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Mr, Chairman -and members of the Subcommittee: ” E

'The passage of ‘the National Childhood Vaccine Iﬂ;ury
Act of 1986, as recommended by the House Energy .and -Commerce Com~
mittee, has left this Subcommxttee with an excesdingly difficult
task. In our view, the 1986 Act represents a well-intentioned,
but seriously flawed, effort to deal with a very complex problem..
I hope today to. offer a few observations from the vantage \point
of my company, Lederle Laboratories, a major maTufacturerfof two
of the three vaccines covered by :the new law,’

‘The Energy and .Commerce Committee indicated thau the
1986 Act was designed to serve two purposes. First, it was
intended to offer compensat:on for those unfortunate few who,
through no fault of anyone,. incur injuries in the course of the
nation’s childhood vaccination programs.

) |

Second, it was intended to help contrcl the cost! of the
nation's vaccine programs by providing predictability to vaccine
manufacturers faced with-an unprecedented onslaught of proguct
llabxlxty litigation. This unpredictability has led to dramatic
increases in vaccine'prices and has threatened tae continuity of

supply. It also dxscourages research and develcpment of ntw and’
improved vaccines.

We believe that the 1986 Act fails to achleve its
objective of containing costs. 1In fact, it will probably signif-
icantly increase the cost of vaccines. ‘The reasons for this
failure are identifiable and should be corrected before any

effort is made to provide funding.

Let me first explain how we conclude that the Acﬂ will
increase vaccine costs, a very larde proport1on tif which fall
directly on the federal government. I will then identify ﬁhree
of the items most in need of revision.

The 1986 Act creates a new entitlement program which is
likely to be far more expensive than anything predicted last
year. It will therefore result 1n heavy new taxes on users of
vaccines. Under the law:

1. The criteria for awarding compgnsa-~ 1
tion are so vague and open-ended that large |
numbers of unmeritorious cases may actually
receive compensation.

2. Minor injuries are eligible for com~
pensation (if medical bills exceed §1,010). |
Such a system is likely to attract a large ;
number of "nuisance” claims which will be \
expensive Lo process. |

3. ,Substantial attorneys fees can be
awarded whether or not a claimant is suucess—
. fyl, This will attract move claims and raise
the cost of the program.

4. Virtually unlimited retroactivity
opens the system to a vast number of old
claims that, because of their age, will be |
difficult or impossible to refute.

i

5, The long-term liabilities imposed on
the fund cannot be predicted because any f
avard can be reopened at any time, |

in this context, a kind of adverse selection might! well
occur: cases that would never :result in compensation awards
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under prior law would collect large sums from the federal fund,
while the significant cases that expose manufacturers to large
potential liabilities would remain in .the tort system. Thére
also may be additional costs for separate suits prought against
physicians, who may not be protected by the new law. For these
reasons, this Subcommittee cannot assume that every dollar| of tax
it imposes on users of vaccines would be offset by a dollat
reduction in vaccine pr1ces. Because .the Act places no signifi-
cant limitations on tort suits, my company's liability cos S
would not change apprec1ably._ ‘

At present we include $8.00 per dose in our prxc for
DTP vaccine ~- the vaccine for dzpther1a, tetanui, and pertussis
-= to provide for future product 11ab111ty costs. .Those casts
might go down if the new law provided any reasonuble llmxtthons
on a claimant's recovery. But the law makes no significant
changes in the rules of tort law that led me to #stablish ﬂhe
$8.00 charge. . . |

First, although the law reduces the possibility
unjustified punitive damage awards, this change will proba 1y
have little impact on vaccine prices. The likelihood of pun1t1ve
damages was so unpredictable and unquantifiable that it was not a
S1gn£1cant factor in the $8.00 per dose liability charge., {In any
event, juries inclined to award huge amounts to ﬂympathetl
plaintiffs can base their awards on other categecries of dambges,'
such as lost wages or pain and suffering.

The Act also states that a warning is presumed to}be
adequate if it complies with certain governmental standards, But
even this obvzously sensible provision is of limited help since
it is made inapplicable in all cases where the plazntsz can con-
vince a Jury that the manufacturer was negligent in fa;l1ng to
add something else to his warning. Wwith this limitation, the new
provision does not significantly change existing law, |
with regard to claims allefing that a viccine's |
"design" is defectxve, presumably. because of the ¢laim that a .
"safer” vaccine was possible, the law provides no new defense at
all. In fact, one federal judge in Utah has receatly read the
new law in a way that confirms plaintiffs' right 1o maintain tort
suits based on design defect claims. While we dl.agree with this
judge's interpretation of the Act, it is rapidly hecoming clear
that the new law will not be of any significant hulp to manufac-.
turers in coping with the litigation they face. For those dases
going into the tort system, we would expect no significant reduc-
tion in liability exposure if the new law were to go into eﬁfect.

We believe those cases in which clalmanrs accept qom~
pensation from the government fund are likely to ke the weaker
ones. Lawyers will advise plaintiffs with good c¢ises to go [to
court to escape the award limitations in the adm:xxstratzversys~
tem. = The manufacturer will still be faced with the cases 1n
which sympathetic juries will award large sums.

Now, let us consider how many claims wilil be filedgin
the administrative system. No one knows how many, . but our i
experience under the tort system suggests that the number of!
claims will mushroom., Emotional publicity about injuries |
attributéd to DTP vacc1ne, coupled with the emergence of a nbt— ,
work of plaxnt:ffs lawyers adverti51ng for c11enta, has led to a
sharp increase ‘in the number of suits filed agaxnst us -- from
one in 1981, to 29 in 1984, to 110 in 1986, Since the Act pro-
vides for v1rtua11y un11m1ted retroactxvxty, and since the lpw~
yers will be paid out of the government fund. we u:uld expecg a
flood of claims, both 0ld and new. }

The government will need to impose a substantial téx to
cover 11ab111ty stemming from the large number of cla1ms it yzll
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face. We believe that a charge .per -dose: much larger than %he
level contemplated by the ‘Energy and Commerce Committee wxhl be
needed to handle the flood of ‘DTP ‘claims agaxnst the fund.
the other hand, we will have to :continue most, if not all of the
$8.00 liability charge built into our pricae. , :

i
¥
ol

For this reason, whatever the tax on LDTP vaccine' turns
out to be -~ whether §4. 00 $8.00, '$12,00 or even more -~ that
amount will simply be added to the price that parents and the
government must pay for this -essential wvaccine. The impact will
fall heavily on public health ‘programs’ which purchase 45% of the
doses of childhood vaccines.sold in this ‘country. The imp ct on
the Treasury might even be- worse if higher prices drive mo
chxldren into public vaccination programs. ' {

A number of major revisions need to be made in the Act
to correct these problems and: permlt ‘meaningful reductions |in
liability costs, and hence, in the total cost of the compensation
and tort’ systems. ‘Let me stress three changes in part:cular°

First, the liability provisions of the 1986 Act hould
be amended- to. assure that manufacturers will not be found liable
in the tort system if .they have.fully complied with applicable
government regulations. In particular, manuficturers should not
face liability under a "design defect"™ theory in cases vhere
plaintiffs challenge the decisions of public health authorities
and federal regulators that the licensed vaccines are- the Dbest
available way to protect children from deadly diseases. The Act,
although not yet 'implemented, has already ‘been cited by one court
as evidence that Congress intended to authorize tort suits
against manufacturers to second~guess the licensing of vaccines
by the Food and Drug Administration. We firmly helieve that this
is exactly the opposite of what Congress 1ntende¢ \
|

Second ithe rules.which permit claimants to reject
administrative compensation and file tort .suits.need to be
tightened. One possibility: would be to make the Wompensatxbn
program the exclusive remedy for all true "no-fault"™ cases. The
law could require a federal official to find that a manufacturer
had violated applicable government standards or engaged in Fraud
or the intentional and wrongful withholding of inlormation hefore
a claimant could proceed from the compensatlon System into the
tort system.

Third, provisions should be deleted whith may havé the
effect of preempting .innovative state vaccine compensatlon pro-
grams like thase recently enacted in North Carclina. Such pro-
grams offer real promise for reducing costs far beyond anything
possible under the federal law. ‘
\
With regard to the compensation system, in addztlﬁn to
the items previously ment;oned we think the-Subccmmittee should
carefully consxder., » g

-~ Taking the compensation system .cut of ;

the federal courts and putting it into & less

costly administrative forum where there would

be a greater potent;al for obtazning consis~

tent findings on difficult questions of cau-

sation, and where there is at least somg

possibility that award levels could be hept

under control.

-~ Benefit levels, the extent of |
retroactivity, and criteria establishing eli- |
gibility for the compensation system should
all be carefully reviewed to minimize the
risk of a ®"runaway® compensation system.
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~~ The Subcommittee .should look closely
at possible ‘amendment’ -that would require .
potential liabilities to be fully :funded when
awards are made, rather ‘tham, Jookinge to
uncertain. sources - of revenue in future years
when' unknown levels of required per;od;c pay-
ments might actually ‘become ‘due,

A number of other changes should also be considered,
1nclud1ng rev151on of ithe ™insolvency" .and subrogatzon provisions
contained .in the:. Act. The current language in .these ‘areas
1ncreases, ‘rather than decreases, .the: uncerta1nty which .is the
major' cause of high vaccine prices.

. Finally, any' tax should be at -a uniform, pre-detarmined

level for -each type of vaccine, One type .of «vaccine shoulil not
be asked to subsidize: the 11ab111ty costs..of .another-type. .On
the. other hand, attempts. to. apportlon compensation costs anong
manufacturers’ and establish a different tax for-each compa»y -are
.doomed to failure. ‘There is. no:sensible and rational way: i
allocate ‘the costs of .3 ‘compensation system .other than by . flat
‘tax, on each unit seld. Allocation is particularly difficult
because the system covers .claims on products of -manufacturers who
are no longer in. the business: or: who cannot be identified and
because it covers claims .on' products of new entrants :who, have not
previously contributed 'to ‘the fund.

As this discussion indicates, we believe that Congress
clearly could have done better last year. We have long supported
legislation that would provide tzmely and fair compensatlon to
the few children who are injured; in the immunization program,
‘while 11m1t1ng liability sufficiently to restore predictability
to the vaccine marketplace. Legislation that would have ac:zom-—
‘plished both purposes without any federal compensation fund or
_tax was before the Energy and Commerce. Committee. Unfortunately,
a different approach was selected. That Committee's proposal was
endorsed at the end of ‘the last .Congress as part of an omniius
health bill wlthout anythlng approachzng a full debate.

1 fully understand that this Subcommittee must fosus
its attention on the fiscal aspects of the vaccine program and
that jurisdiction over health policy issues rests in other sub-
comnittées or elsewhere in Congress. But you should not be
forced to approach your task while wear:ng blinders.

The: government has .a strong flscal 1nterest in kewping
ccntrol over spiraling liability cCosts .in the vaccine- area. This
interest extends beyond the ‘government. financed compensat:ou sys-
tem. If the Subcommittee feels that it cannot: deal with certain
features of the law that govern tort actions. aga1nst manufac~
turers, it should refer the matter to the appropriate subcormit-
tees before: taking action on a tax- bill.

e

1 thank you for the opportunity to share my company's

views with you. We stand ready to .work with the Subcommittse and

Committee staff to help develop substantive proposals dealing
with all of the issues I have discussed.



