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5 C{u;x;rman RanGel. Thank you, Whom do you represent, Mr.
utler?

Mr. BurtLex. | started working on the cost of a vaceine compensa-
tion program for the American Academy of Pediatrics in 1984. In
fact, 1 was introduced to the academy by Mr. Jeff Schwartz, presi-
dent of Dissatisfied Parents Together. In 1986, 1 updated the 1984
cost study. The 1986 study was sponsored by the ascademy and
three drug companies; Merck, Lederie, and Connaughi. My most
recent work which is reflected in today’s testimony has heen spon-
sored by the academy and Merck.

Chairman RANGEL. Now we hear from the Dissatisfied Parents
Together, Mr. Schwartz,

STATEMENT OF JEFFREY H. SCHWARTZ, PRESIDENT,
DISSATISFIED PARENTS TOGETHER

My, Scuwarrz. Thank you, Mr, Chairman.

1 am Jeff Schwartz. I am the president of Dissatisfied Parents To-
gether, and 1 appear here today on behalf of that group.

We, like the academy, joined in support of the initial legislation.
We are here today to assist the subcommittee in devising appropri-
ate funding legialation. Our group calls itself Dissatisfied Parents
Together because our children have been killed or permanently
brain damaged by legally mandated childhood vaccines. The law
said we had to give these vaccines to our children supposedly to
protect their health, but the law did not see to it that these vac-
cines were as safe as they possibly could be. And when our children
suffered instead of from these vaccines, the law, at least
until recently, turned its back and looked away.

The timing for this hearing is particularly poignant for our
family, Mr. i Last week my wife and I should have cele-
brated the sixth birthday of our daughter Julie. Instead, later this
meonth, we will be paying our third anniversary visit to her grave,
She died as a result of a vaccine-induced seizure disorder that
began within hours of her third DPT shot. But it is not just our
family that grieves. Families from every State in the Unifed States
have joined this mom and pop group when they discovered their
children too had been permanently disabled or died from the side
effects of mandated vaccines. So for 5 years this group has strug-
gled to care for our children who survive, to hold our families to-
gether, to mourn the lost lives and dreams and potential that have
been needlessly sguandered, and to get the Government and the
medical community to acknowledge the existence—and to honestly
determine the magnitude—of this dark side of the mandatory vac-
cination program. We also have been pushing for safer vaccines
and greater safety to prevent needless injuries in the future. Please
understand, Mr. Chairman, we are not an antivaccine group, Our
voice in support of getting safer vaccines and a safer system to pre-
vent these immjuries gradually is being heard.

Last year Congress passed Public Law 99-660 which included the
vaceine injury compensation program. Now, this subcommittes
faces this difficult question:

How should the system be funded?
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We want to be as consiructive as possible, and we don't want to
be dogmatic about exactly how to fund the system. So we prefer to
lay out some principles that we would like to see reflected in this
legislation. ‘

First, the new legislation needs to reflect facts, not fantasy, facts
as to how many children really Wﬂy disabled and
killed by mandated vaccines, not and fatally
fiawed studies or so called passive data bases that foolishly mini-
mize the size of this problem, facts that spotlight the unjustified

fits and unsubstantiated claims of some vaccine makers who

ve told the Congress that they had to raise DPT prices by almost
10,000 percent because of the so-called liability crisis, but tell their
shareholders there is no problem, and then say they are setting
aside a ligbility reserve of §8 per dose, yet that hiability reserve ap-
parently does not exist anywhere except in the bottom Iine as prof-
its, facts as to whether there really is, or ever was, a crisis;
and facts as to whether these vaccine makers will voluntary roll
back their enormous price rises if the compensation system is
Pnndedt.ohe’adoﬂ‘thesocalledcrisis.wmtheg really bring down
the price if we rely on them voluntarily to do it

Secondly, funding should be gvailable for all children who bhave
heen sericusly injured or killed by these vaccines, not only for
thosa injuries and deaths that occur in the future.

I want to highlight a third point, Mr. Chairman, because this is
the point that Mr, Waxman and the Treasury spokesman made
and we agree strongly, Funding sources have to be reliable and
adequate to psy for a lifetime of around the clock care for these
multiple handicapped individuals who can't care for themselves.
Unless the funding sources are reliable and assure com tion
for the lifetime of the child, parents have no practical alternative
but to seek compensation through the tort system.

Fousth, the funding mechanism should provide for lump sum set-
tlements, Here I think there is broad consensus forming, or fully
funded annuities backed by the U.S. Government, so that parents
who are inclined to do so can confidently elect to receive compensa-
tion for their children in lieu of pursuing court cases.

Fifth, the funding mechanism needs to be reasonably prompt and
result in an up or down decision. Under the law there is no en-
forceable de for com?ensation decisions to be made and thus
the process can drag on for years. The new funding mechanism
ahoufd not tamper with the law’s existing safeguards. Nor should it
reopen all the questions the administration wants to reopen. We
have been begging the administration for positive proposals for
years and we turned to the Congress only out of despair that we
could never get anything from them. The tort remedy, the right of
the parents to sue in the event of negligence, wrongdoing, unrea-
sonably us vaccines, or inadequate compensation must be
preserved. The new funding mechanism should strengthen, not un-
dercut, the incentives for development and use of safer vaccines.

Thmpomt,too,ha.stobestress&'mebestwaytoreducethe
economic costs of this program in the future is to stop the occur-
rence of preventable vaccine-induced deaths and disability. You
have been told that a handful of kide get injured inevitably. We
ask you to look behind that assertion because we think the facts

737717 0. - 8BS - 3
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show that & number of these cases are preventable. They could
have been prevented with stronger safeguards. We want you not to
fund this new law in & way that takes away its safeguards.

Time limits preclude listing all our concerns here. We would be
pleased to submit our more full statement for the record.

We do want to conclude by ing our desire to work with
the staff and the subcommittee. We do think constructive proposals
can be forthcoming and we do want to stand in support of properly
crafted legislation, but we will strongly oppose any attempt to fur-
ther restrict the parents’ right to go to court to sue to protect our
children’s right. We ask this subcommittes to limit the scope of
this legislation so it will focus on fair, adequate, reliable and appro-
zgmlt: funding sources and technigues for the compensation part of

e law.

We u:g:‘you, too, don't sssume when there is a compensation
system works that the manufacturers will bring their prices
down. T have told the other subcommittees that they can’t or
waon't do . We ask you to look, as part of the function of this
bill, to bringing down the prices. Ask the guestion: Why are the
rrioesashighagthey_are? What is the real cost of this product? It
ooksliketheooetofgrodncingpertusiavaccineiszpemento_fthe
g;-ice which means r8e£ercanl is going somewhere else. Where?

here, if there is no linbility reserve?

There are a number of questions that need to be asked.

We come here primarily to say we think constructive funding ap-
proaches can be found. There are a variety of funding mechanisms
that can be used. We are concerned about a funding mechanism
like leaving it to year-to-year appropristions. We don't want to
hava to t a palitical battle each year. and I don't see how in
good conscienca we can advise our parents to give up their right to
gowcourt.andsueinremmfurayearlyﬁghttooeewhetheror
not they can get their children’s health care needs met,

We really appreciate the chairman’s leadership on this issue and
the subcommittee's interest and we stand ready to work with you
constructively on this legislation.

[The prepared statement and attachment follow:]
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ORIGINAL ARTICLES

Neurologic complications in oral polio
vaccine reclpients
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IV. SURVEY OF VACCINE MANUPACTURERS

A. Introduction and Msthods

The ghortage in the supply of DTP vaccina ian esarly 1985 raised
questions regarding the dependability af the supply of vaccines 1in
the United States. Testimony by commercial vaccine manufactursecs at
the riwe the shortage becams apparent in Decsaber 1984 suggested that
cectain characteristies of ths vaccine market, particularly the po-
tential for costly lisbiliry pults against vaccine menufacturers and
the limited size of the market for vaccines, are threatening the rs-
Llability of vaccine supply. There are currently only 3 few fnstitu-
tions lnvolved in the production and distribution of vaceines. Thera
is only & asingle suppller of nmome products, Some balieve that tha
potantial of large awards in sults alleging vaccine related injuries
hae Incressaed the cost of manufacturers' liability {nsursace. In at
least ons insrance, a manufacturer was forced teaporarily to withdraw
its products from the market when liability {nsurance become unavail-
able,

In 1ight of this situation, the Subcommittse on Health and the
Environment of the Rouse Committee on Energy and Commerce decided to
survey producers of childhood vaceina products to obrain more detalied
informarfon. During the gpriag of 1985, tha statf of the Subcomaittee
developed a questionnaire for this survey. The questionnairé focused
on five major {ssues related to the production and dlstribution of
childhood vaccines: 1) vaccine codpencation litigacion and clafms;
2) the cost of product 1iah{liry {nuurance for vaccing manufacturecs;
3) resesch and devalopment sctivities; 4) vaccine pricing and aales
iuformation; and 5) prockpiles and toventoriess of vaccines. Informa-
tion {n these aress was tequested for the time parisd from January
1580 through HMarch 1985. The questiomnaire was malled to the five
commercial msnufacturers and distributors of vacclnes used in child-
hood famunization programs (MMR, DTP, polio and Haemophilus influen~
Zee vacclines) and to the two State organlzacions Involved in ¢ pro=
duction aud discribution of vaccines. Thmss seven organfzaticng
coaplered the queationnalree and returned them to the Subcommittes.

8. Summary of Findings

L. istigarion

Suring the study perled (January 1980 through March 1985), there
vare 299 sults flled sgailnst the producers of childhood vaccines
secking compensacion for injuries alleged to be due to vacclnas.
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Nesrly 60 parcent of Chese cases were for injories velated to DTP
vaccines. Most of the 259 sults {84 percent) wera for injuries
related to childhood vaccines. Over the same 63-month iaterval, 83
claims were filed with the yeccine producers that did not result 4n
tirigation. Table 9 shows the mmber of wsuits filed by yesr. The
rate at which thesa sults have besn filed has increased every year

aince 1980,

Table 9, Humber of Vaccine Injury Lawsults
Filed by Year, 1980-1985

Yaar Fomber of sults

.-1980 24

‘1981 28

= 1982 39
v~ 1983 70
» 1984 ) 101
iat Qer. 1985 36

1985 (est.) 144

£3-Month total 299

Dazages claimed Lo the esccine injury sulta fall fnto two cata~
gorias, compensatory and punitive damages. TFor the 299 sults filed
during the study period, requasts for damages amounted fo 53.5 bil-
tion, $2.52 billton for compensatory dsmages and $960 million for
punitive damages. However, many of these suits (about 40 percesnt)
d4d oot specify =n exact amount of damsges but only requested damages
tn excess of nominal or jurisdictional amounts {mioimun damsges ce-
quired for filing sult; this amount may Vary from jurisdiction to
{urisdiction). Given that many of thesa sults havs noC reqoented &
specific level of damages suggests that the claims against vaccine
ganufacturacs are @=oTE than tha $3.5 Hjliion in dsmages alveady
specified,

Some of the survey respondents provided case by case information
on tequests for damages. Assuming gimilar pstterns of requests for
desages for all respondents, the dats suggest that oeacly half of
the cucrencly specified damages are requesced by & relacively small
proportion of the gults. Theres are an estimated 30 suits (10 per—
ecant) requesting damages in excess of $25 million each. These cases
account for su sstimated $1.7 billion (48 percent) of tha total spe-
cified prayers for damsges. Saven suits ask for damsges in excess of
3100 atllion each.

The questionnaire asked for informatlon on tha resolution of vacs
cine injury cases. However, it should be ooced that produet Liabiliry
cases typlcally require several yesars before they are elithar settiad
or trled in court. Thus, the following ianformation on the cesolution
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of vaccine injury cases filed between Janusry 1980 and March 1383

sust be considered Ilncomplete, although it s the best Llaformsctlon
syallable at this time. g

0f the 299 cases filed betwasn Januacy 1980 and Macch 1985, %2
cases hava been eattied (17 percenc), 27 cases have been diasissed on
motion (9 percent), and three ceees have been tried in court (sbouc
1 percear). The remaining 215 cases (72 percest) wers still pending
as of March 1985.

The gurvey tespondents paild out a total of §16.2 milldon {n sat-
tlament payments for the $2 cases that had been settlsd. As noted hy
soms of the respoandents, thie Efigure does not include settlements
paid during the 63-month study period oa cases filed prior to Januacy
1980. ‘

Thres of the 299 cases had been tried by March 1985. In addi-
tion, the respondents Aindicated that six additional cases, filed
before the study peried, had besn tried hetwssn January 1980 and
March 1985, and ocne of the 285 cases was ctried sfter the clese of
the atudy period 1o May 1985. Of the ten total cases tried, four
resulted in verdicts for the dafense (thras affirmed on appeal,
ore appeal fa sfil]l pending) and six found for che plalntiffa (ene
subsaquently settled for a3 lesser ammount, five appeals are still
pending). If rhe five pending verdictas are upheld on appeal, the
vaccine manufacturers will have o pay a total of $17.7 million in
damagas o plaintiffs. It ghould be noted, however, that wmore than
half of this amount ($19 =millton) results from = single verdict.
Only this last verdict (recently overturned) dsratled the sward by
type of damages: $2 aillion in compensactory and 58 million 1o puni-
tive dasages,

, The guestionnalre requested data on the anncal defense costs of
vaccine injury lirigarica that was not reimbursed by insurance. The

raspondents spent $4.7 mfllico oa litigation in 1983 and $9.8 milliion
in 1934, .

2, Liabllity Insurancs

The survey included ameveral gquastions relsted to che Lliablitty
insutance coverage of the vaccins producers. Becauss the liabilicy
coverage arrangements of the cwo State owned producers differ from
ths arrangements of the five commercial producers, the vesponsss to
these guestions are presented assparately for the Stata producers.

The Liabllficy of two Scate organizations producing and discoib-
uting vaccines i3 ineured by the reapective State govermments. Both
States ace self-lnwured and pust pay any awards themselves. In one

State, the State's liabllicy for damages L limited by statuts to
100,600 per clais.

All five commerclal prodursry had insurance coverage of theic
liability for vaccine injury lawveuits under umbrells policles that
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also covered the 1{abilicy of their parant corporations for all other
products manufactured and distridured., Therefore, it is difficuoilr
to saparate the cost and coverage of {usurance for liability relatad
to vaccise injuries from the cost and coverage of liability insuraace
for other products. Also, changes id a parent corporation's presium
or coverage msy be related to lisbility for producta othar chsan vac-
¢ines,

The five commercial producers ware coversd by usbralla policies
held by their parant corporatioas with total smnual aggregate and per
occurance 1{ahilicy limtrs of about §1.3 billion dollara 4in L1985.
Serwesn 1984 and 1985, two firme increasad thair 1iebilicy limire,
gue firm's limits ptayed the game, and one fire's limits were re-
ducsd, Tha fifth firm lost {ts lisbiliry for DTP vaccines axcept for
contracts existing as of June 1984 and was not able to renegotiata a
aev lasurance contract uncil April 1985. The policy limits of all
the policies in effect i{n 1984 epplied to woth defense and indemnity
costs. This changed somevhat in 1985 when oma firm's policy limits
excluded defense coatas for DIP vaccine injury cases.

ML Fivs commercial fi{rss ars self-lnsyred to some extent and
retaln funds each year to cover any self-fasured expenses. In 1983,
the total self-insurance retantions of these five Firms vaa 841 mil-
iion. This ssount represents an incresse of 39 percent over the
$29.5 mtllion in seli-insurance reteations in 1984. It ghould be
noted that this leval of retestion is intended to cover the salf-
{ngursd liabilicy for all preducts of the parent corporations, not
just for vaccine ralated liability expenses.

The liability insurance policies for all of the commerclal rce-
ppondents contained special pravisions relating to coverage of vac—
cine products. Coverage for awine Fflu vaccine was excluded from all
policies. However, it should be noted that under the Swins Plu Act
(P.L. 94-380), sanufacturers were genstally ralieved of their llabi-
1ity for injurias vesulting from the admin{stration of the swine flu
veccine, with cthe llability For such claiams belng transfecrred to the
Fedaral Government. Begimning in 1985, two manufacturers' lnsurance
.pouciu impose a $250,000 deductibdle for clsims related to cartain
vaccines, sublest to specified annual® limits. One wmanufactorer's
policy excludes from coverage Cthe cost of legal defmnse for cages
related ta certale vaccines. Under this policy, the manufacturar
vill have to pay any costs of defending trself. The 1lability
Llosurance policfes are generally cancellable with %0 days notice.

Io 1984, the parent companies of the Ffive comsercial vaccine
sanufacturers survayed paid $10.2 milliton ia liabilicy insuracce pre-
gliax. This smount is slightly less then the $10.7 million in premi-
uxs that was paid in 1980. However, it should be noted that preaium
data for 198§ submitted by two respondants suggests that thelr Ita-
bility tasurance premiums wocld be somewhat higher in 198% chan they
were in 1980, represencing & large ouna year lacrease between 1984
and 1985. All five raspondents indicated that they expected thelr
liab{lity premiums to increase substantially in the near futuce (es-
timates rangiog from SO to 300 percesnt) Eor coversge with 1iabilicy

73-717 0 — 88 - 4
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limits that ara 50 or mora percant lower than current limits, None
of the companies obtain their {nsurance policies through competitive
bidding. According to one respondear, “the issce {s svailadility st
any price.” Ona of the State producers once sought competitive blds
for lisbility coverage of vaccines distributed cutside itz bordars,
but did not accept any of the bids afrsv (¢ razlired that the rave-
nued from Sut-pf-stste sales would not even covar the bid presiums.

In 1980, the total product liability {nsurance premlums of the
pareat companies of the five commercial raspondents vers approximately
0.086 parcent of amnual gross ssles, premiums of $10.7 millioa on
szles of $12.5 billion. By 1984, these premiuns had declined to
0.063 parcent of gross sales. Durlpg this period, gross sales in-
creaged faster than ifabliity insurance presiums foc four of the five
respondents.

Tiaally, the questionnaire asked for informacion vregarding los-
ses and payments that were paid by thess firms' lisbility insurers
for vaccine relatad claims and suics. For four of five respondencs,
the annual losses and expansas from 1980 through 1984 were less than
their gelf-insurance retenrion amounts, That is, the iasurers for
thege four compeniee Jid not pay out any loases. TFor the fifth firm,
the lasurer gpaid out approximataly §700,000 in setrlement costa.

3. Ressarch

All seven survey respondénts (including the two State organiza-
tions) conduct programs of research and development for new and safer
vaccinea, Soms of these ressarch efforts are now in the cliinical
trials stage of dsvelopment. The dsscriptions of thess rasearch and
developmeént efforts wers generzily vague doe to the confidential na-
ture of rthesa activities fn a commercial enviromment. However, it
appears that some efforts are baing made to develop new vaccines,
Also, gome of the surrent ressarch afforts ave belng directed toward
tke {mprovemsnt of existing producta, including Lwproved childhood
vaccinas,

In geoeral, At appeara that the ressarch and developgent of
vaccines coanducted by the coomercisl manufacturezs is financed by
the individoal corporatioas, Only one fitm 18 currently receiving
Federal funds for support of & clinical rrial of a4 new vaccin=. A
second company stated that it had Tecelved $400,000 in Federal sup-
port for vacclne rasearch and development bstwesn 1981 and 1985. A
third stated only that it had received soms Federal support "at one
tima.” Two firms stated that they had never received any Federal
support for vacciane research and developmant.

Both State producers are also engaged in vaccine research and
developaent with combined expenditures of $535,000 per year. Of this
smount, 56 percent comes from State funds, 30 percent comas from Fed-

aral funds, and the remaining 14 percent from private philaathropic
organizacions.
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The seven respondents curveatly hold 27 patents and product li-
censes for vsccines and vaccine production. Some of thege are exclu-
sively held.

4. Vaccine Prlceés and Sales

Vaccines ars commarcially sold in thres “marksts:” sales to the
Federal Govermment (including sales through the CIC's congolidated
coutract purchases made on behalf of State and local govearnments);
bulk sales to State and local governments and other large purchasers;
and racail salss to physicisus, clinice and hospitals. The prices
charged for vaccines inm each of these “markets” vacry, dus in part to
the stronger aegotiating positions of large purchassrs. The ratics
of prices pald la these markets vary both by vaccine and by veccine
manufacturer. Based on responses Lo the survey, the data suggest
that vaccine pricas In tha bulk sales market are O te 50 percent
higher than prices paid by che Fadersl Govermment. Retall vaccine

prices vange from 50 te 300 percent higher than the prices patd in
the Federal market.

The two State producars do not participate {a any of the coa-
marcfal markets for thelr products. Both organizations distvibuta
graster than 95 percent of their products within thelr raspective
Stats borders at no cost. One of thesa entities has wm0ld some vac-
cins to neighboring GStates in response Lo emsrgency requests. In
these cases, tha vaccine was sold at mavket prices and the receiving
Srate was required to assume all liabilicy associated with the vac-
¢ines.

Based on the commercial manufacturers' pricinog data cellacsted by
the survey, the prices of vaccines usad in ehilidboed immonization
programs increased by between 50 and 900 perceat betwean 1980 and
1984, dependiog on the vaccine, the sanufacturer, and the market,
The retail price of DTP vaccine incraased by the greatast percentage,
vith most of that inerease occuring since 1983. Prices of other vac-
eines incraaszed between 50 and 200 percent, with the lncresses occur=
eing relatively steadily over the 5-year interval.

There were only two instances cited in the survey of sales of
vaceines batween vaceine manufacturers. The first occurred in 197%
and 1980 when one firm purchased a small amount of DTP vacclne from
another, This vacclos was purchased for $1.70 per 15 dose vial and
thes resold Ln the recall mackst to private practitioners ac 84.44
per vial. The second sale occurred during the DIP crials of 1984
aud 1985. Sawed on public testimony by Robert Johnson of Lederls
Labaratories, Lederle purchased nmore then 10 =milifon doses of DTP
from Wyeth Laboratories at 20 centa per dose and codistributed it at
a price of abouc $52.80 per dose.

Total males of vaccines are reported in Iwo ways: gross sales
and cet sales, where net sales are equal to gross sales leas unused
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product teturned o the manufacturer. Table 10 shows aggregate grozs
and pat sales volume of the survey raspondents by type of yaccline for
years 1981 chrough 1984.

Tabls 10. Cross and Net Sales of Vaccioes
by Survay Hespondents, 1981 -~ 1984, =

Gross males
(in milliong)

Childhocd vaccines |
Year (OTF, MR and polic) Qther vaccines Totzl

1981 § 68.7 47.2 £115.8
1982 79.7 61.2 140.9
1983 105.1 6B.3 173.4
1984 132.3 73.2 20%.5
: Net sales
in m{1lions)

Childhood vaceiney (
Year (OTP, MMR and polio) Other vaccines Total r

1981 $ 84.0 §39.9 $103.9 \
1982 73.9 52.8 126.7 |
1983 99.1 57.8 156.9

1984 126.0 64.5 190.5 ‘

* In 1984, the gross salas of vaccine prodocts by the survey re-
spondents vas 5205 =lllion, Net sales In 1984 were 93 percent of
gross =ales, or $150 miillon. Betwesn 1981 and 1984, groes sales of ]
vaccing producte increased by 77.5 percent (from $115 =illion to §205
million). Net szlesa {ncreased by B3.3 percent. ) ;

In 1984, childhood vaccines (DTF, MMR and polic) sccounted for |
64.4 percent of gross vaccine gales ($132.3 million) and 65.1 percent |
of net sales (5125.0 =11110n). Groas sales of childhood vaccines in-
creased hy 92.8 percent batween 1981 to 1984, secounting for an ia- ‘
crease of $563.6 million in sales revenuss, This incrsage in revanuves I
is largely due to {ncreasas fn the pricas of these products since f
desand for childhood vaccines has remained relatively constant over [
this period. ‘

In response to & question ahout the ralative profitability of
vaccive products aes compared to other pradocts, tha five commercial ‘
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respondants noted that their vaccine product lines were about a=
profitabla as the other products soid by thasa corporations, hut
gomewhat less profitable than other pharmaceutical products. One
reapondant qualified its response by noting Chat “our pediatric vac-
cinez have become more profirable in receat years . .« . ."  QOther
regpondents noted that the trus profitability of their vaccloe prod-
uer lines could not be dotermined given the potential lisbillty f{a
lawsuits ctelated to thess praducts.

5. Srackplies and Inventories of Vaccines

8ix of seven survey respondants maintain {nveatories of finished
products. In soms cases, vaccine tnventoriss are largs enough to
supply sational demand for several montha. 1a addicion, three of the
respondents maintained stockpiles of vaccline under contract o the
CDC, at the time the survey was conducted. Since March 1885, =«
fourth cospany hae alsc eéntered into a contract with CDC to stockpile
vaccine.
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MChairman RanceL Thank you very much.
s A

M{t Doncu:.er. Chairmen, wtclmld Just like to ask Jeff if he
might recount 1or us your apparently personal experience in seek-
ing redress for the injury done to a family member,

Mr. Scawarrz. It is a little bit touchy and personal and I would
prefer not to go into great detail about my situation other than to
say wa filed an initial suit at the time and eventually withdrew the
suit even though we thought we had a good claim, because of a va-
riety of personal stressful family circumstances. I would be willing
to explain our personal situation in private. The more important
point is about what the group's experience is. The group's experi-
ence is that our parents have had no alternative but to go to court.
Sopm;intswho;refaoedwiﬂlallifetimecarefo;tbeti: x .&1%
after the parents are gone, how are they going to pay for ?
They have no choice but to sue and in many instances those suits
have been brought.

Now, I think Mr. Waxman did inadvertantly leave one mislead-
ing impression. There is a good report done by his staff that says
there are & few cases that have bean won, a few cases that have
been lost; there are a large number of cases that have been settied,
et cetera, but the point is so far the awards and settlements are not
that big, not as big ns the administration and vaccine makers
would lead you to belisve. We urge you to look at the Health Sub-
committee's staff report.! The point is some parents have said if
they had a choice they would go to a no-fault compensation system.
prarentsknewitwasgoingwbefair,iftheyknewitmcﬁ;ngto
be quick and if they knew it could take care of their children,
many parents would be willing to sacrifice the potential for a big
score to get their children taken care of.

Mr. DorGan. | didn’t mean to leave the impression ] wanted to
walk you through a personal discussion about your circumstance. |
wus trying to understand the typical circumstances some find
themselves in when they bave this sort of injury. My guess is that
each family is left pretty much to fend for itself. Do g'ou get a
lawyer? How did you go through the time-consuming task of litiga-
tion and face an uncertain outcome at the end?

I guess I wanted you to discuss that just generally from your ex-
perience. o

Mr. Scawarrz. i iate the question because it is important
to understand who mcf:mhes are prototypically. They involve
children who in the long-term problem cases, involve children who
have seizure disorders, who are multiple handicapped, who require
round-the-clock care, and who have extraordinary expenses of all
sorts. In order to sort out all these kinds of problems, psrents have
to see a number of doctors, therapists, educational ialists, and
then lawyers to try to figure out what can be done for these kids.
Some of them get good lawyers; some of them get not so law-
yers. Some of them win. Some of them have cases that they have
taken to a lawyer but the lawyer has not filed for vears. Some of

¢ Ses roport Subcommittee Hul!.b-ndlhc&'mnt,&nunineeonsmrgnnd
Qmune::. U.S-b{lcuno( mhﬁwl. "Thildhood lm:uni.muna."(:mmtuu Print 80-L1
86th Cong., ¥d Sesz. (Bept [986), pp. 85-92
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t.hemhavebeentriedprolggldy.mereisarangeofexperiencemd

it iz frustrating to not be e to be sure that you can provide ade-
quatd{)ofaryomchﬂd.
Mr. Dorcan. We talk about kids and children. This is not exclu-

sivelykidsandchildren,isit?lknnwofacaaeo!‘someoneintheu
's who took polio vaccine.

Mr. ScuwaArTz. Contact polio is the situation in which childhood
vaccines can transmit impacts to the people who are surroundi
t.hem.'l'helawoovetsthmecasea,xethewny.

The law covers those cases and they well should be coverad. But
Iurged)ecommitteenotwamumethatwearetalldngabouta
one in a million shot. The commonly cited statistics here just really
don’t bear scrutiny. We can go into greater detail with you and
yourstaﬁ'toshowyouwhynot,buttbereisarecentmedicaljour-
nalarﬁclsthatsayswehnvenotbeenlookingforthesideeﬁ'ectsof
these vaccines, Once doctors started looking for the side effects of
the polio vaccines, they found one in 37,500 cases of severe neuro-
logical impact, That is a whole big different magnitude of order
than one in | million.? We think the same is true with respect to
these other vaccines. We understand that makes the problem worse
fromyonrstandpointbutwaareb'yingtobohonestwitht{g:hm
andwevaratryingtogethonestrecognitionoftheaizeof is prob-
lem. It is not 2 minuscule pro
Mr.Domm.!tmkeaitworsees{)eciAUywithrespecttothereto
roactive cap that was placed on the egislation that we passed.

Mr. Scawartz. The retroactive cap works two ways. I honestly
belimtlwremmanymorekidsoutt.herethnthavebeenmjured
or killed by childhood vaccines than that retroactive cap allows far.
On the other hand, the ability to document that those injuries vac-
cine related when they occurred 20 years ago is very difficult be-
cause there was not sensitivity then to the dangerous side effects of
these vaccines. Doctors weren't recording these reactions. Parents
were not sensitized to them years ago. As 8 practical matter, I
think relatively fewer claims for the old cases will be filed than are
reallyjumﬁmi’ , because causation will be very difficult to prove
with inadequate records.

Mr. DorgaN, Thank you much.

Mrs. KennerLy. Your excellent testimony gives us broad lati-
tude. You are more or less saying to us find an answer and we will
help you find an answer. I wonder if you would address the present
piecooflegislaﬁonthathaabem%waspamedbyu&and
signed. Are there any particular parts tx::couldsayright
now, leave those in and go on from there. there any parts
more in:ggtant than other parts? We are really thraching around
on this thing

Mr.ScnwAmOurgenemlmeasagetnyouisxmlessyouenioy
i andsuﬂ'eringgrourselfdon’ttrytorevigitthaﬁghtthathas
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doctors. That is a right that is necessary to assure that the compen-
sation system really provides adequately for the children's needs.
So we think preservation of that right is important.

There are a few minor things we would to see changed. We
don’t understand a compensation system that does not have an ef-
fective deadline for decisionmaking, There needs to be an or
down decision within a reasonable time so a parent can say, okay,
let's take the award or let's go to court. The compensation process
must not drag on for years while the children are left uncared for.

We also feel vy that the decisionmaking about an individ-
ual case, whether that case fits within the table or otherwise de-
serves compensation, should be made by a politically independent
entity., That is why we supported the special master/magistrate
concept in the Federal couris. We are very concerned that given
HHS's historic hostility and denial of this problem, we are very
concerned HHS will find a8 way not to see any of the cases that are
really there if the compensation system is put under their charge.

We want the Federal judiciary that has political independence,
using & special master or magistrate system, to expedite compensa-
tion decisions,

We try not to be dogmatic. There are a lot of things that could be
cha in the context of an table total p , but we
strongly urge this subcommittee to 2ocus on the ﬁmﬁ g questions
and leave the other questions that we fought through so difficultly
for the last 4 years to the resolution that hes already been made by
Congress. We did not support all parts of the law. We didn't like all
grﬁsoﬁt. Butwempportedtheﬁckageanawholebecausewe

ew practically this was the best that could be done.

Mrs., Kennunny. So the bottom line is you want to leave the
avenue of litigation open, al the same time provide a revenuse
source that is permanent and therefore the individual who has had
the very serious problam has a choice?

Mr. WARTZ, An incentive we think under the system to take
compensation where compensation is adequate and relizble, but
allow the parent to sue when thers is a clear demonstration of
wrongdoing, or otherwise when the parent is determined to go to
court.

When a doctor gives the shot four times even though there has
been a serious reaction after the second shot, and the third and
fourth shots leave the child permanently brain damaged, we ought
not take away the right of the parent to sue that doctor, because
that lawsuit not only provides for the child’s needs but it sends a
messaga to the rest of the doctors to administer this vaccine prop-
erly. The same goes for the drug companies. Thay should take care
to n;:lr;ufacture their product properly and to make it as safe as
possible,

Mrs. Kennerry, Thank you.

Chairman Rancer. Thank you very much. The committee wel-
comes the opportunity to work with you as we try to reach a con-
clusion to this bill. Thank you for the great work you have done.

The next famﬂ is Lederle Laboratories, Bob Johnson, president,
from New Jersey, Merck & Co., Mr. MacMaster, president, and
Connaught Labs, Mr. Williams, executive vice president.




