemic which swept'the nation between 1989 and 1991. According 
to the CDc,'the epidemic produced '55,467 'cases of measles in ' 
three years.: In 1990 alone, I the y~ar fn which there were to be 
no more than 500 measles cases nat1onw1de,' there were more than 
27,000 cases. One hundred artd slxty"people (by and la;rge 
children) died. Most ,of,thes$ deaths were considered preventable.' 

.. 

1 While 10'0 percent of all childrem shouid be vaccinated, a. 
90 percent immunization rateJ constitutes .the minimum level .' 

. required to, assure ~ommunitYrwide ;protection against disease '. 
(often referred to as '''herdil.mmun1ty''~.·:' ., 

. I" 
2Indeed, becau~e the riation made no progress, the goal of. 


protecting all children was postponed until ',the Year 2000.. 


1 . 
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The '1989-91 measles outbreak also produced significant" and 
'avoidabla health care costs. I Each dollar spent to immunize 
children- 'has been estimated to save between ten and fourteen 
dollars; The recent measlesl epidemic illustrates these numbers. 
The ,outbreak produced 11,260 separate hospitalizations and 44,100 
hospital days. Avoidable hospital costs alone amounted to more " 
than $20 million. These costs do not include either medical'or ' 
the long term health, educational or social costs associated with 
measles and its complicat~ons. Experts believe that further 
outbreaks of measles 'and oth$r preventable diseases will occur 
without significant improvem$nt in childhood immunization levels. 

<.. 

B. Barriers 

,Health officials poInt' ·to many factors underlying low 

immunization levels among Am~riban children. These are: ' 


1 •. A si'gnificarltly erodLdP~bliC health care infrastructure' 
which nas further limited 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 clinics, 
the Na~ional Health,serjvice Corps, county and city health, 
clinics, and public hospital clinics, are a principal source 
of care for low income 'patients.'" These clinics by 
definition are located lin areas where poverty i-mpedes access 
to health care cllldincrrases risks to health. ' , ' 

These programs are subs~antially under-funded., They do ,not 
have adequate'sta,ff.' Tpey cannot afford ,to, remain open on' 
nights and 'weekends. They do not have a'sufficient supply 
of publicly purchased f!ree vaccine. They do riot have the, 
community workers they ~eed to find and assist particularly 
hard-tq-reach,families,whose children remain un-immunized. 

'As'a'result, the 'recent measles outbreak struck poor 
children with p(h::ticula~ severity. ,Based on a lo-city
study, the Public 'Health Service has, estimated that between 
40 and 91 percent of unVaccinated infants who developed 
measles were enrolled i:npublicassistance programs. " 

, 2. High 'vaccine ,prices' !tha.t make immunizations, purchased 
outside the federal cod procurement system all but ' 
uriaffordable. Currentl:y the CDC purchases half of all" 
vaccines used in the u.IS. These vaccines are sent to state 
health ,agencies which i'n turn distribute them to local ' 
clinics. 'In New Engladd and Washington state, s~ate health 
agencies purchase addi~ional vaccines ,through CDC. to 



distribo.tedirectly 'to, private physicians'. In, this way, ,', 
physicians,receivefree Ivaccines purchased ,at" a reduced 

'price, participate in state immunization,efforts, and charge 
families only a,modest~dministration 'fee (if anything at 

'all). In recent years, in'response to high vaccine prices,
'. '.I. . ' •several other states, 1.I1cludl.ng Texas,'South Caroll.na and 

Hawaii,' have sought to ~stablish these programs but their 
effortsto'bliy ad~itional vaccines through the CDC contract 
have been rejected by manufacturers as "against public

,policy" .. 

Childhood vaccine prIce 'increases over the past decade have' 
been dramatic. , For exa~ple, in 1981 a dose of OPT vaccine 
cost $.33. ' By 1991, the cost of the same vaccine dose had 

. sen to $9.97 -- a i;'921% increase. 

At the price prtvate Ph~siciansnowmus't pay, it costs $ 245 
for the vaccine alone'fci>r families with children cared for 
by private doctors to f*lly immunize each child'. against
preventable disease. With the cost of injecting the vaccine 
• . I. . . •1.ncluded, each dose of vaccl.n~ costs a faml.ly about 

$45.00,.3 Children need. 18 separate ,doses of vaccine to be.'" 

fUlly immunized. 4 '" " .', ' ' , '
i 

Paying'for vaccinations Iout-Of-POCk~tp~se~ :a' significant:'" 
burden on lower income working and uninsured (or
underinsured) families., I This is particularly 'true for young,
families, ,who are most likely to have young' children and who,' 
have seen their real earning levels decline substantially, 
over the past 20 years. I Reimbursem~nt,for vaccine at the 
full market rate also poses a majprcost problem for':,private 
insurers ,and for both the Medicare and Medicaid programs. 

, ,The escalati~g, cost of Jri~atEdY ~dministered vacc~nes has 
led an increasing, number of physicians to send families to 

,public clinics, where vaccinations' are cheaper., The same,' 
,vaccination series that'lcosts $196.00 in a: private ',' 
physician's office costs, only $96.00 in ',a public clinic. It 
is rio surprise, therefore, that ,families are routinely sent 
to public clinics. But Imany may fail to ,ultimately get the 
vaccine for their children because of the burdens imposed by 
multiple visits. 

3 The CDC estimates that it costs about $5.00 to administer 

'an injection in a public clittic. 


,4 This includes 2 I dos~s \'o~ oral polio vacc:ine,' 2 " 

measles/mumps/rubella vaccl.natl.ons, 3 vaccina:tl.ons against 

HepatitisB, 4 vaccinations against hemophilus influenza, 3 

vaccinations against diphtheria, pertussis and tetanus"and 2 


, : vaccinations against acellula~ pertussis. ' ' 
, '1. 

http:Caroll.na
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'Experts agree that oppor~unities to immunize 'children cared 
for by, ,private physicians thus are being 10st'~At least ,one

',third of, the children wj,~hmeasles' during .the 1989-1991 
"outbreak had at, least one previous visit at which an 

opportl.,lnity for vaccinatlioil. was lost. This shift of 
privat,ely cared for dhil~ren,into,the public system 1s als~ 
adding. ta. thestr~in on fhe' public system.", ,,' 

3. Poor provider underst:anding about appropriate, . 
, immunization practices' fsuch as the acceptable practice pf' , 
giving multiple vaccinesl in a single visit) that leads them 
to under-immunize childr1en. " 

4. The lack of a nationJI tr~~king system (like the vital 
statistics system for re'cording births and deaths) which 
helps local , 'state and fiederal "officials' identify and,' 

'vaccinate 	children who :t1emainunvaccinated. ,A tracking 
system is deemed essenti1ai by,public health 'officials. It' 
permits them to measure ~he current immunization status of a 
community', not merely ~ess at· it~ WithQut a tracking 
system the nation has nd accurate~ "real time" .information 
on immunization status and cannot respond to'potential 
crises. ,Federal Offici~ls literally cannot measure 'with 
accuracy whether basic p,ublic h~alth goals have been met. , 	 ... ,I " , "'" " " . 	 . .' , ' , . ::',

5. The fa 1. lure to develop safer, sl.mpler .vaccl.nesthrough 
aggressive research. , 'AlJthough manufacturers claim they are 
spending billions of'dol.l1ars on vaccine research, results

'.' • I . 	 .' • •have been l.nadequate. The NIH does not have suffl.cl.ent 
research ,stimulus fundsSlto generate an ,appropriate level" 
of effort targeted on childhood imlliunization. Left to ' 
establish their own res~arch priorities, manufacturers have 
not moved swiftly enoug~to bring safer and more efficient' 
v~ccines to market. Indeed, the sheer number of separate
vaccinations children must now J::eceive,to be adequately 
immunized may be contributing to under-immunization.• '. I 	 .., , \
Parents sl.mply do not understand thatchl.ldren need, 18 

separate vaccinations. 


6,. Insufficient funding for the FDA to assure that new 
vaccines are rapidly tested for safety and efficacy. This 
further slows innovatiort in research. 

5 According to the pUbliJlc Health Service, 'NIH research funds 
now represent 10 percent of all fund~ spent on immunization 

'research. 



6 
" , 

. 	 , " ! . 

<7. •.. A troubled « . non-functioning vaccine compensation system 
which lacks stifficienttunding to settle backlogged cases, 
is applying dated, standards; a,rid whose funding base <for 
future·. cases is no l()ng~rauthorized. In 1986 'a federal 
Vaccine compensation prdgram was d~veloped in order to 
address manufacturers' doncerns over their liability for, 

'vaccfne 	related injurie~ (they threatene<l:;to cease· 
production of vaccines altogether).· The system is now,in 
need of" repair in several respects. Four: thousand cases 
arising prior to-, Emactm~nt await ac~ion and, settlement and 
cannot be resolvedwithdut additional ~ppropriations. , 
Legislation authorizing!a special vaccine excise, tax to 
settle post-enactment vaccine injury claims has expired. 
Without afunctioning,cdmpensation program, continued ' 
involvement by both mantifacturers and physicians in 
vaccination activities .ilspotentially in question. 

8. A related pro~le~ is\tpat< fe~erally developed informed 
consent materials (written information used to educate 
families about ,pptential yaccine dangers, to.their children) 
are co~sidered unnecessa~ily complex ,and difficult for' 
families to unders~and. I It may have a deterrent effect on 
both the fami.lies,who.read it 'and ,on physicians' willingness 
to pz:ovide immuniz'ation services'. ' , 

C. An Action Plan 

Experts both withiri .and without the t:ederal government have 
made numerous recommendation!!? for effectively addressing all of 
these problems. Virtually all of these recommendations' are·" , 
contained in an IinmunizationlAction Plan which was developed by , 
the Public Health Service and which calls for improvements in ' 
both public and private immunization delivery systems. The plan, 
is comprehe~sive. Yet,it re_ains virtually non-implemented 
because of a' lack of interest and'commitmentby the Reagan and 

. ••• ' I • ' 	 • ' •Bush Adm1n1strat10ns. The Act10n,Plan's recommendat10ns m1rror 
approaches to vaccine purcha~e,'distribution and adininistration 

,used in virtuallyallindustrializ~d nations with private health 
insurance 'systems. " " I·" ' 

The recommendations include the foll'owing elements: " 

1. An infus~on 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, r9ral heal,thclinics, the National Health

• . , ,I. . 	 •
SerV1ce Corps, and other v1tal "safety-net" prov1ders,of<.. . .' 
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health care for low" incemeand medicallyunderserved"
patients. ,These, clinics all need'a ,stable supply of 
vaccine~ They also need additional staff and operating , 
resources to both furni~h immunizations and to· provide the' 
primary health ca.re 'fo~ children that should'accompany 
immunizations. : ',' 

With funds included in the economic stimulus package, these 
improvements can: begin as early as this summer • ' 

2. A new system under lhiCh ,the federal government would' 
". ,,' • I .' ,.' " •purchase the vaCC1nes needed by both publ1c and pr1vate " 

providers at a negotiat~d rate. Manufacturers would ship 
vaccines directly to physicians, clinics and other 
providers. These health Iproviders would, in turn, charge , 
families only a modest administration fee. Such a system
also would permit the e~tablishment,ofa national tracking 
system, since (ill proviq.ers participating in the vaccine 

'distribution, system WOUld" like hospitals delivering babies, 
provide state and federal, agencies with information about " 
each child imniunized.Insurers such as Medicare, Medicaid 
and, private insurers potentially" wouldreafize' significant
saving's; 'since vaccines Iwould be bought and shipped in' a 
co'ordinated fashion threugh negotiated rates.' ' " ' 

, "I " , 

Families and insu~ers (including Medicare and Medicaid), 
, would ,therefore pay only a modest' administration fee,: 
'regardless of ,whether 'patients receiv~ care from public
clinics or privat~ doctors. The crisis of missed oppor
tunities' would be reduc~d dramatically, with potentially 
enormous financial savirtgs to families, insurers and state 
health agencies. I', .,,' , 
3. Assurance of,a stabl~ funding source for vaCC1ne , 
infrastructure"purchas~ng 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~ppropriations). The number of needed doses is 
known and the prices cart be negotiated., In this way, 
financing for vaccine a~tivities would keep pace with the 
appropriate cost of' a comprehensive vaccination effort.~ This 
type of budgeted and stabilized financing arrangement is " 

'consi'stent, with ,your lo*g-range,thinking about how to 

purchase health care generally.,' '" , ' 


4. Funds to'devel~p and I'maintain'a v~ccin~, trackin~ sy~tem,
tied to'the distribution of vaccines, that p'ermits ,pati'ent 
tracking and communi,ty ~urveillance. 



,5. Reforms in :the, vaccine compensation program' so that it,; is 
once. aga~n opera~ional, Ia~ wel~ ,as simplification of' the" 
,vaCCl.ne l.nformatl.on materl.als l.n order to reduce, the burden 

, • • '. • . I' .', .' .' on faml.ll.es and provl.ders.Funds wl.II be needed l.n both 
.• ' ." .• ," I· . '... .• .'Fl.sc,al 1993 and Fl.scal ~994.'. Addl.tl.onally, thetaxl.ng, 
authority for post-enactment claims will need to be 
,~xte~ded., :' ',':,:' 'I "; ,', : ','" ' " 

~ " 

~ o. A:n~w approach to vaccine research that emphasizes' 
, ,funding t:hroughNIH ~rat.her' than less reliable, ',~ridirect 

• 	 ' funding throughprofl.ts to manufacturer,s) fo~chl.ldhood 
, , acoine research ~ ,,.' ' '. '" • 

. "., 

7. Increased funding to the' FDA to improve and simplify 
approval systems and strength~n safety and oversight 
acti~ities. ' 

I", ' 
'8. Funds for renewed international vaccine,efforts in , 
cooperation't!7ith the wo:tld Health organ'izati<;m and UNICEF. 
'According to the Publ icl HealthService ~' the nation's ' 
experience with smallpo~ showed that 'the $32 million spent 

, by the U. S. to help. eradicate s,mallpox worldwide through a 
combined international,~ffort has led'to savings of 
$600,.~ill~On~?nU~II¥., I. ,;,,',:' ,; 
9. Educational efforts aimed at ,patients and health 

'providers 	to inform the. about the importance of, 
vaccinations (and in th~ case of providers, ·,safe. and 
effective immunization practices). ' 

10. Involve the private Is~ctor in" community vaccination 
efforts and make ¢ommun~ty vaccination outreach a key 
element o,f your National S~r,viceprogram. ' 

" ,'" 	 '1 . 

D. Support for these recommendations' 	 " ' 

'support for i~pr(jv~ng iJununization l:e~els 'thr~~gh 'these' , 
comprehen~ive reforms is wid~spread.Supportersinclude,experts' 

,in public health,pediatricians, the Public Health ~ervice, many 
Members of Congress I ctlildre~' s advocates, and others,. ' Key , 
individual and organizational support comes frqm Mrs. Carter and, 
Mrs. Bumpers and their chilQhood immunization effort (known as ' 
Every ,Child by Two), Marian ,right Edelman and the'Children's . 

..,,~ ,Defense Fund, the American Aeademy of Pediatrics,' (particularly 
~its incoming President, Dr., Betty Lowe), the March of Dimes, and 

others. " " , 

. ' ., 

http:throughprofl.ts
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http:faml.ll.es
http:l.nformatl.on
http:vaCCl.ne


9 

'E! 	opposition to the reforms 

Only two of the reforms described ,above'.have generated
',significant opposition. These are proposals to simplify vaccine 

informa~i~~;., l;Ila.terials and to le~t~blish 'a univers,al vaccine ' 
purchasl.ngprogram for all faml.ll.es. ' 

" , '\, 	 ' 

, simplification of vaccine materi'al: 'This is ,opposed by an 
'organization known ,as Dissatisfied Parents Together, a group 

consisting of several thousand families with children who 
allege injury by vaccin$. 

Universal purchasing: "~iS 'system is adamantly ,opposed by 
the manufacturers, as w$ll as by Dissatisfied parents (which 
opposes any effort, to irtcrease access to vaccines). In ' 
addition, a number of k~y industry critics are concerned by 
one issue as described in the first bulleted argument.
': ,I 	 : ,
Manufacturers make sev(!ralarguments. These are:, 

, 	 ~ first, that by rldUCing current profit levels, a 
coordinated purcha~ing arrangement will ,cut into 
vaccine research (~ndustry critics also are concerned' 
about retaining sufficient funding levels for research 
efforts);, ' j 

o second, that such a sys~em will provide 'free vaccines 
to rich children; cind 

o thl.'rd, thatprudlnt purchasing lead them to give up 
, the production of vaccine altogether. 

The industry is extr~mely powerful. We believe that it will 
fight, this, effort because ,of'jits precedent-setting va~ue. 

F. Responding to opposing arguments 
, , 	 ,', ' "1 ' ' 

Public,health ~xperts, children's advocates" health care 
p:oviders, and public Offici~lS resp~nd st+ongly to'these,points. 
Wl.th respect to the parents group's concerns about the safety of 
vaccines, experts uniformly teply that the dangers associated 

~V,', with not vacci.nating children vastly outweigh those associated 
~l with childhood immunization. 6 

6 'Indeed, a new study f~om the National Academy of Sciences 
calls into question earlier conclusions about the inj'ury 
potential of certain vaccine~. At this time, there are 
widespread recommendations 'fdr tightening the Vaccine Injury 
Table contained in the Vaccine Compensation Act. Expertsbelieve

I 	 • ' that many of ,these injuries are l.n fact not traceable to 
vaccines. 

http:faml.ll.es
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.with respect .to the man'tfaqturers' 'arguments,' public. health 
officials respond as, fOllOWS! " " " . , ', 

Research and marketing concerns: there .is no evidence to· 
sugg~~,~ that, negotiated'lra:te~will. so reduce manufacturers' 
prof1ts as to make ,research 1mposs1ble. Indeed, many

• . I. " . ,
quest10n whether funds pa1dto manufacturers for research 
have,achieved adequate,~esults •. 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 irito the price) in, 
order'to increase' childhood immunization research efforts.' 

Additionally, develoPi~J a strong and stable pllrcha'sing 
system for vaccines. may Ih~ve the ,oppos,ite effect from that 
predicted by, the manufacturers.' Companies' ,that left the ' 
business' of vaccine production ,conceivably could be 
attracted back into the Ibusiness through', a more stable ' 
financing system with integrat~d'purcha~lng and liability'
protection. '" , , 

It is also important to note that manufacturers have 
'pr~duced ,no evidence showing that even the reduced, price 

paid by CDC ,would harm t.hem financially. Indeed, the CDC, 
price'may be equal to o~ greater'thari'prices paiq. by other 
first world countries. Even the CDC, price appears to be well 

, ,'a~ove the CP:l' rate of ,g10wth., ,',' " ,,: '.' . , . 

It appears that manufacturer~ are realizing large profits 
~~ 'withou~ demonstrating stif~icient reforms and ~mprove~en~s

,7t:;;i for ch1ldren. Moreover J ·l.n no other western 1ndustr1al1zed 

( country but South Africa is access to so basic a child ' 

, health service as vaccine directly.tied to family wealth. 


concer~s about va~cineslf~r well-to-do ~hiidren:' The most 

'direct response to, this Iconcern 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 to 

"all. Moreover , familieslwll1 continue to pay for ':the actual 
administration of vaccines if ,they are well off. The only. 
issue is whether they s~ouldpay for vaccines themselves at 
the point of,service. To·make famili~s do this'is like 
forcing families to pay Ifor a drink of clean ',water every
time they turn on the tap. This is simply not the way to 
manage a basicpu~lic h~alth need. 

," 
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Paying for vacc:in~sthrough a government purchasing system' 
means that the vaccines\have been paid for by" ~amilies in 
advance of when they are actually needed by ch1ldren., . In 
this way, a child~sacc~ss to vaccine is never dependent on. 
his or.her family~s particular circumstances. 

In Sho~t, . the notion thJt it,' is, against public policy to 
furnish free vaccines td children is incorrect in ,its basic 
assumption that the.vacdines are .. free... · A coordinated 
purchasing system chang~s only when vaccines are paid for, 
not whether they are pa~d for. Moreover; the argument 
overlooks the unique nature of vaccines. 

Thr~ats of market. pUllJout: 'There is no evidence that thi's 
. would happen if purchasing systems are mandated and 
stabilized•. Indeed, as rioted above" a more ; stable market, ' 
might attract additional manufacturers. The only time that 
manufacturers withdrew ~rom vaccine production was '-when, . 
their liability was at issue. This problem has now been: 
,addressed .. 

III'~ RECOMMENDATIONS 

We recommend proceeding with the above~outlined,reforms. 
Substantial consensus exists on all of the reforms discussed 
above except revising the informed con~ent materials and 
establishing universal ,purch~sing. We beli~ve industry critics 
who oppose 'universal purchas~ng will support it, 'if, as recom-: 
mended ~ere, the system'is financed through a stable, mandated 
fund~n~ source tha~ includeslsu~ficient funding f<;>r :r;esear,?h. 
Repa1r1ng the vaCC1ne compensat10n act and estab11sh1ng un1versal 
purchasing will generate opp6si~ion. But experts agree that 
these reforms are essential io,a successful effort to.addressthe 
childhood immunization crisi~ in the U. S. . ' , 

Opposition will,be stroAg ,. particuiarly in the case' of 
t •• ' •manufacturers. They understand the power of th1s 1ssue and 1ts 

precedent setting quality.. .They· can' influence many Members of ! 

Congress. This is also a particularly complex' piece of . 
legislation that requires many separate statutory reforms., 
crafting, the.legislation wili involve'resolving a broad array6f 
issues. strong Presidential involvement will be needed ,to bring 
this initiative to fruition. 

However, these'r~forms are essential to families who cannot 
meet the cost of health carelfor their children •. They represent 
an extremely important step in containing the c,ost of vaccine and 
in, promoting its availability •. And this, initiative allows you to 
take an early 'leadership rol~ in national health reform on a 
"bellwether" issue of central concern to families and 'children. 



, , 
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.-For these ,. reasons' we J;,"eeomDlEmd' a two-step process : 

1.", Inclusicm i'n ,'the ~~oiO~id' ~timulus package of sufficient 
funds to 'pe'rmit initial implementation of the public ", , . 
investment reforms. ' ' 

2. Introduction; and passage as quickiy as possible, of 

comprehensive legislati6n that, addresses all 'of the iss~es 

contained, in tll.is' memorandum' on a permanent basis. 


IV. D~IO:ppro~e 
\ ',Approve as ,Amended 

_-,--_,Reject 1"", 'No 'Action ' - , 
_--l..~ 

cc: Hillary Rodham, Clinton 

", 



THE WHITE HOUSE 

, W~SHINGTO~'" 
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THURSDAY, FEBRUARY '11, 1993 

MEMORANDUM FOR'JOHN,PODESTA 

Howard Paster ~ 

SUBJECT: Immunization bill 

I 6bj~ct stFenuously to reopening the ,question of a free-standing 
bill on, immuriization. Iass~red Ch(iiqnan Rostenkowski on Tuesday 
we would not create a problem for him" and he agreed to support 
the ,'pr9gram. The last 'parag~aph in the HHS memo of this q~te . 
runs counter to the comtnitme9t I mades1,lbsequent to our meeting 
in the Oval ,Office on Tuesda1. 

The Director'~f OMB has'had a simil~r conversation with Chairman 
• ' - I.' 

, Rost7nkowskl, because <;>f a p~evl0us attem~tto' undo the 
cotnmltment made to the Ways and Means Chalrman. I urge that Mr. 
'Panetta be consulted. . '.-

" 



." 

statement of The Pr,.lIidalit 
, ll:li:,.gton County Departltent. ot Human Services 

I 
'.~ruary 12, 1993 

Good :'Ilor~ir.<J. 

. Todoy is a landmark d~~ in the tig'ht: to protect: ~h. health 


ot millions. ot Am.ric~ cbill4renio Anel' :'oan ~i~ ol n~ bett.er 


, 

. /,'" , '. ", ' 

plilca to 4MOu.nCe a ne" l~unlzD~ion' policy than :l:1gh' ,hore, on' " 

the tr~nt' lin•• ~t'th. tiliJt toprovic1. Dcc;~••ibl. and atf~1"clQbl. " 
,"', , " 'I 
n'ealth ear~to eVe:t:Yt.mil~. . 

I I 11 pleas~d to be j01le~ here by 'Il number, Q,t ch11clren~. 

champions: secretary Of Health and Humanservice.,Oonnll Shalal~, 
. , I""" , ' "", . ' ' 

$~natorDav1d Pryor -- with wholllI I ve wO:k.e:s tor Y••'"_ on " ' " ' ',' I '.. , ,,' ..,', ' , ' 
children'S issues 

~ 

-- and Repre&antat1v~ ~ta Moran. Our thar~s to 
, . .. .' . . 

, , ,. Su.Adams~ the director of this cl1nic, ~andth"r"lt' 'ot har' 

" 'litaff,.' tor o»'~ing upth1stacility tou8, thiS' :n~rn~nq•. 

This week, ! was startled to read ~f the =a•• of ROdney
I '", 

~ill.!'1 a 2o-month-olcl-ehlrd"WhO liv.~ in Miami. Rodney 1s ""'if~ 

c~rantlY'b.i~9t,r.ata4foi meninqitia in Jaokaon M~!al ~ 

, Ho.p,U~al., Ha i. th.~. beearSe hi. family could not afford tha ~ 

'twant.y~on., dollar. and fOjy.ei<;Jht cent. t.hat. a meninqit1a 

vaccine, coat.. The bill f0r,hia 8'Cay in t,he ho.p!~al has, already 

" toppe4 tOI't.y~.ix thou.an4'fi.ve"huncSre~ 4ol1ar~:' 

In', the h••lth c":r:. polioy' that. ow: nAt.ional tack foree, 
" ' , /,' " '" , 

under the d1regtion ~f' the First Llldy, i. d.~.lopin9, nothinq is 

mor.'important thAn pr~veJtiv. care. Today AlIlel"1d1an tazpay.r:8 ,ar. , ", I ' 
9'8t1::.1n9 hit w1th tendolla". 1n avoiciableh••l,th Q&l"ecoet. tor 

av.ry on8 dollar wa C;OIJl'd.. .p.n~ r.;In,1mmunizat.ion. The raoant: 

, resuJ:genca ot mBasl•• 1nt,hi. country aftliot:.ed'ovar tifty';'f'ive ' . 

http:tOI't.y~.ix
http:eVe:t:Yt.mil
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.	thousand ;childran .iulcost t'"enty-million d.ollars to ·t:reat. .: 

Prevent-ien, would have cost one million dollars. ).nd those fi'111ra8 

40' n()t::}:)~in totalee'into abeount~h. terrible human coat --'eo 

ouzo famili•• and ourl:N.in~I•••• _",:, tha.t:. 8uch i~.ct:ion pro·4,uc:••• 

, . The pl'ice. ot vaccinee, 2I18an\oltl11.,. ie ri.~n.9at abc' tim•• -ehe 

rat. ot infla~ion. An imm~i!a~1on p.oka,.tha~ ooa~ twanty- . 

thr•• doll.". ten years a,d runs more than two h\\nd"ed:'clollArs' 

to~ay.· In .. public .cl1nic,th. coat of full immuni••tion hA• 

••pt troll ••ven dollars t~ n1nety. ,. 

Manufacturers, cit. tbJ ·OOlit. ot,' research ~nc1 4evelopment to' . 

c;tetenCl the r181ng pr1ce ot vacclnes. Nobocly ~.nt•.. "••••rch to 

,Slow down !:lut let ',b. clear a~out wn.at.··. 'really happening_ The 

ph.raaceut1cal 1nc!uatry 1a sp8nd1ng.ona'~111.10n (loll.r.mora .aCh 

. year onadvart1s1ng' 'and .1c)bbYl'n<j than it eSo•• on cI~v.lop1n9naw 

or ·~.t·ter dru9S. Meanwh11.l ita profits are 'r18inq foUt' t.1mes . . 	 I ' .' 
fa.tar than the average .Fortuna 500 company. (1nsart for.19n 

fiCjUre.] 

To make utter.wor••!,the makers 'of vaccin•• have 'refused 

t~ make their "rocSuct. av~lilabl. to stat•• at· affordable costs 
11' I 	 , ' 

- .cr even, in Sou c••••, Ito talk about it. The .ictea. 1~ simple: 

stat•• ord.r large quant1tieaof vaccin•• and should raceive 
. I 	 ' . ' 

l()w.r p:l"le... But while ten atatss have lucc••ded in negotiAting ..', 	 " .' . I " . 
a;r••••nt. that allow them to immunize all their children, 

. ,,' . I 	 ' 
manufaoture,zoe aX'8 n~w t)l!1~in9 at. atartingtallc. Wi.th other 

stat••• Just racently, Taxas, South Carolina and Rawai! wera 

tuz:ned away at. ,the' door. 
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. . ..' . Our mella;1 to' the uuq cQmplniel toaay is.:. "Chanqayour 

prloritl••• y~u 'rae not' ;oih; topro'fi~4't the expense ot our . 

ehi1dr.~.Th••• pr~c~!c.a luat eto,,: II " :.. .."','.. . 
, /,..,. ' 

Bu~ dealing with th. eoatot vaccinations will !"lot: be ' 
. ,., / . . , 

enou'1h. W. must also i:np~O~.t.h.d~livery ot preventive health 

care. 

H.era at'thiaclinic, and aero •• the country, Hlllary and. I' 
• I , 

hGve •••n the 819n. of aft rVor~rden04 ayatoa. ouzatat•• and.,· 

citi•• a2:a atr\l9'91inv ~gcd.n.t, incre".in9 odd.•• pW:,liCl facilit.ies . , I···' .".. ' 
arecver\lh.lmed by naw pat'ienea a. ai4d.l. c1a•• tfud11••,who . 
,. ,.. '/ . ,. .' . , " . ' 

cculd once atford' to \1_- private prov.ders, seek cheaper vacc.nea 
. , , :. , ,."," .' . .'. '. ," ' .. ' . . L· . 

in,ollnlc.~ Public health ,profjrams areunderstattect,unl1ert'W1<1ed 

~nd ~4.rqulpp.d'.' They haJ. 11tt.laor ~~ ab!l!'t,y't'o' iIlonito~ who· .. 

. pro't.c't.~ antt WhO . isn't.' "AnCl educa't1'on ·ettor'C•. ttOI(''C reacht.rie 

ramil!•• most 1n n.ees.··' 
The c11nic we're stancl1ng .1n t04ay 11 a pertec'C· exampl.e,ot 

. ' : '1 . '. , . 
". , ' .' . " 

tha atru;ql•• ancl lucc••a/that 'parent. &nd.h••l~n. oar. prov1ders 

tac•• In the lalt two y.ai. lrlinc;toft County, ha.m~4'.CJZ'eat .. 

~l:'o,r.II' th. number of illUlUniz.4 two~yaar-old. hal jum.pecl by. . I . . . " .. 
'. almost50percant ~ But her., and.. acro••. our nation, we must '40 'so 

~ueh mora. 

To~ay I am. anneuncinq a thre.-plu:t pol ieY,that ,,111 protect 
, ,I 

OUI" chiltz.en'. fut,UZ'. whil••aving~axpay.r. lIlil1ion. or dolhrs. . I . '. 
P!r.'t, I'. ple••ed. to announce that the .1!illulua proqra!!.. ,

I . .,.. ' 
which weill. o\l::lin. on Wec!n••c!ay will,' include, two hurfdrlld mi l110n . " I . . . . . 
dollaZ'. (eq) , . 

~o.lIak.e vaocin•• m~r. wid.ly .';'.ilable. 'l'h••• funds . 

, will .not, onlY,help publ!o prog'ral\\11 buy more .vaooin••,but a190 be 

http:chiltz.en
http:l:'o,r.II
http:ehi1dr.~.Th
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us.d to improve stat.e·outreach eftorts. Those funds'will mean 

extended cliniQ houra,·moX'. 
, ": ,,, '~t; . 

and th.~~.OUX'c•• to pX'aata 

Saeon4, I am cU,ractinq 

statf,. inere.l.dectuc~tion·attorts 

a national traakinq system. 

Secretary Shallla to neqot1ate with . '.. 

.' .'\ 'the druq manUfact~rar. 10' that 8tat~. can buy vaccine. at 
" . '. . ·.:~:~i ' . f.1.< I';' . , -','" 

affordablp'Y'"r1c••,~:,:":~h.r. 1. no qood reason why.a child in TaxIs .. 
, " !.~~~~~~,:' . 

,ia unable taracaiv.vaccination while. child in Ma•••ahu••tta" . " , . I 
can.' w. are ~ot ~oin~ to .tand by aa thiekind of inequality 

Qoneinu..... 

, . p1nally, QUI:' health care t.ak torce i. currentiy pz:.eparlnq , , I ",' 
le9'alation that will ,uarant:..a that .vel:'Y Ohild haa .QQ... ana

I ' ,
cov"a,. to imauniaat:.ioft. I~ 1. unaoooptable. that: the UnU:o<l . 

stat•• i. ~. only inau.tri~liZ:.cl'CC\.1n1:rY~h10hclO.~ftot fu.lly. 

fund or' tUlly",eiinbur•• th.' coat of 1mmun1Z:~1:1on. :'" 

Ito'. l~onlc, too, th..~th. cOlll1try wlil"h,d.v.l~p. and . 

pr041.l0•• the majority of the wCJrld'.·vacc.in•• dC? •. not have anI .' , .' . 
, effective or attordable' meChan1.nll·lol' 4iatril)ut1n9 them. The·'.'. ' . . " . I . .. . . .'' 
steps I'm ~ak1nq teday w1ll goa len; way toward .olvln9~a~ . ." '. I' . . . .".. .. 
41lel'lilla ....... and "wlll make lui. that axee••lv. corpora~.prot1toa Qa 

not stand in,the'way of prJtectinq. ou.r ch11dren ' s'health. We will 

not stop ,until prevent1blech.ildhood cU.e•••• no ~onq.r threaten 

our tamili••• 

http:wCJrld'.�vacc.in
http:pr041.l0
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THE D. C. MEDICAID IDOHIZATllON' INI'ORKATION , TRACKING SYSTBK 

BACltGROmm 

The District's Commission on Health Care Finance (CHeF) has 
utilized its Medicaid Management 'Information System (MMIS) to 
develop an immunization tr~ckinq system which will become 
operational on Ma~ch 1, +993. 

The decision to do ,so was precipitated by an analysis of data 
from' our MMIS which showed that approxim.at~ly sixty percent of 
children covered by the ,Distribt's Medicaid program'werebeqinning 
their immunizations, but that I there was a clear pattern of these 
children not being completely ,j.,mmunized. The dat'a made it clear to 
us that there was a need to inform parents of the importance of 
immunizing their children. IHow'ever I we also recognized that 
information would not, be ,enough and that we needed to develop a 
tracking system that could bel used for follow-up. ConsequentlYt
'staff of the CHeF. developed an inununization information and 
tracking system for Medicald tecipients. 

. . Before the system was 'detelopedl discussions were held with 
• 1. 	 .

staff of the Co:mmiss~on on PublJ-c Health (CPR) to explain the 
concept to them and to so.lici~t ·their assistance in providing the 
necessary follow up. 

TO SYSTBI 

The tracking system is relatively simple. Claims data will be 
used to identify children who~e delivery is paid for by Medicaid. 
Operating under the assumptlc)n that these children have retained 

. their eligibility, six weeks after the birth of the child the MMIS 
will automatically generate al letter addressed to the parents' of 
the child. The letter will ihclude the following points: 

o· 	 Your child need~ /, to be protected from dangerous
childhood diseases including diphtheria, whooping cough, 
tetanus j hemophilus i.nfluenza t,ype b, hepatitis B, polio, 
etc. 

o 	 You can protect you~ child by having him/her immunized at 
no cost to you. . 

0' 	 Your child should re1ceive his/her first i:wm.unization when 
helshe is 2 months' old and m.ust receive all the 
vaccinations in a s~ries to be fully protected. ' 

o 	 Please make an appoJntment right away with your physician 
or public health chinic to have your child immunized 
against these dange~ous diseases. 
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o 	 If you do not have a physician or do not know where the 
nearest publi'c health clinic is loca.ted, call 
(202) 727-0725 to Ireceive assistance in locating a 
provider who will immunize your child. 

Assuming the child is iJun.iz'e.d on time, additional letters 

will be generated automatically 2 weeks before the child's 4 month, 

6 month and 25 month anniversary of life. These letters will 

contain the following points: 


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

I 
o 	 A reminder that their child is due to receive the next 

immunizations in tb~ series in 2 weeks. 

o 	 A reminder that the ~mm~nizations will be provided at no 
cost to the parent. I 

o 	 A reminder that they need to make an appointment with 
their child t S PhYSiCI'ian or with the CPR's t:-:linic closest 
to their home~ 

o 	 A reminder th~t if they do not have a physician or do not 
know,where CPR clin~cs are located, they can call (202) 

,727-0725 for assist1nce in locating a provider. 

. If the Commission on Health Care Finance does not. receive a 

claim for reimbursement for iinmunizing a child within 45 days of 

the date the immunization sho-dld have' been administered, the CHCF 

will assume the child was nbt imlll1mized. If a child was not 

'i.mmunized, the 'MMIS system wili autolriatically generate a· follow-up 

letter which will be sent to the child I s parents. The letter will 

contain'the following points: I 


o 	 A notice that our records indicate that tl'1e child did not 
receive his/her imml.t!nization on time. 

·0 	 A reminder that chil~ren who are not fuil,y immuni'zedare 
not protected fro~ potentially dangerous childhood 
diseases. I, 

o 	 A reminder that these immunizations will be provided free 
of charge. I. '., . 

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

o 	 An offer to provide lssistance in locating a provider if 
they do not have one l• . 
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If a claim for reimbursement for administering the 
immunization is not received Iwithin4S days .of the date of the 
follow-up letter, the CHeF wil~ assume the child was not immunized. 
The cHCF will generate a monthly report containing the names and 
addresses of the Darents of tl'lese children who were not immunized 

- Iand whose parents did not respond to the follow up letters. This 
report will be sent to the CPH~ whose staff will follow up directly 
with a visit by a public health ,,,orker. . 

It is our expectation ~at the monitoring system and, if 
necessary, the CPR follow up, Will lead to a direct increase' in the 
number of District of COlum:J:?ia Medicaid clients who are fully 
immunized by their second birrhday-

IVALUATIOH .' I 
The project will be evaluated internally using a pre-test, 

post-test model with control's. Basically the evaluation will 
consist of a measurement of the difference in the percentage of 
children. who are completely imbunized before their second birthday 
after the introduction of.thel program against the percentage who 
were completely immunized before their second birthday before the 
program was introduced. Other Ifactors that might have affected the 
outcome will be identified and controlled for. . 

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

POTENTIAL PROBLBKB 

We see potential for problems at two points in the system. 
The first is in the mailing~ • Medicaid recipients are a very 
mobile population. However, w~ expect that by sending the initial 
letter six weeks after the chitd is born, the parents will not have 
moved. In addition, we plan to contact the Commission on Social

• I'SerV1ces on all letters that are returned so determine whether we 
can obtain a more current addiess. 

Another potential probleJ is the follow-up. Following up on 
the scale that we expect we wi~l have to do requires resources that 
well may exceed those that the Commission on Public Health has 
available to it. The Distridtts 1994 budget does not allow for 
additional staff, so our cur:tent plans are to. seek fundirig for 
additional personnel to be de~oted entirely to this task. 

. ~004 
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rOTORE EXPANSIONS 

After the Commission has had·an opportunity to operate the 
proqram 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 th~ program. We will ask that they use 
their computer systems to automatically generate the initial 
letter I reminding parents of dhildren born in their hospitals who 
are not Medicaid eligible tha~ they need to protect their newborn 
child against preventable childhood diseases by having them 
immunized, and urging them to.·· make an appointment with their 
physician or with a CPH clinic!... . 

lIn addition, if this effJrt is as successful as we expect it 
can be, we will examine the possibility of using the system for 
other applications. 
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, i and Staff Secretary 
(X2102). " 
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THE I\Nt\!ilE~eENT HAS SEEN 
. WAs\.W1GTON -;;../-"L- "-:/7 ~ 

F~ruFry 19l1993 ' 

MR.\tESIDEkT: 
. I 

Howard has no problem with 
introductiorl of a separate 
bill in the jmanner described 
so long as Ohairman.. , 
Rostenkowski is briefed in
advance. 

John Podesta 

) 
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(}jJJY 
ImMORANDUM <:C'. ~ 

TO: The President and Ftrst Lady
{I. ,I· 

FROM: Marian~t Edelman 

DATE: Febr~ary 18, 1993 

I have never been as proud of a President in my lifetime as 
I was of you last night. You were wonderful! (My favorite, 
moment was your 'don't messl with me' response to Republican . 
lauqhter.) Thank you for speaking the truth to all of us about 
the problems we face and f~rthe balanced solutions you propose.
We are ready to work really) ,hard and to rally others to work hard 
to see that your policies s¥cceed. We thank you for your
investments in Head, start, WIC, and childhood vaccinations. 

Your immunization'speebh was terrific. Hope 'we can keep the 
momentum going and give'youlr supporters inside and outside of 
Congress an immediateunive~sal bill to rally around. A lot of 
people, including freshmen in Congress, are eager to be 
identified with the immuniz!~tion issue and to give you a clear 
victory. If you send the s~gnal, Kennedy and Waxman will follow 
your lead. Introducing a s~parate. bill immediately keeps 
pressure on the drug companies as you negotiate with them, allows 
hearings and support to bui!ld, and in!!2 ~~:i: !!!!!its your later 
options ?bout when and how t~ bring the b~ll to the floor. . 
Indeed, our desired strateg~ 1S to fold a comprehensive 
immunization package into an overall budget reconciliation or 
earlier revenue package so ·ihat it is not subject to undesirable 
amendments. Not ~ introduce ~ separate bill right away leaves ~ 
huXe vacuum that wlll.let countless people do their ~ version 
~ undermine your fr~ends who ~ant ! strong bill. 

IYea on Janet Reno. She looks strong. 

You and Hillary are inlmy prayers every day. Tell Chelsea 
she's making a great impression at school. 

Pl~ase don1t waste timl responding to any notes I send. 

MWE:bag 
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; ~~~ HOUSE STAFFING MEMORANDUM 

DATE: _____3_1_3_1_9_3_ ACTION/CONCURRENCE/COMMENT DUE By: __B_y_9_:O_O_A-:-,_M_, 

I 
SUBJEC~ ______~.~Cillh~i~ld~hwQ~Q~d~I~mmmu~n~lu'z~a~t~j~o~n~B~jwlwl_·_____~_______ 

ACTION FYI ACTION FYI 

VICE PRESIDENT [J PASTER ~ 0 

McLARTY o. RASCO~~. ·0 

GEARAN .9 . RUBIN' ,[]. C 

PANETTA Xl 
L......; ; SEGAL I C . 0 

EMANUEL ST,EPHANOPOULOS ,0 D 

GIBBONS D - VARNEY. D 0 

HALE D WATKINS {J C 

HERMAN D 
., 

WILLIAMS [J 0 

LAKE . D D 

LINDSEY LJ 0 

MONTOYA .0 =

NUSSBAUM 

REMARKS: 

RESPONSE: 

. " .' 
JOHN D. PODESTA 

Assistant to the President 
. and Staff Secretary 

Ext, 2702 
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THE SECRETARY OF HEALTH ANDHUMAN SERVICES 
WASHINGTON, D,C, 20201, 

MAR 3 1998 MAR 3 


MEMORANDUM TO THE PRESIDENT 


FROM: DONNA E. SHALALA 


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 the 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 

NOTE FOR: CAROL RASCO 


, , 

2/10/93DATE: ______ 

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

Information IN 

Action 0 

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

cc: 

..... d" 

" 



THE PRESIDENT HAS SEEN 

2//c/1> 
. ~: THE WHITE HOUSE 

WASHINGTON 

'.1 

February 9, 1?93 

MEMORANDUM~PRESIDENT 
FROM: Howard Paster ~ 
SUBJECT: Follow-up conversation with Chairman Rostenkowski 

Subseq~ent 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 assuring the 
Committee of our intention to work with them in framing 
legislation. 

Chairman Rostenkowski-latercalled back himself to.assure you 
tha:t he will support the policy, but to restate his concern that 
we proceed in a. planned and thoughtful manrier on the enabling 
legislation. I ~ssured him we would ~orkwith him-and his staff, 
and said we might consider incorporating the program i,n 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. 

cc: Hillary Rodham Clinton 
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:.: . THE. WHITE HOUSE 
. . 

WASHINGTON 

February 9, 1993 

MEMORANDUM FOR THE PRESIDENT, 

FROM: . Howard pa~ter~' 
SUBJECT: Follow-up 9onversation with Chairman Rostenkowskl 

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 assuring the 
Committee of our intention to work with them in 'framing 

. legislatio~. ' 

Chairman Rostenkowski later called back himself to assure you 
that he will support the policy"but· to restate his concern that 
we proceed ina planned andthoughtfui manner on the enabling 
legislation. I assured'himwe 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 memorecornmendingagainst ,an incremental ITC. 

h, . 

cc: ~illary Rodham Clinton 

-', '. 
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THE WHITE HOUSE 

'-\ ' WASHINGTON. 

DATE: ---,__2_/;...1~O_/_9_3...:..'_ 

" " 

TO: CAROL RASCO' 

FROM: . JOHN D. PODESTA 
, I"

AssiStant to the President 'and ,,' 

,staff SeCretary . 


The attached has been forwarded' . 

to the President, 
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'TH E: WHITE: HOUSE: 

WASHINGTON 

:February 10, 1993 

MEMORANDUM FOR 	 THE PRESIDENT 

JOHN' PODESTA~p , , FROM: 


SUBJECT,: CHILDHOOD I~~ZATIONS 


On Monday, Secretary,Shalala forwarded to you a decision 
memorandum, Qn childhood immunizations which calls for 
implementation ,of a comprehensive plan to address, ,the childhood 
immunization crisis. 

The plan includes elements which will improve health 
infrastructure investment (largely agreed to as ,part of the 
stimulus discussions), a new entitlement program implemented 
through a universal purchasing system, reform of the vaccine 
compensation program and other health care management reforms. 
OMB and Howard Paster have raised strong 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 ~hese discussions. 

I have ,not ,forwarded the memo on fo you until some of tlie 
problems can either be resolved or more clearly framed for your 
decision. I expect that a decision memo incorporating ev~ryonel. 
view~ will be avail~ble l~ter today. 
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O£PARTM£NT OF HE~LTH II. HU~AN SEAVICES Offic:e of th#.l See'e~rv 

WCl~;""9tCln. D.C. 2020' 

·pax '1'.R~'8Kr.S:roJl· 

DEPARTM:sN'l' OF HEAt..'l'H AND HUHA.N SDV:ICeS 

OFFIC~ or THB BE~ARY 
Phone; 20Z169Q-8204 
Fax: 203/6'0-6154 

TO: C~·~· 


FAX NUMBER: 


FROM: 


DAT!: 


TOTAL NUMBER OF PAGES BEING SENT:· 

COMMENTS 
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, 
DEPAMTMENT Of HEALTH .. HU~N 51.VleD 

Wallhi"lJ*on. C,C. 2020' 

February 7, 1993 

MEKORANDUM FOR THE PRESIDE!I'I' 

FROM: ' 	 DONNA SHA.LALA 
SECRETARY OF HEALl'H AND HUMAN SERVICES 

SUBJ'ECT: 	 Legislative Initiative to Compr3hensively , ' 
Addre's5 the Nation's Childhood InununizationCrisis 

I. ACTION-FORCl:NG EVENT " 

We understand that you plan to include in your state of 
the Unic::m Address a proposal for swift enactment of a compre
hensiveinitiative to assure that all American children are 
adequat&ly proteoted against preventable infectious disease. 

'This initiative is a cornerstone of your prevention strategy. It 
i. J:,ot,h'a first phase of your overall plan to reform. the American 
health care ayatQm and a free-standing effort aimed at addressing 
a fundamental mattQr or public health safety for all Americans~ 
rt reflects two promises made during tbe,1992 Presidential 
campaign: to aiilSUl:'Q allohildr@n access" to preventive health 
servicQSi and to control dru9 prices which now, are escalating 'at 
three ti.~s thQ rate of inflation. 

In order to havQ this. initiative ready for introduction" with 
key Congressional support imm~diat.1y following your state of the 
Union Addre33, we need your approval to prepare le9islation. The 
D.partment, in coope~ation with the Domestic Policy council, will 
develop legislation. In doing' .0, we plan to intensively consult. 
key Members of Con9ress. 

In reaQying the information, and rQcommendatiQn~ contained in 
thi6 Memorandum, we have had wide-ranqinq discussions with 
expert5 both within and without the De~rtment.W.also have 
consulted with the First Lady in her capaoity as head of the 
Interagency Health Refor= Task Force. 

II. 5~CKGROUNO 	ANALYSIS 

A. The problem 

Like clean water, immunization against preventable diseases 

constltu~es,not only medical care but c ba8ic public kealth 

pro't.ect1on,. 'A stable, reliahle, easily accessible, and 


http:imm~diat.1y
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affordable vaccinat:.ion system is a t-QnQt af all civilized 
nations. Indeed, 80 basic ia the n••d for vaccination against 
disease. tho.t the Unit.ed Nations has" undlltl:'t-akart special childhood 
immunization efforts throughout the world ~c A fundamental public
health me~surel " , 

In 1919, the Surg-eon Gen~al of the united St.at.,u: 
established a' series of public health 9'oals for the nation, which 
were to be achieved by 1990. 'One of th~ moat import«nt goals was 
proteoting all children cgcinet infectious, vaccine preventable
disease. In order to Ac~ieve thie 90B1,it waa deem~d $Q&Qntia1 
Ulat by 1990, a.t least 90 fercent of all Children under agQ two 
snoul~ be ru11y immunized. 

The surgeon Gener~l 5et olear outco~e measures for 
~etermin1nq whether the childhood immunization goal would bQ mQ~. 
In the case of vaccine praventcble disea$~, the outcome meaQura 
usea. was tne nl.lll1ber of preventc."ble disease ~aacu'l nationally in 
1990. Wit~ respect to measles, for example, the,Surqeon General 

,estimated. that sucoessful immuniz<1tion efforts would reduce t.hQ 
number of cases nationally,to no more than 500 by 1990. 

By 1990, however, only 60 to 10 percent of all irlfants and. 

toda1ers were fully immunized,a.gainst preventable disease. 2 'In 

some large citles, pre-school immunization level. as lov as 10 

p*rc*nt have Peen reported by the Centers fer Dieecse Control 

(CDC). Rather than improving immuni~<1tion levels among America's 
younq*st children they actually appear to heve declined slightly. 

unacceptably lOw lmmunlza~ion levels pose c baoic health 

threat to v~ry young children. Moreover, very low immuni~atien 

rates permit controlla~le diseases to spread throughout


'communities. A clear example or this pneno~enon wa~ the mea~leB 
epidemic which swept the, nation between 1'89 and .1991. According 
to the COC, the epidemiC produced 55 / 467 cases ot measles in 
three years. In 1990 alone, the year in wbion there were to be 
no more than SOO measles casesnationwlde, there'were more t.han 
27,000 cases. One hundred and sixty people (by and large 
Children), died. Most of thes~ deaths were considered preventable. 

1 while 100 percent Qf all children shOUld he vaocinatQd, a 

90 percene lmmunizationrate conostitutes t:he mini1'llUll1 leVlOil 

required to assure cOm.Jllunity-wid~ proteotion against. diseasliiII 

(often referred to alii Itherd immunity"). ' 


3rndeed, :t;ecausethe nation made no progress,the goal of 

protecting
,' 

all children was postponed until the year 2000 • 
. , 
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Tho 1989·91 measles 'outbreak also produced significant and 
avoiciablo haalth care costa.··. Eacb dollar spent to immunize 
obildren haa been estimated to save hetween ten and fourteen 
dollar.. The recent measles epidemiC illustrate5 these numbers. 
The outbreak. produced 11,260 separate hospitalizations and 44,100 
hospital days. Avoidable hospital costs alone amounted to more 
than $20 mil~ion. The~Q costs do not include either medical or 
the long term health, eduaationalor social oosts associated with 
measles and i~s compliaations.. .Experts believe that further 
outbreaks of meaalQs and other preventable diseases will occur 
without siqnifican~ improvement in childhood li~tUtization levels. 

a. Barriers 

Health offioials point to many factors underlyinq low 
ill'lllll.uiize&ti.on·levels amonq American c:hildren.\ These are : 

l. A signifioant.l~ arOdedpuhlic hAalth care infras:t;ructure 
which has further limited. thQ availability of essential . 
immunization SQrvicQS in inner city and lOW income 
COmmunities. PUblicly funded health proqrams, such as 
community and~iqran~ hQalth centers, rural health Clinics, 
the National Health sQrvi~e Corps. county and city health 
c1ini08, and public hospital clinics, are a principal source 
of care for lo~ inoome patiQnts. These Clinics by 
defiriition ~re looated in areaS where poverty impedes access 
tohea1thcare and increasQa riska to health. 

Tbese progrAms s~eaubatantia11y under-funded. They do not 
have adequate scaff. They cannot afford to remain open on 
n1qnts and weekenaD. They do not hav~ a sufficient supply 
or publicly purch&Ded free vaooine. ThQydo not have the . 
community workers they need to find anQ assist particularly
llard-to-reacb families, Yho~e-childran remain un-immunized;. 

As a result, the recent measles outbreak struck poor
children with ~rticular ~e¥erity. Based. on a 10-city
study, the PUDlic Health Service has es~imated that becwQen 
40 and .91 percent of unvaccina.ted .infants who de~Q~oped . 
measles were enrolled in public a.~aiatance pro~am_. 

2. High vaccine Br1ces that make immunizations puronased
outside the federal CDC Qrocurement syetem all but 
unafiordal:'Jle. Currently the cDC purcha.::se. half, of all 
vaccines used in the o.s. These vaccines a.re sent to stat~ 
health ag-encies which in turn distribute them to lcoa~ 
clinics. In New England and Washington state, ~tilte health 
agencies purchas~: add1~lonal vaccines through CDC to 
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diau!bu:t.. c:lireercly'·u, privat. physicians. In this way,
physiaiana :reCeive free vaccines purchased a:t • reduced " 
price, participate in state i.-unization efforts p and charqe
fa.ilieaonly a mpdest administration fee (if anythin9 at 
all). In !:,8c;9nt years, in respen•• t.o high vaccine prl.ces,'
several oehAr state., including Texas, South carolina and 
Havaii, have sought to 8~tabli~h thesQ programs but their 
efforts to buy ,additional vaccines through the CDC contract 
bave been rejected by manufacturers as-against public
policyM. ' 

ChildhoQQ vaccine prioe increa.e. over ~be'~-'t decade have 
been dreul'latic. For .:xample" in '1981. ,a dose of OPT vaccine 
cast t.33. By 1991, the cost ¢t the same vaccine dose had 
risen to ~9.97 -- a 2,921' increase. ' 

At the price p~ivatepnye1aian8 no~ must pay_ it costs S 245 
,rgl: the vaceintlt aloM for. families Yllth children cared for 
~y private doctors to fully immunize each childaqainst
preventable disease. with th~ cost 'of injecting the vaccine 
inelu~ed, each dose of vaccine eosts a family about 
$45.00."' Children n••d. 18 3eparat~ d08QGI of vaccine to be 
tully immun1~ed.4 , 

Pay1nq tor vaccinati~ns ou~-of-pocket poses a &iqnificant
burden on lowe~ income wOl'kinq and uninsured (or
underinsure<l) tallliliee.. Thi. is pa.r'ticularly true for younq 
families, who are most likely ~o have yoUng ohild.ren and who 
have seen the1r real earning levels decline auha~antially 
over the past 20 years. Reimburs••ent for 'vaeaina at the, 
full market rate also poses a major cost probla. for priv~te 
insurers and ror l:)Oth, the Medicare and Mecliea.id proqrams. 

The escalatinq, cost ot pr1vatelyadmini~t.red vaccines has 
led an increasinq nllJlll,}er ot physicians to send families tc 
public clinics, where vacc~nat1ons are cheaper. The aam~ 
vaccination series that costs $196.00 in a pri~ate 
physician's office costs only $96.00 in a public clinic. It 
is no surpr-ise, therefore, that families are routinely sent 
to public clinics. BUt marty may rail to ultimately get the 
vaccine for their children because of the burdensimposed'by,
mult.iple visits .... 

3 The CDC estima.tes that it coats abQut $SAOO to ao.ini5ter 
a.n injection in a public,clinio., 

4, This includes 3 doses of oral polio vaccine, 2 
measles/mumps/rubella vaccinations, 3 vaccinations aqainst
Hepatitis B, 4 vaccinAt10ns against hemophilu5 influenea, 3 
vaccinations against diphtheria, pertussis ,and tetanus, and 2 : 
vaccinations aqalnst acellular pertu5~i5. 

http:Mecliea.id
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lI1qM"_ agree that opportunit.ies to a.uni.e childzoen oared . 
for ~ private physicians thus are »ein9 lost'. At least one
third of the children with measles durinv the 1989-1991 
o~~br.ak haQ at IGas~ one~evious visit at which an 
oppo~uni~y for vaccination vas lost.· This shift of 
privately gare4 for children into the publig system is also, 
ad4in9 to the eeraiD on the publi~ system. 

3. POOlj' proyiger undt,rgandinq abgut A»Drcmrj ate 
imPYDizatign praotioQ§ (such as the accAptable praetice of 
givinq mul~iple vaooina8 in a aingle vigit) , that leads the_. 
to under-immunize children. . .... ....... 


4. IDe l~qk of • nations. traoking system (lik$ the vital 
statistics system for recordinq births ana deaths) whiCh 
helps lOCAl, sta~e and f.~eral offioialc identify and . 
vaccinate children who remain unvaocinatad. A trackinQ 
system is deemed e~~en~ial by publio hoalthofficials. It 
permits them ttl me12:Jure the current il:c\tulizat.ion &tatus of a 
community, not me~ely gue~s at ie. without a traQkin~ 
system the nation has no ~ccurate, "real timeM information 

- on immun1zation statu5 ~n~ c~ot respond to potoneial
crises. Federal Officials literally oannot measure with 
accuracy whether basic publio he~lth 90alS have been met. 

5. The failure t.o develop safer, simpler vaccine=- through 
aggressive research. Although Manufacturers claim they are 
spendinq billions of dOllars on vaccine reseArch, results 
have been inadequate. The HIH d.oes not have sufficient' 
research stimulu,s tunas!; to g-enerate an ApprQpriate level 
of effort targeted on childnOOd tmmuniz8tion•. Left to 
establish their own research priorities, manufacturers ha~e 
not moved swiftly enouqh to bring sater and more efficient 
vaccines to market. Indeed, the sheer nUllleer o:t separate
vaocinations Children ~ust now receive to be aoequately
immunized may be contributinq to under-immunization. 
Parents simply do not understand that childrQn need. 18 
separate vaccinations. . . 

6. Insufficjentfunding for the FDA to assure that new 
vaccines are rapidly tested for.' safety and efficacy. Tn1s 
further slows innovation in research. 

, Accordinqto the Pub~ic Health service, NIH reseArch funde 
now rapresant 10 percent of all fun~s spent on.immuni~~tiQn 
research. . 

http:o~~br.ak
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which lacks sUfficient fun !ngto settle bac~loqqed
is applying dat~d standards, and whose tun~inq base for 
future cases is no lonqer a~thorizea. ,In 1986 a tederal 
vaccine compensation program was developed in order te 
address manufactur~rsl concerns o.er their liability fer 
vaccine relat~d in~uries (they threatened ~O cease 
production of vaCCln~s altogether). The system is now in 

, need of repair in'several respects. Four thousand cases 
arising prior to enactment await action and settlemen~ and 
cannot be resolved without additional aRgro~atlons.
LeqiSlation authorizing a s~cial vaccine excise tax to 
sQ~tle post-enactment vaccine injuryelaims has explre4.
without a functioning compensation proqram, continUed 
involvement by bath manufaoturers and physicians in 
vaccination activities is potentially in question.

, , " 

s. A ralat.ed problem is that federally developed infOrJlleci 
co"sQnt materials (written information used to educa~e 
families ar,out potential vaccine dangers to their child.ren) 
are considered unnecessarily complex ana difficult for . 
fam,ilies to understand. It may have a deterrent effect on 
both t.he families who read it and on phy~i(;:ians' willingness 
to provide i~unization services. 

'. c. An Action Plan 

Experts ~oth wi~hin ana without the feder~l qovernment have 
madl!!:. nu:m.er0l:-ltil reQomme,ndations'for effectively addressing all of 
these problama. ' vir~ually all of these recommendations are 
cont.ained in an Immuni:zat.ion Action Plan which was developed by 
th~ PUblio Health Sorvice and which calls for improvements in 
both pUhlic and private immuni2ation delivery systems. The plan
is comprehensive. Yet it remains'virtually non-implemented 
bec&u~e of a laQk of interest and commit~ent by the Beagan and ' 
Bush Att.inistra~ionQ. The Ae~ion Plan's recommendations mirror 
approachea to vaocine purchase I 'distribution and administration 
used in virtually all indu.strialized nations with private. health 
insurance sy~te~. 

The .recommendations inolude thea followin9 elements: ' 

1. An infusion of funds ~o improvQ and strengthen publiCly 
f'UnQed prilllary health oare prograll1~. This means increased 
runClinq to local health,departlMnts, oomrunit.y and mig-rant
hea1tb centers, ~al health clinics, the Nat.ional Health· 
sarvice corps, and other vi~al "safety-net" providers of 

http:ralat.ed


02/08/93 09: 36 V!6! 890 6l1H .. HHS TRANSITION ~008 

7 

heal~ oare for low income and medically underserved 
pati~nt.. Theoa alinics all need a stable supply of 
vaCC1ne. They al~o need additional staff and operating 
)':'esourcee to bo~h. furniah immuni2at.ions·and to provide the 
primary health carQ ~or children that should accompany
tmmunizations. . 

Wi~h funds-included in tho economic stimulus package, these. 
improvements can begin as aarly as this Summ8r. 

2. A new $ystea under which t.he federal 90v~~nment would 
purchase th. vaccines needed by both public and private 
providers at a ~eqotiated rate. Manufacturer. would ship 
vaccine:s directly to physicians, oli.nicii: and other . 
provid.ere. These health provider&a would, in turn t charge 
famiii~ only a modest administratio" feA. Such a syst.em 
alsQ would permit the establi5hment of a national tracldng 
system, :since all provid.ers partiQipatinq in the vaccine 
aistributi.on sy$~«M would, likg hQQpitala daliverinq babies, 
provide etat.e and. federal agencieQ \lith informat.ion about' 
each child immunb;ed. Insurers suoh as Medicare, Medicaid. 
a.nd priVAte insurers potentially wOl.lld.raaliZG sir;nificant 
savings, since vacoines would :be bought and shipped in a 
coordinated faehion throuqh neqotiated ratas. . 

Families and in:Sl.lrer~ (includinq Medioare and Medicaid) 
would therefore pAy only a modest administration faQ~ 
regardless of whether pa.tients re~~ive care from public
clinics or private doc:tore. The crisis. of mi55ed oppo·r
tunitieswouldbe ~educed dramatically, with potentially 
enormous rinancial savin9s to families, insurers and state 
health agencies. 

3. Assurance ot a stable funding source for va~aine 
infrastructure, purchasing and delivery activities that is 
based on mandatea spendinq throu9h IS capped enti~lement not 
Subject to year-to-year variation~ (as i~ the case with 
discretionary appropriations). The nUMber·of needed doses is 
known.and the prices can be negotiated. In this way,
financing for vaccine activities would keep pace with the 
appropriat.e cost of a comprehensive v8.ccinatil;;m effort. This 
type ofbud~eted and sta~11ized tinancinq arrangementi:s . 
consistent with your long-range thinking about hew to 
purchase health cara qenerally. . 

4. FUnds to develop a.nd maintain a vaccine trackinq system, 
tied to the distribution of vaccines, that permits patient
tracking and community surveillance. 

http:aistributi.on
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5.'Refgrm8 in tbe vaocine eoapenaation program so that it is 
once ~9ain operatio~al, ac wall as aimplif1cationof the 
vaceine informat.ion mat.Elriala in order to reduce the burdAft 
on familica ~nd providers. funds will benaaded in both 
F'isQ.al ~993 I:Ind'FiBoal 1994. Additionally, the taxinq
authority for poet.-enaotm.n~ claimG will need to be 
extena@d. . ' 

6. A new approach to vaccine research that emphaaizes
runaing through NIH (rather thanl.88 roliable, indirect
rundinq through'profits to ~anufacturarG), for~childhoOd 
vaccine re~earch. 

7. Increased funding ~o the FOA to improve and simplify,'
approval systems and strengthen eafety,and oVQr~i9ht 
activities. 

s. Funds ror renewed intern~tional vaccine &ffort~ in 
cooperatIon with the Worla Henltb organization and UNICEF. 
According to the Public Heclth Servioe, ehe nationlg , 
experience with smallpox showed that the $32 million spent, 
.by the U. s... to help eradic:~te z:nllflflpox worldwidea through a 
combined international effort baa led to savings ~f 
$600,milllon annually_ 

9. Educatlonal ertorts 'aimed ci; pe.tientsand haalt:h 
provid.ers,to fnf'orm them about the il!lporta.noe of 
vaccinations (and 1n'tne case of providera, safe and 
effective ,immunization practic@s). 

10. Involve the private sector in communf~y vaccination 
efforts and make communltyvaccination outreach a key
element of your ,National service program. 

D. Suppcrtfor these rQcommendations 

Support for improving immunization ~evels throuqh i;hese 
comprehensive reforms is widespread. Supporter5 include experts 
in public health, pedi~~rieians; the publiC Health service, IDlliny
Members of 'Congress, ch11dren's advocates ana others. Key
individual and organizational support oomes from Mrs. Carter and 
Mrs... Bumpers, and their childhood immunization errort (known as 
Every Child by'~o)( Marian Wriqht Edelman,an4 the Children's 
Defense Fund, the American Academy of Pediatrics, (particularly 
its 'incominq l?r~sident, Dr. Betty'Lowe), the. Maren or Dimes, and 
others. ' 

http:thanl.88
http:F'isQ.al
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E. Opposit~on to the refprms 

only two of the reforms described aboVe bave generated
siqnificant opposition. These are proposals to simp11ry vaocine 
information materials and to establish a universal vaocine 
purchasinq prograIil for ~ll families. . 

Simplificatign of vaccine material; This 1s opposed by an 
organization known as Dissatisfied Parents Together, 'a group 
consisting of ,sever,al thousand families with children WhO 
allege injury.:by va.ccine. ... . "

Universa.l purchasing:;. This syst~m is adama.ntlY opposed by 
the manufacturers, as'well as by Dissatisfied Parents (Which 
opposes any effort to increase access to vaccines). In 
addition,' a number of key industry critics are.concernec;l by 
one issue as qescribed in the first bullated arqument. 

Manufacturers make several arguments. These are: 

o first, that by reducinq current profit levels; a 
coordinated purchasinq arrangement will cut into 
vaccine research (industry critics also are concerned 
about retaininq suffici~nt funding levels for reeearcb 
efforts): 

o second, that such a system will provide free vaccines 
to rich children; and 

o third# that prudent purchasing lead them to give up 
~ep~Qduction of vaccine altogether. 

ThG indust.ry is extremel~l powerful.' We believe that it will 
.fiqht this effort. because of its precedent-setting value. 

F. R$$ponding to opposjng arquments 

Public health e)qlerts, children's advocates, health care 
providers, .and·public officials respond strongly to these points.
Wit.h respect to eha parent.s group/s concerns about the safety of 
vaocines, experts uniformly reply that the dangers associated' 
with not vaocinatinq ohildren vastly outweiqh those associated 
with childhood immuniaation. 6 

• 
6 Indeed,. a new study from the National Aoademy of' sciences 

calls into question earlier conclusions about the injury
potential of certain vaocines. At this time, there are 
widespread reco~endations for tightening the Vaccine Injury
Tabla contained in the Vaccine compensation ACt. Experts ~elieve 
that. many of these injuries are in fact not traceable to 
vaccines. 

http:indust.ry
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Wi~h respect. tD the aan~facturere' argumen~., public heal~h 
officials raspon~ as follow.: 

RQC@arsh and marketing cODaernpl there. i. no e~idence to 
sugqQct t.hat..neqot:iat.ed rates will OQ ,reduce manUfacturers,' 
profitc alii t:o make recaearah impo:s:sible. Indeed, many , , 
~.&tion wheener funds paid ~o manufaoturers tor research " 
have 'achieved.' adequate re=ault:5. No one ha.s suqqested a' : 
ne9ot.iat.ed rate so low that research can no longer be 
8upported. HQreQver, it may be preferable t:o dlrectlv fund 
added researoh through direct allocations OU~Qr a mandated 
8pandinq fund (rather ~~n by building it int:o the price) in 
order to inoreaae childhood immunization researCh efforts. , . 

Additionally, developinq f1 strong and stable purchasing 
system £or vaccine. =ay have,the opposite errect from that 
prediQtcg by the manuf~cturer5. Companies that lett the 
bu&iness of vaccine production conceivably could be 
attracted back in~Q the business througn a more stable 
financi"'9 uy:stem with integrated purChasing and liability'
protection. 

It i~ .l~o important to note that manUfacturers have 
p~oduced no evidence showing that: even the reduced price 
pa,id. by CDC w¢ula harm them rinanc1ally. Inaeed, the CDC 
price may be equal to or greater than prices paid ~y other 
first world countries. Even tne 'CDC prioe appears to be well 
above the CPI rate ot growth. 

It appears· that manuracturers are realizing larqe profits
without demonstrat:ing sufficient reforms and improvements ' 
for children. Moreover, in no other Western industrialized 
country but: south Afrloais access to so basic a child 
healtn sel."vlce as vaccine directly tied to family wealth. 

Concerns about xaccines for well-to-do children: The,most 
direct response to this concern is that unlike many other . 
torms 6f medical care, vaccination is such a basic public '. 
good that# llke clean water, it simply must be available to 
all. MoreOVer, families will continue to pay for th~ actual 
administration of vaccines if they are well off. The only
issue 1s ~hether they should pay for vaccines themselves at 
the point of service. To make families do this is like ' 
forcing families to pay for a drink of clean watel." every
time they turn on the tap. This is simply not the way to 
manage a basic pu1;llic health need. 

http:ne9ot.iat.ed
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pa.ying tor vaccines through a government p\irQbaailUl sY$t:.am 
means tbatthe vacoines hAVe been paid for by familiQs in ' 
advance of when they are ac:tually n.eQ~d. by chilc:;hoen. %n' 
this way, a child's access to vaccine is never dapendQnt on 
hi~ or her family's particular circum8tanoes. 

In short, the notIon tnat it is againat publio policy to 
furnish free vaccines to ohildren i. incorreot in it. basic 
assumption that 'the vaccines are"freeft A ooordinat.d• 

purcha~dn9 system chanqes only when vaccinez:t bre paid for, 
l"lotwhether they are paid tor. Koreover:,. the_ argu.ment
oVQrlooks the unique nature or vaccines. . . 

Threats of market Dull-gut: Tnere is no evidence ~at this 
would happen if purchas1ng systems are mandated and 
stabilized. Indeed, as noted above, a IDQl';e stable market 
miqht attract additional manutacturers. -The only ti~e that 
manufacturers withdrew from vaccine production was when 
their. liability was at issue. This problem has now b~~ 
addressed. 

III. RECQMMENOATIONS 

We recommend proceeding with the aDo~e-outlined reforms. 
substaneial consensus exists on all of the reforms discussed 
above except revising the informed consent materials and 
establishing universal purchasing•. We bellave industry critics 
who oppose universal purChasing will support it ir, as recom
manded here, the system is financed through a stab~e, mandated 
fundinq souroe that includes sufficient funding ~or research. 
Repairinq the vaccine compensation act and establishing universal 
purchasinq will generate opposition. But experts aqree t!lat ' 
these reforms are essential to a successful effort to address the 
childhood immunization crisis in the U.S. ' 

Opposit.ion will be. strong, particularly in the case of 
manufaoturers. They understand the power of this issue and its 
precedent 5ee~inq quality. They can influence many Members ot 
Conqre8a. This is also a particularly complex piece of 
legisla~iQn that requires many separate statutory reforms. 
craftinq the legi5lation will involv~resolving a broad array of 
issuea. strQnq Prosident.ial involvement will be needed to bring 
thi~ initiativQ tQ fruition. 

However, these reforms are essential to families who cannot 
meet the cost of health care for their children. They represent 
an extX"emely illlportant step in containinq the cost of vacoine and 
in promotinq its availabilit.y. And this initiative allows you to 
take em tearly leadership role in national health reform on a' 
"bellwet.her".isaueof cQntral conc"rn to families and children. 

http:sY$t:.am
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1. IncluBion in the economic atimulua package of sUffioient 
tun4s to permit initial tmplemen~a~ion of ~. publio 
invAstment reforms. 

2 .,Introduction, ana pa.::l:iiulge as quickly." pOi!leible, of 
compr~ens1ve legislation tha.t addresses all of the issues 

IV. 

conta1nea in this memoran4um on a permanent bcsid. 

DECISION' 

___ Approve 

Reject 
-- 
-- 

-. 

Approve as Amended 

NO Action 

co: Hillary RQdham Clinton 
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American cyanamid Company Agnaid J. Saldarini, Ph.C. 
LQdMO·P'lUil Biologicals Oi\l1910~ PreSlcart 
01'18 cyal'lsmlC PIUIll 
Wayne. NJ 07"'''0 uSA 
TelephOf'Je (201) 831 ·4ee, 
Telelu·. (2011 e3Hieel 

February l5, 1993 

M@, Carol Rasco 
Assistant to the President 

for Domestic Policy
The White House 
Wa~hington, D.C. 20500 

Dear 	Me. Rasco: 

On behalf of Lederle-Praxie Biologicals, I want to 
thank you for meeting with us today to discuss ways in which the 
childhood immunization program misht be improved, with particular 
emphasis on increasing immunization.rates among inner city and 
other underserved populations. It is our hope that this meeting 
wag the firet installment 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 diSlcussed at the meeting were the 
following; 

o 	 Insurance Reform -- A majority of private 
insurance policies offer inadequate preventive
health services. rhe Administration's propos.l 
£o~ health care reform nhculd have a~ its 
centerpiece a requirement that all insurance 
policies provide first-dollar coverage for well 
baby care, including age-appropriate 
immunizations. 

o 	 ~aid Reform -- Since most of the underserved, 
and I;;urrently underimmunized~ population is 
Medicaid eligible, there must be an intensive 
review of che Medicaid program and che extent to 
Which its reimbursement and other limitatione 
discourage the participation of primary care' 
physicians, particularly pediatricians. Every
effort should be made to ensure that Medicaid 
children are assigned to a primary care physician,
preferably ill pediatrician, with the responsibilit.y 
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for tracking and followup f¢~ individual 
recipients. It is a striking statistic that 90% 
or more children under two receive at least one 
immunization, plainly indicating that the problem
is with tracking and followup of individual 
children to complete their immunization aeries. 

o 	 Mobile Outreagh •. As several manufacturers 
mentioned, perhaps the l'lost effect.ive model of 
immunization and primary care outreach for 
children in underserved areas is the program 
operated by Dr. Irwin Redlener of t.he Children's 
Health Fund. Dr. Redlen~r operateg a number of 
mobile vans, complete with computers for tracking
immunization ;t.atu~ and mOQt of t.he,medical 
apparatuQ, that on9 would find in a pediatrician 'e 
office. Funded at least in part by Lederle-Praxie 
and other vaooine manufaoturers, these vane have 
made an impressive inroad into immunization and 
oth~r health pro~lern5 of ~he inner city and other 
remote areas. (I am enclosing some background 
information concerning Dr. Redlener'. programs a~ 
well as an article quoting him from yesterday's 
New York Times.) 

,. 

Finally, although it was not discussed at the meeting, 

I would like t.o make a 9peo1fi~ suggest.ion oonoern1ng next steps 
which manufacturers and the Administration might take to continue 
our dialogue and to addregg jointly problemg of low immunization 
rates. I encourage you to consider formation of a public-private 
ta~k force consisting of the three or four major vaccine 
manufacturers and individuals fr.om the Department Health and 
Human Services who are most ;c:.\owledgeable a.bou!;;. the issues. 
These would include experts from Medicaid, the Centers for 
Disease Control, and othQr parta of the Publio Health Service 
concerned with maternal and child health matters, minority
outreach and community and migrant health centers. The task 
force should also include representatives from selected state, 
governments since the states are key players on the front line ln 

immunization efforts. 



02-[ 3 05:05PM 'P04 ' 

Me. Carol itasco 

February 15, 1993 

Pag-e 3 

:::t ·you bel~eve that such a combined. t"sk force could 
develop uSAful naw approaohas ooncerning immunization, Lederle
?raxls wou:d be Qelighted to initiate .discussionswith the other 
manu£acturer£ and would ,be willing to de'-t.rote all necessary , 
resources to the undertaking. I will call your office in the 
next few days to ascertain your inter~~t. 

, '., '1 

, ~egardleea of the approach ~pich the Administration 
decides to plJreUe ,in this matter, we appreciate your personal
intereet and your willingness to lieten~ 

Sincerely I ' : :1' 

W-M)~·. 
Rona,ld J,C.'Saldarini 

Enclosure 

" "', 

I 
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~!.X UOOIIICIMpBp VACC!n. 

Children should he routine,ly v4~cinated. against nine 
diseases: meaeles, mumps, rubello, diphtheria, tetanus, 
pertussis (whooping cough], polio, HQernoRhilusjMfl~enzae 
typQ b CHib) ana hepatitis 5. 

Children reauire 17-18 dOses ot: vi:iccitJ.ca up throuah age 12 
for full immunization. Of these, 14-15 dOSQS should be 
delivered prior to the second ~irthda.y in about 5 visits to 
a health care provider. 

The n~$r of recommended vaccines and vaccine aoS$S has 
risen dramatically in recent years. From the early 1970 / s 
through 1984, 10 doses of vaccines were recommended against 
1 diseases. Between 1985 and 1969, one more dQ~e wa. ~dd9d. 
Since 1989, 6; to 7 more doses of vaccines h~ve been add~d to 
the ~chedule. ' 

Approx~tely 1/2 of children are given vaccines in the 
'Public oect¢r o..nd 1/2 in the private seot.or. 

• 	 Rec~endations are made by two major artv1sory bodie6. The 
Al'ivisory COmtnittEl(i! on Immunization Practices (ACJ:P) ad~...icQ. 
the Centero for DisQase Control and Prevention (CDC). ThQ 
conmittee on Infectious Diseases of the American Acad~ of 
pediacric8 (Red £ook Committee) advises pe~1atrician~. 
Because of extensive interactions between the two groups, 
the recommend~tion~ ara almost identical. 

CDC wvoz.YEHSl!I'r :Elf lK!mII!!ZA'l'.ON 

• 	 CDC began to supplement StatQ and local immunization e!fort~ 
in 1963 with illlPlementation of t:he Vaccination Assistance 
Act of 1962. 

• 	 There are currently 63 Federal ~ization Grants 
administered ny CDC including Qrants to all 50 states l the 
District of Colurribla l ~cme larSQ cit.ies, and the 
territories. ~~ch grantee runs its immuniza~ion program
tailored to its own need~. 

CDC grants support vaceine purchase and program
administration such a= vaooinQ handling and shipment (
immunization level aeee3sment., dis@ase ~urveillance, and 
outbreak control. Beginning in FY 92 funds could also be 
used to ~ssist with the actual delivery of vaccines such as 
hiring nurses. 

http:lK!mII!!ZA'l'.ON
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• 	 Starting ~n ehQ 19S0's, COC negotiated large Feaer~l 
Contr~ct8 with vaccine manufacturers to purchase vaccines at 
reducedra.tes. Such contracts offered roanufacr:.urer5· 
a('lvantage~ over thQir usual methods of doing business. 

• 	 CDC price$ are lower than the private sector because of: 

Large ~imum guaranteed purchase 

NO return cl~uee (private physicians can return unused 
or out-de-ted vaocine for a full refund) 

Limite~ n~~er of delivary points (only to 63 
immuni~at1on grantees} 

The FerJ.eral g'ov~rrunent I 5 as&:umpt.ion of the duty to warn 
parents or recipient5 of th$ benefits and risks of 
vaccines 

The manufacturers' willingness to let the private 
sector supp~ement. the coet of vaccine sold to the 
public sector 

• 	 The contracts require chat the vaccine purchased must be 
used solely in federal, state, ~d local public health 
immunization programs. sale of these vaoain.s to anY person 
or entity is strictly pro~bited. Vaocin~s can be provided' . 
to, private pbysicians it eha G~~ntee feels it is necessary . 
to assure ohildren are immunized. 

• 	 CDC grant guidelines. allow a "rea:son~ble a.chninill:tration fee~ 
to be charged but require that a sign be poeted in all 
pla.cQS that receive vaccines purohased with Immuni=tation 
Grant Funds stating that -No one may be denied vacc~nQ for 
inability to pay·. . 

mHB ~O.:ZOIlL DSB CLAUS. IN CDC CON;RAeTS 

• 	 All CDC contracts currently contain an "option~l use cla.u~e" 
whioh permits purchase at the Federal Contr~ct rate using 
state, local, and/or federal fun~s. 

" 	 Manufacturers have the option of' accepting or denying 
application~ for vaccines requested unde= the Bop~ional usa 
OlllH1SHa il 

• 

• 	 Other public entities such Community Health Cente~e can 
purch~sQ vaccines at the Federal Con~ract price by giving 



_:# $/1S02/15/93 12:39 tr202 690 6154 HHS TRANSITION 
~004.!FRE£WAYZ PARK : 2-16-9S :10:55A.M : 1M. NCf'SfCDC- 202 eso G1S4;~ 4/1U. 

-3

public appropriated funds to grantees who in turD make the 
purchase. Some states such as California ~nd Florida QO not 
ha.ve :mechanisrr.s for receipt of SUCh funds thereby -precluding 
$u~h purchase5. 

Rgeently, when additional states have indi~ated they want co 
purchase vaccines under the lIoptional use·clau5e" and 
distribute them to all public and private provider5, the 
vaccine ma.nufacturers have responded that such distribution 
of vaocines to private sector providers represents an 
evasion of the intent of the Federal contract price 5y~~em 
which :manufaetu.:r:ers believe is intended to provide vaccine$ 
primarily for indig~nt children. Broader use Of ene 
optional usa claus@ might involve a significant shift of 
vaccines. to ~rivaee sector providers at public sector 
p~ice:l: Man~factur&"!,"s profits would thereby be reduced and 
it i~ likely ~he FGderal contract price would rise to a 
lev~lth~t would maintain the same overall-revenues. 

We ere unaware of any order which has been placed under the 
optional u=e clause aver being denied; however. we know that 
bo~h South Carolina and Hawaii were told by Lederle that 
eney would not ~qree to fu~nish additional vaccines l at the 
CDC price, if th~ expanded th.ir optional use purohases to 
include vaccine for all children in their states. 

in 1HZ ~ vACc:qm Pafl.CHAsa nsm3K
l . 

In the public sector, CDC immunization grant funds support _ 
delivery of apprDximately 00-65% of the public sector need 
or about 30' o! all vaccine~ purchased in the country. 

The proportion of vaccine~ purchased by COC varies widely bY 
vaccine. For example, grant fund~ cover about 35t of public 
sector diphtheria, tecanus, pertu~eis (DTP) needs comPared 
to virtually all of the needs for the first dose of Measles. 
Mumps, Rubella (MMR) vaccine. 

All states receive vaccines-purcha~ed tb~ough the Federal 
contract. 

Eleven states purchase all or some rec~nded vaccines for 
all children in the state, whether served by the public or 
private sectors l at the price negoti~tea in the Federal 
contract using state-appropriated and othe. ~ederal funds to 
suoDlement imm~i2ation grant ~unds. The ~or.mer funds are 
used under the Jloptional use clause" for va.~C'i~ea. 
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Two states. Michigan and Massacnusetts mAnufacture their ewn 
DTP and distribute it tree to bo~h the p~li~ and private 
.ectors for all Children within their respective ~tat~a. 

• 	 Immuni2ation ooverage is higher in states with ,univereal 
puroha$Q compared to other areas. However, the differenoes 
are not great. For example, median complece cove~age (4PTP,
3 oral polio vaccines (OPV), apd 1 MMR) by the second 
bi:;,thday for areas 'with t,lniversal purChase was 62% ver;3us a 
median of 56' in other areas. Differences in median 
coverage raC89 'for the individual vaccines vary trorn 9 to 
12' with th~ universal purchase states always higher. 

• 	 Differences ~ay not he solely a function of the purcha~e
policy eince the h€alth care delive~ systems in states with 
univereal purchasQ, particularly the New Englan~ states, a~e 
very different f~oro other states. 

• 	 Seven 5t~te~purchase all Medicaid vaccines at the Feoeral 
contra.ct p:t'ic:e. Statas, l:i.k42 Illinois and Ohio e5timate they 
save mare th~n $1 million annually by purchasing at the low 
oontract price. Other stata~ allow private Medicaid 
p=oviders to p~rch~~e vaccin$s at the catalog price and 
reimburse the private provider. 

VAeC%RB PR:tCI!!..! 

• 	 In 1993, the !ull price of vaccines for immunizing a child 
was $89.34 u.~der the Federal contract and $212.81 in the 
private sector. Thi~ exclude~ the Federal excise tax'which 
was not reauthorizeQ, With the excisQ tax, the overall 
prices woul~ increa.se $32.94 for each, seetor. 

• 	 This represents approx~tely ~ 10 fold increase from 1982 
in both seotors. 

• 	 variations in price over time a~. shewn in the attached 
tables. 

• 	 Prices for DTP have parallelea in~rease~ in manufacturer 
liability. However, despite marked liability reductions due 
to the compensation system, prices h~ve ~till not fallen to 
levels existing prior to the liability crisis. 

• 	 MMR prices did not ch~~ge in the private sector even when 
demand was increased more than 150% in 1989 with 
recororn~~dations for a two dose ~chedule, Only minor 
reductions occurred in theFeQer~l contract price. 

http:increa.se
http:contra.ct
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All states have laws requirinQ immunization for entry to 
school. 	 ' 

• 	 Immunization levels at the time of school entry are 96% or 
higher indicatina virtually all children in the United 
States ~an be vac~inated under the present system. 

• 	 Itr.munization levels I:in',Ortg ~reschoolers enrolled in licensed 
day care or Head Start are. also 9~% or higher indicating 
that with r~gulation high levels are ~ossib~e. 

Immunization coverage levels ~~ng thQ oVQ~all prQschool 
population, a group that should be receiving app~oximately 
80% of the recommended vaccinas, ar~ much lower. National 
estimates for complete cover~ge by the second, birthday in 
the United States range from 37-56% depending upon the 
survey and methodology used. 

National estimc~es can he quite mi$leading since there ~s 
eub5tantial variation from area ~¢ area. For example" New 
Hampehire has the highest report.ed level, 79., while uta.h 
ha5 the lowest, S6%. 

Urban areas tend to have levels lO-15% lower than state wide 
estimates. For example, Hou~ton reports only 19% ~overage. 

Immunization coverage ~ong members of racial and ethnic 
minority groups are lower than in the'general population. 

AIASOHS PO. TBB ~OW PRBBCHOOu COVERAGE 

• 	 Most studies have identified two majorreascns for low 
coverage: l} a bealth care system that is not Huser 
friendly~ which places obstacles in the way of parents
seeking immuni~ations and that fails to take advantage of 
many opportunities it has to immunize and 2) lack of 
parental knowledge of the importance of preschool
il'TUI\W1i zat ion. . 

• 	 Barriers which serve as deterrent~ to immuniz~tion include 
long clinic waits, long waits for a1(Pointments, inconvenient 
clinic hours, difficult to reach cl~ni~ locations. 

Missed opportunities include making children comQ back for 
vacoines instead of giving all that are needed 
simultaneously, not vaccinating children with minor 
illnesses who could be vaccinated, and not taking advantage
of the contacts many high risk children already have with 

http:report.ed
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publ~c assistan~e programs such 4S the Supplemental Food and 
Nutrition program for Women, Inf~ts, and Children (WIC) and 
Aid to Families with Dependent Cbildren (AFDC). 

• 	 'While most :parents realize their children need "baby shots ll 
, 

many do not realize how many, are needed. Often parents
believe that ~he critical need for immunizations is a~ the 
titru~ of SChool ;i!rttry since that :t'$: the time at which they 
are r~quired by law. 

Tha ca~k of ~uni2ing prQ~ohoQ1Qr~ i~ madQ mcrQ difficult 
b~caU$~ thQrQ i~ nc tracking ~$e~~ to hQlp providQrG 
idQntify children in need of immuni~ation, remind parents 
when 	immuni~ations are duel recall parents who do not keep 
aPPQintments, andmonieor progress on an 'ongoing basis at 
the loc~l level. ' 

~HZ RObB OF BXGH VACClNB PRIeBS ~ ~oW VACCtHB COVERAGE 

• 	 High v~ccine price3 h~v~ pl~ed some role in low 
immuni~~tion ~over~ge but the impact ha~ been difficult to 
quantita~e. Only about 1/2 of tr~ditional employer-ba~ed 
indemnity health in5urance plans cover childhood 
immunization. 

, 	 High prices caus@ fragm~~tation ot care because parenLs may 
Seek regular care with a private physician but go to a 
health departm~~t for immunizations where they are available 

,free or at low cost. This creates burdens for an already
overburdened public health sector. Many parents ~ay defer 
immuni~ation 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 
t:hildren. From 1989-1991, there was a median inCrea3e of 
24% in children served and 31% in doses administered. 

RESPONSES TO THB CRISIS OP LOW IMNUNYZATIOH COVIaAGB 

• 	 $45 million wa$ made available in FY92 to 63 immunization 
g~antees and 24 large urban areas chosen on the basis of 
si~e and proportion minority population to assist them in 
reaching the year 2000 goal of 90,% full coverage by the 
second birthda.y. 

• 	 To receive the money each area was required to develop a 
comprehensive Immunization.Action Plan (lAP) which addressed 
issues of improving immunization delivery, information and 
educa.tions and assessment and ,evaluation. 
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• 	 OVerall, the 87 areas requested $250 million for the 

available $45 million. 


• 	 The President has ar~ounced a $300 million major initiative 
to make vaccination s~rvices more widely a'railai::>le to all 
Americans. 

VACCINE Ptn\CHASB OPTIONS INCLUDING Ml.JJ"QD.C'IOIIR" CONCERNS 

1. 	 ~ONTI~~ PRESENT SYSTEM 

PRO 

• 	 public sector'receiv9s vac~ines at £avorabla pricQs compared 
to the privat9 sector.prices 

• 	 Manufacturer R"D i~ maintained 

• 	 Limited oompetition in the markQt would continue to exist 

• 	 N.~diQst of chilQr~n still r$ceive vaccines free or at 
minimal coat with least cost under the Federal ~unizaeion 
grant 

Vaccine manufact,urers are comfortable with thi::! ::1Y3tem 

• 	 The current vaocine purchn,ing ::!y~tem aS3ures vaccine 
supplie~ are sufficient to vaccinate virtually all children . 
by scheol entry. V~ccine supply is no~ the major reason for 
poor immuni~ation coverage among preschoolers 

CON 

• 	 Children normally served through the private sector will 
continue to be rererred eo an already overburdened public 
sector 

• 	 ReferralS are likely to increase as more vaccines are added 
to the schedule and prices continue to ri5e 

• 	 There is no guaranteea purchase of vaccines at reduced rates 
for a.ll medically indigent children served by programs such 
as Med1caid and community ana mig~4t health centers 

• 	 It will be difficult to establish a national immunization 
tracking system because private providers have little. 
incentive to undertake the a~~inistrative burden necessary 
to assure data on all vaccinated childrer. are entered into 
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the system. .such il. 'system is essential it we are to assure 
all children are ~un1ze~ as preschoolers 

2. 	 NEGOTIATE CONTRACTS TO ASSURE ALL GRANTEES CAN PURCHASE AS 
MUCH YACCINS AS NEEDED TQ ASSGRE PUBLIC SECTOR PROGRA¥S SOCH 
AS MEDICAID ~COMMUN!TY HEALTH CENTERS RECEIVE REDUCED 
PRICE VACCINES 

PRO 

• 	 Assures all needy children receive lower cost vaccines 
regardless of which public sector program serves tha~ 

• 	 Permits some private sector market for manufacturers to 
obtain necessary revenues for R&D as well as enhancin~ 
competition 

• 	 Merck has already offered to ~rovide vaccines to private
Medicaid providers at the ,Federal contract rate with a 
6urcharae for distribution 

CON 

• 	 Many states do not have the fund~ to incr~ase purcha~es thus 
maintaining the problems notsd above ~uch as private to 
public sector shift and difficulties in setting up a· 
traC!king syst::em 

:3 • 	 MANDATEi': ALL FOR.\iS OF PRIVATE! INSURANCE COVE!t THE FULL COST 
OF iMMTJNIZA.TIO'N 

PRO 

Would atem and potentially reverse flow of pri~~ce ~ector 
~a~ient~ to the public sector ~nd avoid f~~ent~tion of 
clS.:re 

Would end th~ finoncial barrie~~ of both vaccine costs and 
co~ts of vaccine admini~t~otion fo~ in~ured persons 

• 	 Would accomplish vaccination of children ~erved in the 
privat~ sector without increa~iny l"ederal expenditures 

,Would be strongly favoreQ b.Y the vaccine manufacturers, 
Maintains the current 5y;::;tern with its incentives :for vaccine 
R&D 
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• 	 Would put the onus of cost containment on the private sector 
instead Qf the government 

CON 

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

• 	 May also be oDPosed by employers including 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 
iromuni~atiQns or seek all care in the public sector 

• 	 Would not give private physicians an incentive to 
participate in the national im-uniz:ation tracking Systexr.
bQcause little would be gained for the administrative burden 
th~ would undertake 

• 	 Priv~te insur~rs have not been good at containing overall 
health care costs 

May not ~act on improving immunization levels in the 
public sector which serv$$ the highest risk chilQren 

4. 	 NEGOTIA~ CONTRACTS TO ASSURE ALL GRANTEES CAN PURCHASE AS 
MUCH VACCINE AS NEEDED TO SERVE ALL CHILDREN WITHIN THEIR 
RESPECTIVE STATES OgPENDING ON THEIR POLICI8§ ~ 
AVAILABILITY OF :e'liN.DS 

PRO 

• 	 permits additional states to univer3clly purchaee and 
discributevaccines at loWer cost to avoid fragmentation of 
care and re4uce private to public sector shift in tho~e 
states 

• 	 Will give incentives to private providers tor them to 
parc1ciDate in a national immunization tracking system in 
those states which provide vaccines to private providers 

CON 

• 	 Federal contract price is likely to rise in order eo 
maintain manufacturers current revenue requiring greater
Federal irornuni2ation ~rant funds to purchase the same number 

·of vaccine doses 

http:e'liN.DS
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• 	 Many seatas do not have the funds to increaee purchase. thu~ 
maintaining the problems noted above suoh as private to 
pu.blicsecto~ shift:. and diffioulties in setting up a 
tracking system 

5. 	 UNIVERSAL ~EOE~ PURCHASE 

PRO 

Would remove financial barriers regarding vaccine purchase 
for the parents of all children ' 

• 	 would liKely increase coverage among preschoolers although 
the:magnitutle 1'5 uncertain 

would subs~antially reauee and potentially eliminate 
referral of children served by the private sector into the 
public sector 

Would greatly facilitate the establisr~ent of a national 
immunization tr~cking system for all children by providing
'incentives for private providers to participate 

Would asais~ in monitoring safety of vaccines 

CON 

• 	 Marked increas8 in vaccine prices and Federal outlay of 
funds to maintain current manufacturer revenues 

• 	 Potential decrease in already limited competition 

• 	 Potential decrease in manufacturer R&D 
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'Diphtheria anO Tetanus Toxo1~s with Percussis Vaccine (DTP) 

YEAR FED~ CONTRACT lII:.!\RKET PRICE 

Ma.nufact:~ 
Price 

Excise 
Tax: 

Total 
Price 

Manufact. 
Price 

Excise 
'l'ax1 

Tctal 
Prioe 

1977 $ 0.1'5 - $ 0.15' $ 0.19 - $ 0.19. 

1978 0.1.5 - 0.1.3 0.2.2 - 0.22 

1979 0.15 - 0.15 0.25 ~ 0.25 

1980 0.15 - 0.15 0.30 ~ 0.30. 

1981 0.15 - O.lS 0.33 - 0.33 I 

1982 0.15 - 0.15 0.37 - 0.37 

lSS3 0.42 - 0.42 0.4.5 - O.dS 

1984 0.65 - 0.65 0.99 - 0.99 

1985 2.21 - 2.2~ 2.80 - . 2.80 

1996 3.01 I - 3.01 11.4:0 - 11.4C 

1987 7.693 - 7.693 8.92 . - 8.92 

1999 3.896 $ 4.56 B.456 6.47 $ 4.56 11.0 

1989 3.401 4.56 .., .961 6.09 4.56 10.65 

1990 ~.353 4.56 6.913 6.09 4.56 10.65 

1991 I 1.685 4.56 6.24.5 5.41 4.56 9.97 

1992 

1993 

1.425 

1.425 -

5.985 

1.425 

5.48 4.56 10.04 

5.:377 - 5.377 

EXCise tax was instituted JanuarJ 1, 1988 as a resUlt of the National 
Childhood Vaccine Injury Compensation Act of 1986; the tax was suspended
December 31, 1992 b¥ the Secretary of the Treasury. 
~ ~here was no Federal contract between 1977 and 1985; the figures 
provided represent average costs of state contracts 

Diphtheria and Tetanus Toxoids with Acellular pe~ussis Vaccine (DTap} 

':lli!AR FEDBRaL CONTRACT M.1.lUUilT PIitICE 

Manufact. Excise Total Manufact. Excise Total 
Price Tax1 Price price Tax~ price 
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1'92 $ 6.45 $ 4.56 $ 11.01 $ 11.77 $ 4..56 $ 16.33 

1993 6.45 - 6.45 11.77 - 11.77 

1 Exci3e tax was instituted January 1/ 1986 as a result of the National 
Childhood va~~ine Injury compensation Act or 1986; the tax was suspended 
December 31, 1992 hy the Secretary of the Treasury. 
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Oral Polio vaccine (OPV) 

YEAR 


Manufact. 
l'rice 

Ex:cii5e 
Tl:Xl. 

Total 
Pric:e 

M
Pr

anufeu;t. 
ice 

nc
Taxl 

:ise To
Pr

tal 
ice 

1977 $ 0.295 .. $ 0.295 $ 1.00 - $ 1.00 

1978 0.313 - 0.313 1.15 - 1.15 

1979 0.332 - 0.332 1.27 - 1.27 

1990 0.354 - 0.354 1.50 - 1.60 

1981 O.~96 - 0.396 2.1Q - 2.10 

I 
I 
i 

i 

1982 

19S3 

1984 

1985 

0.475 

0.592 

0.728 

0.804 

-

-
.. 
-

0.475 
0.58·2 

0.729 

0.804 

2.75 

3.56 

4.60 

6.15 

-
-
-
-

:2.75 

3.56 

4.60 

6.15 

1986 1.56 - 1.56 8.67 - 8.67 

1997 1.363 - 1.3Ei~ 8.07 - 8.07 

1989 1.073 S 0.29 1.363 7.7S $ 0.29 S.O? 

1989 1.63 0.29 1.92 9.16 0.29 9.~5 

1990 1.63 0.29 1.92 9.405 0.29 7.74 

1991 1.'114 0.29 2.0014 9.16 0.29 9.45 

1992 1.8038 _. 0.29 2.0938 9.62 0.29 9,91 

1993 l.8664 - 1.8664 10.137 - 10.137 

fEDERAL CONTRACT lQ.RKET P,RICE 

Excise tax was instituted January 1, 1988 as a result of ehe National 
Childhood vaccine Xnjury Com~ensation Act of 1986; the tax wa~ suspended
December 31. 1992 by ~he Sec~etar.v of the Treasury. 

I 
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Measlaa-Mumps-Rubells, Vaccine (MMR.) 

~AR FEDERAL CONTRACT MAlII.KET PRICE 

Manufact. Excise Total Manufact. EXcise Total 
Price Tax:!. price Price Tax1 price II 

1977 $ 2.42 - $ 2.42 $ 6.01 $ 6.0l 

1978 :a,35 - 2.35 6.16 - 6.16 ! 

1979 2.62 - 2.6:t 6.81 - 6.811 

1980 2.71 - %.71 7.24 - 7.24 

1981 3.12 - 3.12 9.32 - 9.3.2 

4.02 - 4.02 10.4~ - 10.44 

4.70 - 4.70 11.30 - 11.30 

11984 5.~O -, 5.40 12.08 - l2.02 

1985 6.85 - b.SS 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 S 4.44 16.19 19.67 $ 4.44 :24.11 

19892 11. 74 4.44 16.18 19.67 4.44 24.11 

1990 10.273 4.44 14.713 19.63 4.44 24.07 

1~991 10.889 4.44 15.329 20.65 4.44 25.29 

1992 10.SS)) 4.44 1:5.329 20.SS 4.4.4 25.29 

1993 10.889 - 10.889 20.85 - 20.85 

1 Excise ~ax was instituted January 1, 1988 as a result of the National 
Childhood Vaccine Inju~ Compensation Act of 198'1 th$ t~ was suspended 
Dec~er31J 1992 by the Secreeary of the Treasury. 
2 On December ~91 1999, the Advisory committee on Immuni2ation Praotices 
recommended Co :second doee ot' M!".m be given to children ente:t'ing school and 
to children entering college; this recommendation increasea the demand for 
MMR vaccine as much a= 150 percent I yet there was no corresponding 
decrea~e tn pri~e. 
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Hl8moohilus influenzae type b conjugate Vaccin= (HbC'l) 

YEAR FEDERAL CONTRACT MAlU':!'1' PRICE! 

Manufact. 
P%'ic::e 

Excise 
TaxI 

Total 
Price 

Manufact. 
Price 

Excise 
Tax1 

Total 
Price 

19S9 5'11.01 - ' $ 11.01 $ l3.75 - $ 13.75 

1989 6.00 - 6.00 13.75 - 13.75 

1990 5.20 - 5.20 14.55 - 14.55 

1991 5.16 - 5.16 14.55 - 14.55 

1992 5.366 - 5.366 15.13 - 15.13 

1993 5.366 - 5.366 15.13 - 1;i.13 

! There is no excise tax for this vaccine 

Hepatitis B vaccine fHSV) 

YEAR ~EDEKAL CO~CTl MARKET PRICE 

Manufact. 
Prioe 

Excise 
T~ 

Tota.l 
Price 

Manufact. 
Price 

Excise 
Tax2 

Total 
Price

J.9S6 - - - 8.625 - 8.625 

1987 - - -. - 10.325 - 10.325 

1988 - - - 10.33:3 - 10.333 

1999 - - - 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.:one - 7.238 10.70S - lD.70s 

1993 6.85 ... 6.85 1Q.708 - 10.708 

There was nO FQderal contract between 1986 and 1990 
There is no Qxcise tax for this vaccine 1 
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The Impact of Liability on Vacoine Prices 

Beginning in the early 1990'e, increasing numbers of la~uits were filed 
against \rac::c::ine m(ulufacturerl! by pereone cla.iming to haVQ hQen injured by 
vaccines. 

• 	 The majority of c:;l~iu~ were made againl!t manufacturers of ~p vaccine. 
These laWS\lits resulted in cl~img which reached a high of $3.1 billion in 
1955. 

As a 	 result or this liability, several m~nuf~cturer~ left the DTP market, 
while others compensated by s1gn1ticantly rai~ing th~ price of their DT~ 
vaccine hasedon an internal liability su.charge. 

To prevent other vaccine manutacturers tram leaving the rooLket and to 
control increasing vaccine. prices, the National Childhood vaccine Injury 
Compensation Act of 1986 was passed. 

The Act establislled a no-fault compensation program and 1nst1t~ted exci~e 
taxes on DTP and its single antigen component vaccines, ':MMR and its singlE 
anti~en component vaccines, and OPV to create a tun~ which would 
compensatQ persons claiming to have been injured by vaccines. 

As a 	 result of ehe compensation program. the number of lawsuits tiled 
against vaccine :m.a.nufacturers has decreased dramatically (as shown in the 
table below). Yet vaccine prices have not decreased to the levels that 
~~isted ~rior to the increase in lawsuits. 

Dih)heheria and Tetanus Toxoids with Pertussis Vaccine (DTP) 

YEAR Fe~eral 
Contract ~rice 
Without EXcise 

Tax 

Ma.rket Price 
Without Excise 

Tax 

Nu.t:n.her of 
Lawsuits Filed 

Against 
Ma.n~fa.ctu;r;ers 

1978 0.15 0.22 1 

1979 0.15 Q.25 1 

1980 0;15 0.30 4 

1981 0.15 0.33 3 

1982 0.15 0.37 17 
1983 0.4.2 0.45 41 

-1964 0.6.5 0.99 73 

1995 2.;U :L eo 219 

1986 3.01 ·11.40 2SS 

1987 7.693 8.92 178 

1988 3.996 6.47 114 

1999 3.401 6.09 47 
1990 2.353 6.09 19 

1991 1.685 5.41 is 
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VACCINE PRrCES PER OOSE - FEDERAL CON'l'RACT VS. BARRBT 

YEAR [)TP OPV MMR Hl::CV1 HW2 

Contractl Market Contract Market Cont.ract Market Contract; Market Contract, Market 

19'n $ 0.15 $ 0.19 $ 0.295 $ 1.00 $ 2.42 $ 6.01 N/A N/A NfA N/A 

197B 0.15 - 0.22 I) .313 1.15 2.35 6.16 N/A N/A N/A NiA 

1979 0.15 0.25 0.332 1.27 2.62 6.81 X/A N/A N/A MfA 

1 

1980 0.15 (i.30 0.354 1.60 2.71 7.24 N/A MIA MIA N/A 

1981 0.15 (l.l3 0.396 2.10 3.12 9.32 N/A N/A ,N/A N/A 

1982 " 0.15 0.37 o . 4~}5 2.75 4.02 10.44 N/A N/A N/A N/A 

1983 0.42 O.~5 0.582 
'j 

3.56 4, ']0 11.3tl N/A N/A N/A MIA 

1984 0.65 O. ~9 0.128 4.60 5.40 12.08 N/A N/A RiA N/A 

1985 ;f.21 2.80 0.804 6.15 6.85 13.50 N/A N/A N/A fIlA 

1986 3,01 11.40 1.56 8.67 8.47 15.1.5 N/A N/A N/A $ g. 6i5 i 

1981 1,693 9.92 1.363 8.07 10.61 17.BB N/1\ N/A N/A 10.325 

1988 8.456 11. (13 1. 363 B.O' 16.18 24.11 $11. 00 $13.75 N/A ' 10 .333 

1989 7..961 10.65 1.92 9.45 16.18 24.11 6.0Q ,13 ..75 N/A 10.333 

1990 6.913 10.65 1. 92 9.'14 14.113 24.07 5.20 14,55 $ 7.66 10.708 

1991 6.245 9.97. 2.0014 9.45 15.329 25.29 5.16 14.55 7.43 1Q.108 

1992 5.985 10.04 2.0938 9-91 15.329' 25.29 5.366 15.13 7.238 10.708 
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HaemoRhilu9 !nfluenzae type h conjugate vaccine {HbCV) was not licensed for Us€ until 1988 ~ 

:I Recombinant Hepatitis B vaccine {HBV) was not lice-nsed for use unti.l 1986i there was no Fed,eral .0 
l>.:) 

Hepatitis B program until 1990, therefore there was no Federal contract before 1990 $ 
1 There was no Federal contract between 1911 and 1985; the figures provided represent average costs of c-

state contracts o: .... 
se ~ 

0
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VACCIII ruacDSJ.8 mmJB OP'l'ImlAL USE ,,"USI 

The CDC's present vaccine purohase contracts with the 
manufacturers of childhood vaccines allow the public sector to 
obtain va~cines at the reduced federal eon~ract price, which 15 
eignificantly lower than the cata.log price. The funds for the 
Federal purehase~ are derived from appropriations ~nder soetion 
317 of the Public Health Service Act. The typical pattorn of 
distribution is that CDC purchases the vaccines for its grantees
(States J territories, ana cities) and the grantees dist~ibute the 
vaccines for Use in p~blic health departments and other public
clinics. Approximately 50 percent of childhood vaccines 
administered in the United statoa are purchased through the 
Faderal contracts. 

The "optional use" clause allows the States that wish to cio 
so to purchase addi~ional vaccinee with State or local funds at 
the ~.daral contract price, but only with the consent of the 
manufa~ture~.. Eleven States have taken advantaqe of this clause 
to digtributa the re=u=ad-pricQ vaccine~ to all provider., pUDlic
and privat$. (The cl&~se allows them to dietrih~te the vaccine~ 
free of ehar!~ to privata secter provid.r~, but the pro~iaers 
cannot reeell the vaccinas.) Tha private p~ovider may oharqe an 
admini=tration fee, ~ut cannot oharqa tha parent or patient for 
the vaoc::ine. 

When additional States have indicated they voula lixa to 
purchaee ana di~trihut$ vaC~lMQS to all provi~era throuqh the 
optional use Qlau5e, the vaccine manu~acturer. hAV~ opjoe~ad.
They have complwined that the distributioh cf vaccines to ~r1va~e 
5~ctor providers thrQUih the optional use =lause ~epreBente an 
evasion or the intent or the Ye~eral contract pr~e. sY5tem, in 
that private sector proV1<2ers now ge't the redUi:ed "pUb11<:n price, 
rather than the oatalog price which they WQuld otherwise have to 
pay. If the application ot the optional use clause we~~ to be 
extended to enahle a siqn1f1cant shift of vaccines to private 
sector providers, it is clear that the manufacturers woul~ raise 
the Feder~l contract priee siqnificantly,so as to maximize 
revenues, presumably at least at the level of the1~ present 
revenues from both the contract salas and the cat~loq sales. 

In future contract negotiations, it is expected that the 
manufacturers will seek to eXClude or narrow the optional use 
clause, as 1.1811 as reneqotiata tha prices. 

~~IO Hl1~3H OI1S0d nlV£:O~: e6-LL-~ 


