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MEMORANDUM ii~: ", 
; .1 
~.. ! 
:,' I 

':', I·TO: Carol Rasco "1 i 

!,; 1':;(1' , 
" .. ii· 

FR: Sara Rosenbaum " 

'I . 

• 

RE: Vaccines 
I 

It's 5 :30 p.m. and I have just reviewed th~ BumpersIDanforth version of the vaccine'bill (I 
note the time only because:there have been several versions)'., This bill is very bad in cenain 
respects, particularly because it would tie states' hands and-force them, to maintain vaccine 
replacement programs even if that is not what they do now, It is my understanding that the 
House has informed Senator BumperS'staffthat they cannot 'support the measure for several . 
reasons. 

The Department is now willing to reconsider its restrictive interpretation of the VFe 
statute regarding contracts with manufacturers. It was that r,estrictive interpretation that led to 
all of these problems to begin with. Aletter from the Housel~~dSenatehopefully is on its way to 
the Secretary indicating that they would encourage her to li~~aljze her reading ofthe bill to 
permit deHvery contracts with manufacturers. Since we a1re'~dY;lh~v~ cancelled the warehouse, 
this would permit the Department to work out an altemative:d~li~etyisysterri without legislation. 

• I '. 

, , , 'j:I:! 
.. , , :1 

I have urged this action since last November, when the origih8.li'sttict interpretation of the 
statute was flfst discussed. I said then, and I will say today, that tnereHs; no point in reading this 
bill in a way that does in an option to contract with the manufactur:ers. Ifthe liberal reading had 
been adopted. we never would have gone the warehouse route and never would have given the 
manufacturers such a wide opening. : . 

I think that it is imperative for the states (who all want this program) for the doctors (who 
want this program) and for the children (who need the program) that you tell the Department that 
it should take the most liberal interpretation ofthe law possible so that we are not 'faced with 
incredibly damaging further legislation that takes away the vaccine benefits altogether or m~es 
the whole system inoperable. 

I will be picking up Rachel from camp this weekend and can be reached at the Days Inn in 
Liberty, NY beginning tomorrow evening (914/292-7600). I rna sure that you are overwhelmed 
over there. But if you have que$tions, please feel free to c~t 
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. SUBJECT: Vaccine Initiative 

TO: 

FROX: 

Attached please find a letter just faxed to me concerninq the 
vaccine initiative.. It conveys Congressional intent .that 
aelivery to private doctors by manufacturers could be paid tor 
outside the cappedprlce. 

Let's try and catch up on this an4 other relat~' issues tonight 
or tomorrow mornin!. 
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,_J.!he Hcmorable Donna Shalala -·i 

, I ~ 
sccn=ta!y 

, :~ ~": 
Jj ~.,Department of l&altb. aDd Human Semca ), 
-

-', 
.,

200 JndepmdeDce Avenue, SW -, . ~ 

. ~\W~DC2QZOl II
:!­
•
., 

Dear ·Mad..... Secreta!T-

As, the decdYc date of the VacdDes far CbildreIi (VFC) plOF­
. , I

approach". ~ life com:eracd dial die dcl1very·SJIWm i;JrIwcd.Dea 10 be QICd 
In ,mate pbysidaDs· of6c:a has _ beerl pat iD,~Baed 011 ~ 
BlDq our ItaffJ after the .Admi'afstmfoa abaJlcIcmed JtJ plu to c:I&ollWr 9IJ:Cine 
tbraup a consolidated warehODlet Jl baa become dear that Ib& Mml!dtU\ltlOIl 
1IaI n:fndnod from inidatfq neaodatfoDs directly ·witb the l118Dufacta1'Cl 
because of • eoDCem 1hat the authori::dll& ltatato ·di. DOt allow IadldetiYeIJ 
paymellts to tho lD8IIllfactunn. 
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statute, but, since we beHeve that the ttatute u Ultands iiftot III ~ at 
you mm: Interpmecl it to be, .. do Jlot beHew that )VIIlhouId cktIay ac:tioo 
VD'dI the c:ompletloo of that 1eplarioD. . 

11umk you fer}Out aUentioa to this matter. 
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Proposed Children's Vaccine Provision 

in Health Care Reform 


July 25, 1994 


General Requirements 

o Every family health insurance policy (including self­
insured health plans) which is issued or renewed during 1995 will 
be required to include coverage for children's preventive health 
care. 

o During first policy year, family health plans would 
cover, at a minimum, without deductibles and coinsurance: 

childhood immunizations, including administration 

well child care (as defined by American Academy of 
Pediatrics) 

o During second policy year, family health plans would add 
coverage, at a minimum, for: 

prenatal care 
delivery 
new born care 

Changes in VFC Program 

o The current VFC program would be modified in two major 
ways: 

- Eligibility would be changed to remove any reference to 
the "underinsured" i.Ps. Uvt: .... IHI1I "1L . ..L 11 __ . AA.. . 1>1.-'- . 

--'~J 'UIA.~ I ~ ''''''4 .. _ /'/:..,t"'­
States ability to purchase additional vaccines at the 
CDC price for non-VFC children would be restricted. 

States' Ability to Purchase Additional Vaccine 

o Current 12 "universal purchase" States would be 
grandfathered. 

o Current 11 States that have indicated their intention to 
become universal purchase States (at CDC price) may do so only 
if: 

they purchase the three major vaccines for all 
additional children -- MMR, OPV, DTP~atu

~~~dWQ1L. - they purchase vaccine during the current CDC contract 
~ I¥ .~ negotiations for use beginning October 1, 1994 

~;>~~~tM· 



4, 

o No State (except New Hampshire) may establish a trust 
fundi or other similar dedicated funding source for the purposeI 

of seeking contributions from private insurance companies to 
allow the State to purchase additional vaccine 

o All States would be allowed to purchase vaccine under 
current "optional use" provision in CDC contracts 

Enforcement 

o Civil action to enforce insurance mandate may be brought 
by covered individuals State Attorney General l the U.S. AttorneyI 

General I and the Secretary of Labor in the case of a self-insured 
plan. Civil money penalties are applicabl~. 
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r.n~ r~cogni2ea CAO's three bQsic issue6 relat~u to implementing 
the vrc program and h~s the following strategio3 for addressing 
them. According to GAO, no time was availabl~ for them to 
conduct indepencient testing of the VFC plans, and therefore, GAO 
based their thoughts on opinions of vaccine manufacturers, GSA, 
and limited questioning of states. Although GAO indicated that 
GSA ann some statea noted it would be helpful to h~ve additional 
time tv implement the program, based on our discussions with GSA 
and statos, our indications ace that the Vt'c progr~m will be 
implemented by October 1. 

1. 	 Validity testing or the Vaccine Delivery 5y~r.p.m, 

CDC recognizes that the GSA vaccine distribution system will 
require field te~tinq. Based on CDC's te~hnical expertise 
and states' experience, the followIng will take place in 
coordination with thA GSA distribution oenter: 

• 	 The GSA diatribution center will meet FDA ~nd state o! 
New Jersey requirementG. (FDA will inspeot the 
facility and evaluate the packaging proCedUrp.9.) 

• 	 All packaginq and shipping materials will be in 
accordance with safety standards tor thA ~hipping of 
both vaccines kept frozen and other vd~~ines tha~ 
requ1re refriqerAr.1.on. 

• 	 The packaging will be teated and th~ vaccines will be 
shipped Wit.h analysts of the cold chain at every point
of transfer between the GSA distribution cflnt.er and the 
various deBtinationc. 

• 	 CDC has worldwide expecience in vaccine trAnsport and 
cold chaina as evidenced by smallpox eraulcationand 
the elimina~ion of pnl.io from the herioaa. CDC will 
utilize this expertise in aSSisting GSA in the vaccine 
delivery system. 

2. 	 Provider Acc9untabilitx 

The OBRA legislat10n requires thAt all providers
participating in the vrc program screen patien~s tor VFC 
el1gibility, maintAin record8, and make the records 
available. To ewtablish accountability, the CDC is 
rqquiring the following of all states: 

• 	 As part of enrollment, providers ag~ee to comply with 
VFC program requirements. 

http:cflnt.er
http:refriqerAr.1.on
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• 	 Providers complete a Program Profile estimating their 
practice size and number of vrc eligible children. 

• 	 Providers screen every patient for VFC eligibility and 
keep records on all who are immunized through the VFC 
program. 

• 	 Providers/make records available to the state upon 
request. 

• 	 states will cross-check "Provider Profiles" against
vaccine orders for accuracy and appropriateness. The 
ordering software will identify unusual orders from 
providers. 

• 	 states will establish quality control measures, 
including clinic audits. For example, New York state 
will conduct random audits in providers' offices. 

. • 	 CDC will further "fine tune" this OVersight function 
once the program starts up. 

3. 	 Program evaluation 

We agree with the need to properly evaluate the VFC program 
in a timely manner. CDC has bequn developing an evaluation 
plan to demonstrate the effectiveness of the VFC program.
Although the VFC program has not yet been implemented, CDC 
will eventually have data to demonstrate the impact of this 
initiative on immunization levels. 

Conclusion 

In expressing concern of VFC plans, GAO Should take into 
consideration the impact of its presentation of these issues. 
Under current authorization and appropriation acts, no back-up 
program to VFC exists to provide vaccines to needy children after 
September 30. If the VFC program were to be terminated lor 
delayed, it is possible that a significant public health problem 
could occur due to disruption of vaccine supplies. Because 
current vaccine contracts expire on september 30, several 
additional months would be required to award new contracts to 
provide vaccines. The price for vaccines purchased outside the 
VFC program would not be limited by the OBRA statutory cap. In 
addition, FY 9S appropriations may not be available to CDC in 
time to preclude disruptions in vaccine supplies. 
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1.' Cent-race fjegotiAtioos . 
CDC has completed the first rOttnd'ofnegotia~ion8 for ~ll 
cont-racts. Four cont:raota ha.Vt! already been awardt!d. RQJ1'lI'Jining 
contrActs oan be awarded in. timofor program implamcntllti,oll if 
'll'accin'i! manuta(!turQrs are. willing 1-.0 coopcrilte. It must be noted 
that: the cOJt'i)lt!tion of thi,;: issue is out of ijBS I <:onl;rol. 

~. Enr211meet uf PIQv1dSEs, 
Sl.a.tes arB oporating in accortiancHa with the eS1:ablishad timclines 
for provid.er reer.uitment:, plcu::ing artTI:>hasia in July and Al1lJUSt on 
provider enrollment. t.o he fOllowed ill AUg'Ust. and Septe,nV)wr bY 
VGccine order placement and vaccine di~tribution. 

-The GAO analyais makos' reference ~u only 8 states hAviug 
~ile4 ·Privato proyider Kits· and only 5 statos having
mailed ·Provider Reerui~ent Kits.- This ia not the beat 
criteria for making an analyaia '. about effortR to recruit 
pro~iderB. Soma state~ did not view ~eDe ~~erials. 
developed by CDC. as noceaoar.y Lo Cheir ~eeruitin9 oLforts. 
However. l'1lO8t Btotes will be Wling these l'IIateri81g. St.lLtGIJ 
h!lve alrea<1Y n?"d4red and ;ceceived from a:x: 130.000 of t.he 
150,000 '['Irivc.te ProVider ~it.s· Glad 4. , 200 of the 5,000 
·Provider Recruitment Kits- that were,printed. 

-l.t 1.8 the atrlltegy ot mAny States to priori r.be recruiting 
witl, enro13ment of publ;'c health departments, Medicaid 
provider. And community and migrant health oecter., and 
rural haaltb clinics followed ~ the recruicment of private
providers as the,v make informed decision. about enrollment. 

-In stat.es with universa't V8~c:i..!\e· .supply PQl1cip.s , private
provider enrollmeAt i. eoumgnlyviewed ae 0 rolct1vely 
Bi~la task which they already perform on an &nCuo.l allis. 

2· frOviCt't' B.imbufP9Itlf:Dt . 
If t.he VFe programs t.o be successful ie muot ,helve support: ancS 
Darti~ipation from the private health care Keetor. Fees for 
vaccine aOmintst:r:ation must De sufficient if we expect
significant enrol~nt from priv4te providers in the VFC proorKm. 

-Th8 vaccine aaministration fee cape are basad Upon charge
data purchased. by ReFit. from the American Academy of 
pediatrics, reflectino the input that. was sOlieieed fram 
the private medieal community before VVC policies were 
establichod.. 

-These are only fee cap. and no~ necesaarily tho actual 
cbcrCJea that providers w1l1 IMke of paeiellt8 nor the 
reimburaement rat-as that providers will recoive frQl1\ 
'Medicaid. , 

http:Irivc.te
http:provid.er
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" 
-Aprovi~~r,CaDriot':refu~e tbilrmuniz8 a VFC-eligible child 
merely because .. the parent cannot affort1 to pay the 
vaccine administration fee. 

4,'. :\!:accing Qrger1ng frQCeSB 
In June, CDC bad already developed, and is presently,testing,
with ~ood results, the.VFC program software· to be used by the 
States, CDC and ,the distribution center. It promises to be the 
most effective communication c-ystem that CDC haa ever uti~ized 
for the management of the vaccine orderino system. CDC belitlVes 
the establishment of the vaccine distribution center is' the I1'Ost 
cost effective means ava.ilable to store'and ship vaccines 
directly to providers as required b.v law. According to the 
Association of State and Territorial Health Officials this view 
is also sha;ed by at least 41 0'£ the States. 

-Training of abou~lS0 State officials on the vaccine 
orderi~g system software will h&ve been c~lete4 and 
computers provided to the States before the end of July. 

-St~ff sent bt the States 'to the'COC computer training
workshops will either mana"e the system b their r,spective
States or provide the,necessary tr~nq for syatem
operation with CDC technical assistance available as a 
baek-up; . 

, ' 

-Grant awards to the St~tes in Dupport of their vaccine 
ordering and distribution systems will be maGe in July, 
199~. Because it is necaS8a~ to have the eoaputerizQd
vaccine or<1er1ng system., .in place in AUgust.. sozna States are 
adjusting staff d~ties ~o be ready for program
implem.ntation. Pers~Gl reaasigcments will continue 
until such time that additional staff ,ea~ be hired. 

-The national vaccine distribution center was decided upon
only after careful interopretation of the law, the gp1nions
of the vaccine manufacturers, cost estimates baaed on 
current manufacturer shipping charges. and after meetings
with business interests·, representing wholesale distributors 
and shipping companies., 

~ ~s~ine Distribuii2D, PP£5A;i~q and ~ontfi?eI ~stinq
Both CDC and GSA bel ave the VAccine distrlbut on center will be 
operational and capable of meeting the vaccine supp~~ needs ot 
that portion of the c:ountz:y that will be using it beginning ift 
September 1994. Under optimal circumstances, the GSA would havs 
preferred more time, but the Iystem is ·within their capacity· 
and that ot CDC. 



~-4562878;# 6/ 8 
202-6~O-85~8'" 

UKAt-1 

State 

-GSA will be able to receive vaccine orders" properly store 
the vaccines. ship the vaccines using Federal Express and 
track and document ,shipment,s. 

-Freezer installation began and will be c~leted the week 
Of July 11th. Refrigeration Bpace i5 alrea¢y sufficient 
and is complete with back-up systems-and safety devices 
including a generator and monitoring equi~ent. 

-~ertiBe in managing products in refriaerated systems will 
come from 3 private engineerinq.' firrtul • 

-All packaging and shipping materials will be in accordance 
with safety standards for the.shipping of both vaccines 
kept frozen and otner vaocines that require refrigeration. 

-The packagin; will bet tested and vaccines will :be .hipped 
with analysis ,of tho cold chain .and teIlq)erature
rang'e at Gvez:y point of transfer ·betwe811 the GSA 
distribut.ion oenter and. the various deatinations. 

, , , 

-cochas worldwido experience in -vaccine transport and cold 
chains a8 evidenced by smallpo~ eradication and the 
ellmination of polio trom the Americas. CDC will utilize 
this expertise in. Assieting- GSA in'the vaccine delivery 
system. . 

GAO was concerned that HHS bad no fo:mal assessment of 
distribu.tion system opciCltlS. Although HHS c1id not formally 
document each step ot the-pro~es., BHS coq,leted an extensive 
evaluation of potential distribution system options. A. summazy
of activities is sbown·below. 

o Discu.ssions with congressional ateff l 'White ,House staff, and 
Department officials led to the conclusion that le~ialative 
amendments were not feasible because any legislative changes
needed to be budget neutral. 

o Barly discussiona wi~ States indicated that many were 
unable to take on the responsibility of distributing
vaccines to individuol providers. 

o Ourinq discussions with CDC aDd NVPO at_fl. vacci~e 
manufacturers indicated that they would not bi4 on Federal 
vaccine contracts if reQUired to distribute vaccines to 
individual providers under the price cap_ 

o At least one vaccine manufacturer indicated that they would 
not ship vaccine to a private diatributor. 
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oeoc a.nd NVPO staff evaluated alternative approaches to 
vaccine distribution, 
distribut.ors. 

includinq contracting with 'third party 

o CD:: had discussions with HCFA. OMB, an/ii PHS 
interpratation that, distribution costs were 

to confirm their 
covered by OBRA. 

o Given the complexities of establishing a ·prime vendor- type 
contract distribution' system, 8S well as evidence that at 
least one manufacturer would be unwi~ling to ship to a 
distribution contractor. the October 1 implementation date 
would have been seriously jeopardized. by a decision to go
foz:wa:rd with a commercial distribution contract. 

6,.. .AccQYn,abiljJ;Y
GAO feels that tbe VFe accountability system should report
information on each VFC child to ensure, that only eligible 
chi Idren raceive VFC vaccine. However, GAO, has suggQsl:ed en 
approach which is inconsistent with at least o~e provision of the 
legislation. Section 1928(c)(~)(A)(il of ~ha legislation 
specifically. states that 'the provider nee4 not independently 
verify the answers to such (eligibility) quea~ions.· Thus, while 
HHS 'hac developed An &pprop~iate screem.nllJ form to document that 
only 	eligible Children receive VFC vaccine. HHS ia not able to 
require providers to further documQnt that ,only eligible children 
receive VPC vaccine. 

GAO has also ignored the fact that financial accountability and 
program. evaluation are essential component.s of the VFC program. 
o 	 States are primarily ~eBponaible for monitoring vaccine usage, 

as n.oted in. the we ·Operations Manual· an~ ;.ant" guidance. 
o 	 states must develop effect~ve'monitoring measures to detect 

any fraud or abuse of VFC',vaccine. '1'be88 could include 
requiring vaccine. usage reportiog; conducting •spot; checks· 
of providers, or conducting random audits or surv~8 of 
providers. 

o 	 To further support &ceountability at tbe state level, HBS haa 
provided appropriate control follU. coltPuter 
aoftware/bardware, tacnnic5l assiatancG, an~ funding. 

o 	 In addition; as tn. program develops, other monitoring
procedures can be implemented to address concerns. 

States can best decide how to target audit'resources. statss 
have 	extensive experience with. vaccine u;:sage and are more aware 
of their unique circumstances and provider ~ractices than a 
Pederal entity. 
o 	 A Federal mandate requirino one national system would not be 

as effective as assuring that Sta.tes develop their own 
customized and tarqetea review systems. For example, for 
States indicating they wi11 prov1de universal coverage,
audits or extensive paper tracking ayateDB, would only be 
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o 	 Many stat'as contribute their own State funds to purchase
vaccino. These States certainly have ad added motivation to 
implement effective DlOni~oring systems to ass.ure that Sta.te 
funds are also appropriately used. ' . 

o Many States will also continue to use dosage admdnistered 
forms to account for such vaccines. 

o 	 States may request funding to provide resources to eatcblish 
such oversight functions. 

~ederal anO State audit' o~ganizatlons a180 can provide extensive 
verification of vAccine usage. ' 
o'Porty-three States have Medicaid Fraud Control Units dedicated 

to fraud and. abuse reviews of such Medicaid programs. 
o The HHSIDapactor General alao bas ,Gtaff devoted to reviewing

lDiS programa'. In fact, the Inspector General has begun a 

.survey whiCh includes State VPC, accounttlbUity procedures. 


o The CAO' may conduct _s,i.tni.lar reviews of State operations. 

Anothe@Xallil~e of the hurried pace ,of GAO's review is that the 
agency . .' t have ,thet1me to disCW1S ·the aecOUAtability iS8ue 
with repres_ e. ,of the Amel:ioan Acadeav of: fe4iatrics (AAPl, 
the American Medica soaiation (AHA 1C&D cad~ 
of Pamily practitioners 8 suggestion that the VFC 
accountabilitysyscem n .nformation on each VFC child 
would create e & ~cant administrat1 DisCUssions 
with such g would oQrtainly have previa balanced 
range 0 spectives on tha ac~ountability issue ~ 
a aeed administrative burden GAO is .ugge8ting. 

~ \ 

GAO bas agreed that att.ention'.m.uat be given to. the balance 

between program occountabili~ and proyider participation. 

o VFC requires private pbysician part~cipation. , 
o 	 However, many private:provider associations, sucb as the AAP, 

AMA~ and MFf, and individual physicians have OotuIiatently 
and pointedly warne.d CDC that private pby.ici~ would not 
participate in the program if PaPerwork or other intrusive 
auditing procedures were a rnandatecirequirement. 

o 	 ThUB, in developln; an appropriate apgroach to program 
~ccountabilitYf CDC fashioned a targeted and effective 
approach, rather'than an inflexible Federal mandate, which may only drive away physicians. 

2. Proqrm; gyAly&t~gA
We agree with the need to properly evaluate the VPC program in a 
timely 'manner. CDC has begun developing an evaluation plan to 
demonstrate the. effectiveness of the VFe program. Although the 
VFC proqram has not yet bean i~lementQd, CDC will eventually
have data to demonstrat'e the ilnpaot of this initiative on 
immunization levels. 


