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PROCEEDI NGS
(1:00 p.m)

CHI EF JUSTI CE ROBERTS: We will hear
argument this afternoon in Case 09-152, Bruesewitz v.
Wet h.

M . Frederick.

ORAL ARGUMENT OF DAVI D C. FREDERI CK
ON BEHALF OF THE PETI TI ONERS

MR. FREDERI CK: Thank you,

M. Chief Justice, and may it please the Court:

This case involves a vaccine designed in the
1940s that was adm nistered to Hannah Bruesewitz in
1992, sonme 30 years after scientists.discovered a safer
way to design the pertussis conponent of the DTP
vaccine. The Third Circuit held that the Bruesew tzes
coul d not pursue a design defect claimunder State | aw
i nvoki ng the preenption principle in claimng that the
Vacci ne Act of 1986 preenpted the Bruesewitz's State
claim That holding is in error for three reasons.

First, the court overl ooked the nunerous
provi sions of the Act protecting manufacturers from
liability, but it did not expressly preempt design
defect clains.

Second, the court m sconstrued the word

"unavoi dabl e" in section 22(b)(1)'s Federal |aw defense.
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third, the court adopted a policy that

exposes children to unnecessary safety risks.

Wth respect to the first reason, in the

1986 Act Congress created a program the vaccine

program that was funded by surcharges on the vaccines

t hat users used,

and out of that fund designed a program

to pay conpensation to persons who were injured by

vacci ne-rel at ed

acts.

Congress al so provided a nechani sm for

exhaustion through the vaccine court program before a

person cl ai m ng

I njury could pursue a State | aw cause of

action. In creating Federal |aw defenses to the State

| aw t hat was designed to govern such-.actions, Congress

establi shed certain defenses, but all of those defenses

apply on a case-

provi si ons that

by-case basis. There are no absol ute

preclude a State law claim The Third

Circuit m sunderstood that basic principle.

The

def enses that the Vacci ne Act created

for manufacturers includes such things as a regul atory

conpliance defense for failure to warrant clains, a

| earned internediary doctrine that is instituted at a

nati onal | evel

the inmposition of coment k --

CHI EF JUSTI CE ROBERTS: What is -- |'m

sorry, M. Frederick. What's the point that you are

trying to make?

That because there are a whol e bunch of
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provi si ons designed to hel p manufacturers, that this one
can't possibly also be designed to hel p manufacturers?

MR. FREDERI CK: My point is that when one
| ooks at the specific |anguage of 22(b)(1) against the
backdrop of these other provisions, it's clear what
Congress was intending was to enact a national defense,
but not to displace State | aw conpletely. And the
question presented is whether, on a case-by-case basis,
t he design defect clainms that had been brought by the
Bruesewi t zes are displaced as a matter of | aw.

CH EF JUSTI CE ROBERTS: | woul d have t hought
t he argunment would go the other way: That because they
set up a conpensation schene, that was a good sign that
they didn't want to allow State | aw cl ai ns.

MR. FREDERICK: And if one |ooks,
M. Chief Justice, at sections 21, 22, and 23 of the
Act, what 21 provides is that the Claimant can el ect not
to accept the vaccine court judgnent. Section 22
provi des the standards of responsibility, and section 23
provi des the mechanisns for trial of the State | aw
claim And 23(e) provides that the evidence of the
vacci ne tabl e and what happens in the vacci ne court
shall not be adm ssible in the State [aw claim

JUSTI CE ALITO.  Section 22(b)(1) refers to

side effects that were unavoi dabl e even though the
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vacci ne was properly prepared and was acconpani ed by
proper directions and warni ngs.

If the term "unavoi dabl e" was intended to
carry its ordinary neaning, what need was there for the
rest of that |anguage: "Even though the vacci ne was
properly prepared and was acconpani ed by proper
directions and warnings"? |If it was inproperly prepared
or didn't have the proper directions and warni ngs, then
the side effects are avoidable. So that |anguage is
surplus, isn't it, if "unavoi dable" really neans
unavoi dabl e?

MR. FREDERI CK: What Congress was intending
to do, Justice Alito, was, with the word "unavoi dabl e, "
to use a word that had a settled neaning in the comon
|l aw. And that settled neaning referred to the design of
the product in light of the current state of scientific
knowl edge. That grew directly from coment k, the
section 402A of the restatenent of torts.

And in coment k, which tracked the
structure of the restatenent provision itself, the
general rule for the restatenment was strict liability
for dangerous products, quote, "although the drug is
properly manufactured or properly warned against.”

JUSTICE ALITO But isn't it true that at

the time, there was a distinct mnority view that you
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could not recover for design defects for vacci nes?

MR. FREDERI CK: There certainly was a

debate. The majority view, however, was to adopt

coment k as a defense to strict liability clains on a

case-by-case basis. And the cases that we've set forth,

| think, illustrate that, even the cases that the other

side cites. Several of them had been overrul ed by the

time the 1986

shift in favor

act took effect and there was a deci ded

in the case-by-case application of

comment k. And in the 1987 report, Congress nade very

clear it intended to preserve that case-by-case

approach. That is set forth at page 50 of our brief,

Justice Alito.

So when one | ooks at both the words that

Congress used

in 22(b)(1), the debates that occurred,

and the commttee reports that explained what Congress

is intending here, we believe the intent is unm stakably

clear to adopt

conmment k as a defense to --

JUSTI CE SCALI A: But you haven't really

answer ed Justi

ce Alito's question as to why the |ater

| anguage is not surplus. |If indeed it bears the

techni cal neaning you say that it -- that it bears, that

| at er | anguage is surplus.

MR. FREDERICK: It is not surplus if one

reads conment

k and understands what the drafters there
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were intending to get at, which was: |If, based on
current scientific know edge, the risks are unavoi dably
unsafe, neaning there is no way in science we can design
a safer product, there will be a defense to a cl ai m of
strict liability unless or provided that the product is
properly manufactured and warned against. This was a
provi so that was intended to ensure that the focus be
kept on the unavoi dabl e, unsafe aspects of the design of
t he vacci ne.

Now, the other side's view takes other words
of 22(b)(1) and renders them surplusage. And I am
| ooki ng now at page 19A of our reply brief, where we set
forth the statutory |anguage, if you.want to foll ow
al ong here. \What the other side's viewis that after
the word "if" followi ng the date of October 1, 1988 --
am at page 19A of the reply brief, the addendum

Under their view, all of the words that
follow the word "if" and through "even though" becones
sur pl usage, because under their reading the manufacturer
is relieved of all liability if, quote, "the vaccine was
properly prepared and was acconpani ed by proper
directions and warnings,"” and renders the entire concept
of unavoidability surplusage. So our view is that what
t hese --

JUSTI CE SCALI A: Say that again. | don't
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followit. Tell nme that again.

MR. FREDERI CK: Under their --

Justice Scalia, |ooking at (b)(1) on page 19A foll ow ng
t he date COctober 1, 1988.

JUSTI CE SCALI A: Right.

MR. FREDERI CK: Under their view, after the
word "if," the phrase "the injury or death resulted from
side effects that were unavoi dabl e even though" is
sur pl usage, because in their view of the statute
Congress created a conplete exoneration fromliability
I f the vaccine was properly prepared and was acconpani ed
by proper warnings. They took the concept of
unavoi dability conpletely out of the.statute.

And the word "unavoi dabl e" had a settled
meani ng. There were nunerous cases that had construed
that meaning in |light of the 20-year history of
Rest at enment section 402A. So --

JUSTICE GINSBURG: | take it that the
governnment is urging that "unavoi dabl e" means
unavoi dabl e in the vacci ne that has gai ned FDA approval .

MR. FREDERI CK: Justice G nsburg, that
position is incorrect. And there is enpirical evidence
I ndi cating that the manufacturers, Lederle's M.

Johnson, testified that the problemw th the '86 version

of the statute was that it allowed for design defects to
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10

go forward. And he urged there to be a regul atory
conpl i ance def ense.

CHI EF JUSTI CE ROBERTS: So you are asking us
to interpret this statute in light of his testinony at a
heari ng?

MR. FREDERI CK: What |'m saying is that
Congress had choices, and one of the choices was to
adopt a regul atory conpliance defense for design defect
clains, and it chose not to do that.

CHI EF JUSTI CE ROBERTS: It seens to ne the
| anguage supports the reading Justice G nsburg has just
suggested, or the governnent has just suggested, with
the use of the word "the." It says the effects of the
vacci ne were unavoi dabl e, even though the vacci ne was
properly prepared. Your position is, well -- the
question is whether it was unavoidable if you could have
prepared a different vaccine. But this says
"unavoi dabl e, even though the vaccine."

MR. FREDERICK: Right. And it is preceded

by the word "if," M. Chief Justice. And if --

CHI EF JUSTI CE ROBERTS: | don't see the word
il

MR. FREDERICK: It's right after the date,
1988. If the injury resulted from side effects.

So it is looking on a case-by-case basis in
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t hat context, whether the vaccine created the injury or
side effect that is being conplained of.

JUSTI CE SCALI A: M. Frederick, | have this
problemwith -- with your interpretation. As -- as has
been said, the governnent interprets "unavoi dable" to
mean unavoi dable with respect to the vaccine that has
been approved.

If it doesn't nean that, if it sinply neans
unavoi dable with some ot her vaccine, you could al ways
avoid themif you have a vaccine that is significantly
| ess effective. | nean, what other vaccine are you
conparing it with?

MR. FREDERI CK: Justice Scalia, let ne try
to clear this up in this way. All of these vaccines are
approved by the FDA. And the question is whether you
give a presunption of design correctness for all tinme
based on the FDA' s approval of that vaccine. This
vacci ne was approved in --

JUSTI CE SCALI A: | understand that, but the
plaintiff comes in and says, Look, you could have
elimnated this, this, and this, and these side effects
woul d not occur. O course the vaccine would only be
effective in 75% of the cases, but nonetheless, it was
avoi dabl e.

MR. FREDERI CK: And that's why the concept
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12

of unavoidability as a defense always rested on the
current State of scientific know edge. 1In the 1960s,
Lederl e signed --

JUSTI CE SCALI A: Well, that doesn't answer
my question. | acknow edge it rests on current
scientific know edge, but current scientific know edge
woul d enable you to design a drug that does not have
t hese side effects even though it's significantly | ess
effective, and there is no criterion as to how nmuch | ess
effective it has to be to qualify and so forth, whereas
the governnment's interpretation of the word ties it to
a -- to a particular vaccine.

MR. FREDERI CK: Justice Scalia, the way
t hese cases were construed, and we have cited themin
our reply brief, the standard was whether or not it was
as safe as a feasible alternative but was -- sorry, as
ef ficacious but safer as a feasible alternative. That's
how t he courts -- the State court --

JUSTI CE SCALIA: It has to be just as
effective?

MR. FREDERI CK: It has to be efficacious.

JUSTI CE SCALI A: Just as effective?

MR. FREDERI CK: Sure. | will concede that
poi nt .

The problem here was that an efficacious
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of the 1960s and the internal

docunents indicated that Lederle --

JUSTI CE SOTOMAYOR: You keep saying that.

But didn't | under

stand correctly that that drug was

wi thdrawn fromthe Japanese market in which it had

originally been --

MR. FREDERI CK: No. Let nme clarify.

There

desi gn defect clai

are two theories by which there was a

m  One concerned a product by El

Lilly called Tri-Solgen. That was a split cell vaccine

t hat was devel oped and sold in the 1960s. It was

demonstrated to have far | ess serious effects for

encephal opat hy and ot her residual sei-zure disorders and

pr obl ens.

JUSTI CE SOTOVAYOR: Was it proven that it

was as effective?

MR. FREDERI CK;: Yes, it was, and it had 65%

of the market.

JUSTICE GINSBURG. And could it be used for

all five -- there

are five inoculations in this series.

MR. FREDERI CK: That's correct.

JUSTI CE GI NSBURG: And only one of them was

not approved for t

he first three.

MR. FREDERI CK: That's the second one for

Justice Sotomayor.

This was an acel lul ar techni que that

Alderson Reporting Company
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14
had been studied in the United States in the 1950s and

eventual |y was devel oped by the Japanese in the 1980s.
That acellul ar techni que was eventual |y approved by the
FDA in the md-1990s and is now common in all of the

t hree-part VDAP vaccines that are currently on the

mar ket .

Qur point is that the scientists literally
knew about that acellular technique. They were
beginning to do tests, but they didn't aggressively do
it for econom c reasons. And that has never been --

JUSTICE GINSBURG: If there is a safer
alternative, it nust be pursued regardl ess of cost?

MR. FREDERI CK: No, there is a
reasonabl eness standard. The standard of due care that
State law and tort has always had is: Wat does a
reasonabl e manufacturer do in the same or simlar
circunmstances? But that is a question, ultimtely, of
fact, whether or not the economcs --

JUSTI CE KENNEDY: In a question of fact in a
case-by-case deternm nation in every State, the
manuf acturers woul d probably be worse off under your
approach than if they didn't have the law at all,
because the | aw seens to at |east qualify section --
comrent K.

MR. FREDERI CK: Justice Kennedy, that was
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t he whol e design of the vaccine program because if you
channel l ed nost clainms into sonething that the

manuf acturers didn't have to defend agai nst or pay the
judgnments of, the thought was that the vast, vast
majority of people would never go to State court. And
it would only be in those rare circunstances |ike the
probl em we have here where the vaccine court awards
not hi ng that the Bruesewitzes even had to go to State
court.

Had they filed their claima nonth earlier
when residual seizure disorder was still on the vaccine
table, we wouldn't be here.

JUSTI CE G NSBURG:. Why was it taken off?

MR. FREDERI CK: There was a debate in the
scientific community. The Institute of Medicine
bel i eved that residual seizure disorder was nedically
proved to be a causative factor fromthe pertussis
conponent of the DTP. There was a di sagreenent of -- by
folks in the Secretary of Health and Human Services as
to whether or not that was sufficient to justify | egal
cause.

JUSTI CE GINSBURG. And so didn't the speci al
master find what -- in the conpensation proceedi ng that
causation had not been proved?

MR. FREDERI CK: Yes. And it was a
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proceedi ng, Justice G nsburg, that had allowed for no
di scovery agai nst the drug manufacturer.

JUSTI CE G NSBURG: Well, you -- you say that
I n court you could prove causation, since you had
di scovery, although you couldn't prove it before the
speci al master because discovery was very limted?

MR. FREDERI CK: That's our subm ssion. And
that was the design that Congress intended. That's why
what happens in the vaccine court under section 23(e),
as a matter of law, is inadm ssible in a subsequent
State court action.

JUSTI CE BREYER: And can you -- maybe this

Is a good point, but I would like to-.-know what your

response is. |I'mnot asking you in either a hostile nor
friendly way.

The -- assume for the noment that the
| anguage, | cannot find clear one way or the other. So

| think it's anbiguous. At that point, what is your
response, on that assunption that this brief on the

ot her side fromthe Anmerican Acadeny of Pediatrics and
21 other physician and public health organizations --
what the pediatricians here say is that, if you w n,
we're turning this over to judges and juries instead of
the FDA and other specialized agencies, that the result

could well be driving certain vaccines fromthe market,
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and basically, a lot of children will die. And that --
that's their claim

And | think that their |egal argunent there
is that wasn't Congress's purpose. Congress's purpose
was the contrary.

So | eaving the | anguage out of it, | would
like you to respond to what | would call that
pur pose-rel ated, fact-related argunent by these
particul ar people.

MR. FREDERICK: If | may, let me nake two
poi nts, Justice Breyer, the legal point and the policy
poi nt .

The legal point is: This Court's cases nmake
clear that there is a clear statenment principle. Before
Congress is presuned to have displaced State law, it
must act with a clear statenment. And that is true in
the El eventh Anendnent context as well as the preenption
context. So if you conclude there is anbiguity, we
should win --

JUSTI CE BREYER: Well, there is another case
on that where we are going to have to go into -- which
i's, does that nmean every bit of it has to be clear?

Does it nean the intent has to be clear? That's a
conplicated area. But | wll put that aside for the

nmonent .
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18

MR. FREDERI CK: Here, 22(a) answers that
gquestion as a matter of |aw, because it says the State
| aw provi des the general rule.

JUSTI CE BREYER: Ri ght . |'ve got --

MR. FREDERI CK: Now, that's the |egal point.
The policy point is that by channelling the vast
majority -- and the SG s brief says 99 percent of the
peopl e who go through vaccine court accept the judgnent
of the vaccine court.

And on the First Circuit, the Schaefer
deci sion -- which you wote, Justice Breyer -- said that

even in the instances in which people lose in the
vacci ne court, they may regard the hurdles and obstacl es
of the State court process to be so great that they
don't bother to try. It's difficult to win these kinds
of cases in State court.

JUSTI CE SOTOVAYOR: Expl ai n why.

MR. FREDERI CK: Because proving causation
and proving the availability, based on science, of an
alternative design is not sonmething that is a relatively
easy thing to do.

JUSTI CE BREYER: But that's -- that's why |
asked the question. Frankly, if | see the Acadeny of
Pedi atrics telling me one thing, and I in an earlier

case wwote the other thing, | do tend to think |I could
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have been wrong.

(Laughter.)

JUSTI CE BREYER: And that's -- that's why |
am asking you: |Is that the best you can find on the
ot her side, nanely something I once wote in a case? O
are there other -- are there other things?

(Laughter.)

MR. FREDERI CK: It happened in the nonent to
come to mnd, Justice Breyer.

(Laughter.)

MR. FREDERI CK: The point that I want to
make is that the threat of liability is only a realistic
one if there is a threat that there's actually going to
be paynent at the end. And Plaintiffs do not bring
cases to |l ose; they bring cases if they have a
reasonabl e prospect of w nning based on what the
evi dence woul d show a desi gn defect to be.

And so when Congress set up this system and
It exonerated the vaccine makers of 99 percent of al
cases that are going to go through this system cl ai m ng
defects or problens, if you ask manufacturers around the
country that you get a special defense against punitive
damages, you get a regulatory conpliance defense for
failure to warn, you have to have a trifurcated

proceedi ng, and you are not going to have to pay damages
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or defend the actions 99 percent of the tinme, nost
manufacturers in the United States woul d take that
bar gai n.

And so the question --

CHI EF JUSTI CE ROBERTS: It woul d depend, |
suppose, on what they thought the judgnments were going
to be in the 1 percent of the tine.

MR. FREDERI CK: And - -

CHI EF JUSTI CE ROBERTS: It doesn't take too
many $60 mllion verdicts to make you cone out on the
ot her side of your cal cul us.

MR. FREDERI CK: And that's why, going back
to the wording of the statute, M. Chief Justice, in
section 23, where Congress said for sonmeone who had
el ected not to accept the judgnent in 21, you get to go
to State court and try to prove your claim

JUSTI CE Gl NSBURG. Anyone could go to the
State -- | nmean, sonebody who won in the vaccine court
could go to court on the argunent that the anount was
i nsufficient, the anmount of conpensati on.

There is -- there is no forecl osure of
anyone to cone to court; is that right?

MR. FREDERI CK: That's correct. But you
have to fight through the defenses that Congress erected

in 22(b) (1), (b)(2), and (c), which are quite difficult
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def enses.

JUSTI CE ALITO. What woul d happen if a drug
manuf act urer sought FDA approval of an alternative
vacci ne and the injury occurred during the period while
t hat was under consideration by the FDA? That's --
that's just too bad?

MR. FREDERI CK: A harder case, but not one
that couldn't be proved under State |law. The negligence
I nquiry would | ook into whether or not a reasonable
manuf acturer would have tried earlier and nore
aggressively to obtain FDA approval.

Here, we think we can neet that standard,
because we had a drug that was on the market, the split
cells Tri-Solgen, that was proved to be safer and just
as efficacious, and it had been on the market until
Weth took it off, after Weth concluded that when it
purchased the rights fromEli Lilly it couldn't
manuf acture the vaccine Tri-Solgen in a way that it
woul d get it the profit streamthat it wanted.

JUSTICE GINSBURG In the -- when it was --
when Tri-Sol gen was owned by Lilly and you said that it
was approved and marketed, was that one avail able for
all five inoculations?

MR. FREDERI CK: Yes. Yes, Justice G nsburg.

That was used for all through the series for children's
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vacci nation for DTP.

And the problem here with the other side's
approach, fundanmentally, is that not only does it render
part of 22(b)(1) surplusage, and not only does it ignore
t he many benefits that manufacturers got, but at the end
of the day it allows for an exoneration fromliability,
even for manufacturers who know there is a safer design
avai | abl e.

And that fundanentally is sonething Congress
never woul d have i magi ned, that nmanufacturers woul d
I nvoke an inmmunity fromsuit, even when they knew --

JUSTI CE KENNEDY: Does the secretary -- does
the secretary have the authority to -- to withdraw
certification on the ground that it is no |onger safe,
fair, and potent?

MR. FREDERI CK: Yes, Justice Kennedy. There

JUSTI CE KENNEDY: You are assum ng that the
manuf act urer knows sonething that the secretary doesn't?
MR. FREDERI CK: No. Qur subm ssion,
Justice Kennedy, is that for many vaccines there is no
safer alternative, and there could be no design defect
claim But for those instances in which there is a
safer alternative, the burden under State law is for the

manuf acturer to act reasonably in pursuing the safer
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design, if that is avail able.

It's not -- there is no provision in the FDA
regul ations or under statute for the FDA to engage in a
conparative safety anal ysis.

CHI EF JUSTI CE ROBERTS: If the |anguage --

JUSTI CE SOTOVAYOR: Is there any provision
in the regulations that require a manufacturer to
w thdraw a drug earlier than when the FDA tells themto?

MR. FREDERI CK: Not that |I'm aware of.

JUSTI CE SOTOVAYOR: So this imunity would
conme along until they go to the FDA and say, Well, we've
gotten enough incidents to prove --

MR. FREDERI CK: That's correct. And this
very vacci ne, Justice Sotomayor, was taken off the
market in 1998. And the product that Weth used as the
substitute for it says in its package insert, this is a
safer vaccine than the Tri-Inmunol that we have taken
of f the market.

CHI EF JUSTI CE ROBERTS: But I'm not sure
that in nost cases you are going to be able to tel
I mredi ately -- you are marketing one vacci ne and
sonething else is being tested or about to be approved,
or it's on the market -- that that's safer.

Particularly since you have to | ook not only at --

whatever -- injury and nortality rates, but also
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efficaci ousness -- or efficiency, | guess -- in terns of
t he vacci ne.

So you don't know right away. Sonebody
comes in and says, Here's a different vaccine; your
vacci ne causes one death every 10,000 doses, or whatever
It is. And the other says, This is better; it's one
death every 12,000 doses. You say, Well, but ours is
nore efficient in stopping the vaccine.

Well, how nuch nore efficient? Well, it
depends on the judgnent of a jury.

MR. FREDERI CK: And the manufacturers wn
t hat case, probably, M. Chief Justice.

JUSTI CE KENNEDY: But -- .but you assune that
there is no clause or burden to the manufacturers who
defend these suits to assess settlenent offers. This is
a -- this is a trenmendous expense.

MR. FREDERICK: Only if you accept the --

JUSTI CE KENNEDY: It -- it may well be that
t he manufacturer has to settle a neritorious case; we
all know that .

MR. FREDERI CK: Yes. But, Justice Kennedy,
that's after an exhaustive process through which they
have gone through the vacci ne program and the person is
dissatisfied with the renedy that's provided.

So in these vast mpjority of cases, unlike
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drug cases where there is no channeling nmechanism here
the vaccine fund is designed to take care of the vast,
vast, vast mpjority of those kinds of clains. And it's
only in those rare circunstances where there would be a
State lawsuit.

If I could reserve the bal ance of ny tine.

CHI EF JUSTI CE ROBERTS: Thank you,
M . Frederick

Ms. Sullivan.

ORAL ARGUMENT OF KATHLEEN M SULLI VAN
ON BEHALF OF THE RESPONDENTS

MS. SULLIVAN: M. Chief Justice, and may it
pl ease the Court:

Congress enacted the National Chil dhood
Vacci ne I njury Act against the backdrop of a wave of
tort litigation that threatened to drive manufacturers
out of the business of providing the vaccine --

JUSTI CE SOTOMAYOR: So why didn't they make
t he vaccine court exclusive? There is plenty of
adm ni strative systens that make -- preclude State | aw
actions altogether and place you in admnistrative
proceedings. So if their intent was to drive out State
| awsuits, why not do that?

MS. SULLI VAN: Because, Justice Sotomayor,

the kind of lawsuits that caused Congress concern were
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the very kind of lawsuits that are expressly preenpted
by 22(b) (1), and that is design defect clains, which
have the exact problemthat was just being discussed.

For a design defect claim as Justice Scalia
poi nted out, the challenge that is brought to the
vacci ne that was approved by the FDA can be chal |l enged
as less safe than some alternative vaccine, bounded only
by the imagination of the experts. It was those design
defect clainms that were the problem Congress
preserved --

JUSTI CE SOTOVAYOR: So, how -- couldn't they
have taken care of that with Daubert? | nean, won't
nost of these cases get resolved on a notion for sunmary
j udgnment ?

MS. SULLI VAN: Not design defect clains,

Your Honor. Just to go back to 1986 and what the crisis
was. As the 1986 House report makes cl ear, the

manuf acturers were being driven out of the vaccine

busi ness, inperiling the nation's design -- vaccine
supply by design defect clainms that did survive sumrmary
judgnent. And that did |lead to the danger, as

Justice Kennedy pointed out, of settlenments. The key
poi nt about protection --

JUSTI CE SOTOVAYOR: Point nme to the FDA

regul ations or | aw where the FDA, in giving a license to
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or permtting a new vaccine, actually |ooks at whether
that vaccine is the nost efficacious way with the | east
serious harmto the population. |Is there a regul ation
that requires that judgnment by them before they issue
perm ssion to market?

MS. SULLI VAN: There is not, Justice
Sot omayor. \What the FDA is enpowered by regulation to
deci de under the Food, Drug, and Cosnetic Act is whether
the vaccine is safe and efficacious. Once approved --

JUSTI CE SOTOVAYOR: All right. What is the
notivation? |If there is no -- there's no approval
mechani sm for the FDA to | ook at that issue, what is the
nmotivation for manufacturers to voluntarily renove a
drug that is causing harmto the public before the FDA
acts?

If they are conpletely i mune under your
reading of this preenption statute, what notivates them
to act nore quickly?

MS. SULLI VAN: The Act itself. But
section 27 of the Act -- let nme just go back and
descri be what Congress did in 1986. It said, W have a
crisis, and it created three things to solve the crisis:
A preenption provision that said, Let's end the design
defect clains that are causing the problem Let's

provi de --
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JUSTI CE G NSBURG: Ms. Sullivan --

Ms. Sullivan, if Congress had wanted to do that, they
coul d have said sinply that no vacci ne manufact urer nay
be held civilly liable if the vaccine is properly
prepared and acconpani ed by proper directions and
adequat e warni ngs. That woul d have been the sinpl est
st at enent .

Congress didn't make that statenment. They
were asked to anmend the statute to make that statenent,
and they didn't. | nean, if you wanted to make it clear
that there is no design defect liability, then say that:
No civil liability unless inadequately -- inproperly
prepared, inproper directions, or warnings.

What they -- the |anguage that they used is
certainly, to say the |least, confusing. This
unavoi dabl e -- these side effects that were unavoi dabl e.
Well, why did they need to put that in there if what
t hey were concerned with was to cut out liability for
desi gn defects?

MS. SULLI VAN: Justice G nsburg, let's go
back to the text and put -- read the two cl auses
together. And our main point here is, as Justice Alito
and Justice Scalia have al ready pointed out, the
Petitioners render the "even though" clause surpl usage.

We read the two clauses together. And let's
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read them toget her agai nst the backdrop of the three

ki nds of product liability clainms that could be brought:
Desi gn defect, manufacturing defect, and failure to

war n.

The -- the statute references two out of the
three. And we -- we believe that -- and the Governnent
beli eves that the reason that was done was to say that
the third omtted kind of claim design defect clains,
were preenpted. The two that were allowed -- and,
Justice Sotomayor, this is what makes it different from
straight pure adm nistrative schenmes -- this does
preenpt defect clains, the omtted claim It allows
manuf acturing defect clainms and it all ows warning clains
subject to the presunption in 22(b)(2). Limted --

JUSTI CE KENNEDY: Under your view, when does
t he manufacturer have to cone forward and acknow edge
that there is a defect in the design?

MS. SULLIVAN:  Well, Justice Kennedy, the
manuf acturer is subject to ongoing reporting
requi rements under section 28 of the statute. And I
think that if you think there is anbiguity in the text,
as Justice Breyer suggests, we can go to the structure
of the statute. And let nme just nention a nunber of
features of the statute --

JUSTI CE SOTOVAYOR: Coul d you pl ease j ust
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answer that question? What is the notivation for the
manuf acturer to either continue the testing of their
product and voluntarily stopping it if a better design
has been found by soneone el se or even an inducenent for
themto find a better design if a conpetitor cones
around?

Because | don't see why they should stop
until they have caused as many injuries as they need to
before the FDA says stop.

MS. SULLIVAN:  Well, Justice --

JUSTI CE SOTOVAYOR: What is the inducenent
for themto do it voluntarily?

MS. SULLIVAN: Yes. First of all, Justice
Sot omayor, Justice Kennedy is correct, the FDA can order
removal fromthe market.

JUSTI CE SOTOVAYOR: | am not aski ng about
t he FDA.

MS. SULLI VAN: But the reason why --

JUSTI CE SOTOVAYOR: | said the
manuf acturers' notivations.

MS. SULLIVAN: And -- and, Justice
Sot omayor, the reason why the FDA has never had to use
t hat nuclear option is that it -- it works closely wth
manuf acturers |long before it needs to be used, and

that's because of the rest of the structure of the Act.
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| would like to focus on what Congress did
in 1986 in addition to --

CHI EF JUSTI CE ROBERTS: Before you get to
that, | think your answer to Justice Sotomayor's
question is: Nothing; the manufacturers have no reason
to take the vaccine off the market until the FDA tells
themto.

MS. SULLIVAN: That's not correct, Your
Honor. So the -- section 27. Section 27 distinguishes
vacci nes from other drugs. Section 27 says that the
Secretary of Health and Human Services shall -- shal
have an affirmative mandate to pronote safer vaccines
and to reduce the nunber of side effects.

And the Vaccine Act didn't just elimnate
desi gn defects --

JUSTI CE KENNEDY: But if the manufacturer is
slow or rem ss or negligent or willful in not giving the
i nformation to the Governnent, there is nothing the
I njured person can do. There is still conplete
preenption, under your Vview?

MS. SULLI VAN: OF design defect clains,
Justice Kennedy, but not of warning clains. And it
wll -- there are grave consequences if a manufacturer
wi t hhol ds know edge of adverse effects fromthe FDA.

Section 22(b)(2) --
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JUSTI CE SOTOVAYOR: Does the victim of that
wi t hhol di ng have a private cause of action? | don't see
anything in this that would give them --

MS. SULLIVAN: There is not a freestanding
cause of action. But if you look at 22(b)(2), you see
that the manufacturer will lose his -- lose its
presunption that its warnings were correct. It will be

subject to warnings suits in State court if it wthhol ds
information fromthe FDA wi thout the benefit of the
presunption.

JUSTI CE G NSBURG: The warning --

MS. SULLIVAN: And if you | ook at --

JUSTI CE G NSBURG. The warning -- the
warning claims, the manufacturing clainms, those are
al ways avoi dabl e.

MS. SULLI VAN: Al ways avoi dable. Exactly,
Your Honor .

JUSTI CE GI NSBURG: But -- so what can be --
the only thing that can be unavoidable is the design
def ect.

MS. SULLI VAN: That's exactly right, Your
Honor. And that's how the text makes sense.

To go back to the text, the text says there
are two kinds of avoidable side effects: Side effects

that come from i nproper preparation -- well, of course
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t he manufacturer can avoid those; it can prepare the
vacci ne better w thout contam nants -- and it can avoid
war ni ng defects by changi ng the warni ng.

JUSTI CE KENNEDY: The warni ng doesn't have
to say, "Warning: We could make sonmething better if we
wanted to."

(Laughter.)

MS. SULLIVAN: It does not. That's correct,
Your Honor. And that's because --

JUSTI CE SOTOVAYOR: O there is something
better on the market than this that won't cause that.

MS. SULLI VAN: But |ook. M. Frederick has
told a story that perhaps has m sled.the Court into
t hi nking there was a safer vaccine in the 1980s. There
was not.

And just to be -- just to tell the story of
a success in the way that FDA worked with the scientific
community and the national Governnment worked with
manuf acturers to produce a safer vaccine, it was the
Federal --

JUSTI CE G NSBURG: Well, can you -- can we
be concrete and concentrate on this Tri-Sol gen, which,
according to M. Frederick --

MS. SULLI VAN:  Yes.

JUSTI CE G NSBURG. -- Eli was producing, and
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It was available for all five inoculations. And then
Wet h bought it, and then --

MS. SULLI VAN: Justice G nsburg, Tri-Sol gen
was a split cell vaccine. It was manufactured and
produced by Lily in the 60s and withdrawn in the 70s.
But M. Frederick was incorrect that the Governnment ever
deened it as effective and safer than the whol esal e
vacci ne, Tri-Ilmmunol, that was adm nistered in this
case.

If I could refer Your Honor to page 19 of
t he Respondent's brief, we cite to 50 -- Federal
Regi ster 51051 and 52. That's where the FDA
specifically determ ned that Tri-Solgen was not safer,
was not safer, than Tri-Ilnmunol with respect to seizure
di sorders or other severe effects. It sinply nmay have
I nvol ved | ess |local effects |like fevers and rashes.

So there was never any governnent
determ nation that Tri-Sol gen was safer. In fact,
Tri-Sol gen cane off the market. Why? Because the
section 27 worked, the Federal Government worked to
pronot e safer vaccines.

JUSTI CE BREYER: How does it do that? Look,
| think a difficulty |I have is this. |[|magine vaccine X
saves 10,000 lives, but inevitably 20 children wll be

killed. That's inevitable. Time period one.
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Fi ve years passes. The manufacturer now
realizes he could save three of those five people. All
right. |Is there anything in the law that requires him
to tell the FDA that that is so?

MS. SULLIVAN: There is not anything that
requires himto tell the FDA that is so.

JUSTI CE BREYER: All right. If there is
nothing that requires himto tell the FDA what cones
al ong, what | think your opponent is saying is at that
noment, it is no | onger an unavoi dable harm and there is
nothing in this statute that says that unavoi dabl e
harnms -- that avoi dable harns are taken away fromthe
courts.

So what is your response to -- what is your
response to that? He's saying all the unavoi dabl e ones
are taken away, but not the avoi dable ones. And now we
have an exanple. So what is your response to that?

MS. SULLI VAN: That "unavoi dable" in the
statute is a termof art. And to the extent that
comment k is relevant at all, M. Frederick says, "Oh,
Congress was adopting comment k, the majority view"
Well, first, there was not a majority view

JUSTICE BREYER: |If you want to read it
especially to nmean unavoi dabl e and avoi dable. Let's

assume you are right about that, or let's assune it is
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at | east anmbiguous. |If that's so, then what is your
response to the question | raised before, that is: That
he says that if you allow judges and juries to decide
only the question of avoidability, there will not be the
harnms that the chil dhood pediatricians thought there
woul d be, because nost people will go to the courts --
to the vaccine court anyway. There are very few such
cases, and there will not be enough liability to drive
manuf acturers fromthe market.

You heard himrespond to that. What is your
response to that?

MS. SULLIVAN: First, there will be enough
liability to drive manufacturers fromthe market. Let
me correct sonme things that M. Frederick said that were
not true.

The vaccine court, 99 percent of those who
receive nonetary judgnents in vaccine court, the
adm ni strative no fault system do accept their award,
but what Congress was concerned about was those who | ose
in the adm nistrative system and then go take their
second bite at the apple in State court, whereas, as has
been nmentioned, they are not bound by any findings in
t he vaccine court. 23(b) says --

JUSTI CE BREYER: That's a m nor point, but |

t hought if you went into the vaccine court you had to
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sign sonething saying you weren't going to go into a
tort case. |'mwong about that?

MS. SULLIVAN: No. You go into a vaccine
court and there is an exhaustion requirement. 22(b)(1)
must add sonething to the exhaustion requirenent. W
say it adds an exenption preenption provision, but you
can elect at the end to take the judgenent or not.

Those who get noney in vaccine court, 99 percent take
it. What we are worried about is the 64 percent who
| ose in vaccine court.

JUSTI CE SOTOVAYOR: What do those 64 percent
do now? What is the percentage of those people who
actually go into court now?

MS. SULLIVAN: | can't answer that, Your
Honor .

JUSTI CE SOTOVAYOR: |s that because whatever
t he percentage is, proving causation is never easy --

MS. SULLIVAN: That's true, Your Honor.

JUSTI CE SOTOVAYOR: -- for non-listed --

MS. SULLIVAN: But there are 5,000 claimants
I n vaccine court now who claimthere is a relationship
bet ween the nmunps, neasles, and rubella vacci ne and
autism They have lost all six test cases and when the
I ndi vi dual cases are resolved, that is 5,000 potenti al

claimants in State court.
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Congress was worried about episodic waves of
fear about vaccines leading to future litigation. They
took care of existing Claimants with vaccine injuries
back in 1986 with the conpensation system The reason
they put in 22(b)(1l) was to prevent future litigation in
State court where manufacturers could be driven fromthe
mar ket by the fear of liability that had in 1986
I nvol ved the wi thdrawal of insurance, the escal ati on of
I nsurance costs, the wi thdrawal of one manufacturer from
t he vacci ne market.

And today there are very few vaccine
manuf acturers and the risk of the vaccine supply on
which the nation's protection from contagi ous di sease
depends, it depends upon the existence of that stable
supply of vacci nes.

JUSTI CE G NSBURG. |If Congress were so
clear, as you are describing it, then why didn't it
adopt the provision that said failure to devel op a safer
vacci ne woul d not be grounds for liability?

MS. SULLI VAN:  Your Honor, Justice G nsburg,
| think you have to ook to the rest of the structure of
the Acts to see what Congress did here. It did three
t hi ngs.

It made vaccines quite different from other

drugs. And this is not a situation where the FDA has to

Alderson Reporting Company



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Official - Subject to Final Review
39

nmoni tor 11, 000 drugs, of which it wouldn't even care if
they canme off the market. The governnment doesn't care
if --

JUSTICE GINSBURG: But it also was directed
to vacci nes.

MS. SULLIVAN: That's right --

JUSTI CE GINSBURG. The failure to develop a
safer vacci ne would not be grounds for liability, and
Congress didn't enact that.

MS. SULLI VAN:  Your Honor, Congress enacted
a preenption provision that we think it was in the four
corners of the provision of 22(b)(1), "preenpts design
defects."” It has a carveout for the.two kinds of suits
that are allowed, manufacturer and warning defects. The
clear holding of the rest of the text is that design
defect clains are precluded. Conpensation makes sure
t hat peopl e who do have injuries fromvacci nes are taken
care of.

The rest of the structure of the Act injects
t he Federal Governnment into driving the vaccine
devel opnent process in a way that it does not for other
drugs. Congress wants people to take vaccines. It
wants us to inoculate all our children. It wants us to
have conpensation to ensure people who are injured that

t hey can get sone noney to take care of their children's
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di sabilities.

But Congress wanted to make sure that it was
driving, that the Federal Governnent, the FDA, the
Centers For Disease Control, together with the AMA,
together with task forces, were driving research to nmake
saf er vacci nes.

JUSTI CE SOTOVAYOR: You are maki ng an
assunption that has a flawed prem se, which is that
their only concern was protecting the manufacturers.

MS. SULLIVAN: Not at all, Your Honor.

JUSTI CE SOTOVAYOR: It couldn't have been.

MS. SULLI VAN: They conpensate the victins.

JUSTI CE SOTOMAYOR: Not only do they
conpensate victins, but they permtted victins to go
into State court.

MS. SULLI VAN:  For manufacturing and warning
claims. For manufacturing and warning clains.

JUSTI CE SOTOVAYOR: No, no, no. That's your
assunmption. M point is that if we are tal king about
what the purpose was, you can't assune that --

MS. SULLI VAN: Two purposes: Conpensation
and the protection of the vaccine supply. Justice
Sot omayor, the clearest way that | --

JUSTI CE SOTOVAYOR: So what you are

suggesting is there is no conpensation for an injury
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t hat was avoidable in its normal sense, which is --

MS. SULLI VAN: No - -

JUSTI CE SOTOMAYOR: |If this drug had not
been sol d and anot her drug had been used the person
woul d have avoided their injury.

MS. SULLIVAN: Well, there is no such drug
here. Acellul ar vaccine was not approved by the FDA for
use in infants under two until 1996. It was approved
for children over two in 1991. That's because in this
country, we require clinical studies that weren't
required in Japan a decade earlier to nake sure that --

JUSTI CE SOTOVAYOR: It sounds to ne that
you're going to win on non-sunmary judgnent. | don't
see -- | do understand the cost of litigation. It can
be very, very onerous. So I'mnot trying to mnim ze
it, but | do think that there's a whole |ot of hurdles
in place before a plaintiff wins on one of these clains.

MS. SULLI VAN: Justice Sotomayor,
manuf acturing clainms and warning clains are susceptible
to summary judgnent. Design defect clains are not in
the same way. You are shadowboxi ng against an infinite
nunmber of theories about how there could have been a
saf er vacci ne.

But the clearest way | can say why

M. Frederick's interpretation can't be right is: |If
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you concede at | east one purpose was to protect

manuf acturers, to protect the vaccine supply, in
addition to conpensating the victinms, M. Frederick's
readi ng of 22(b)(1) does not serve that purpose. He
reads 22(b)(1) to |l eave manufacturers in the exact sanme
pl ace after the Act that they were before. Go to State
court. Try to show that there was --

JUSTI CE Gl NSBURG. They set up this whole
conpensati on schenme where everybody agrees -- | nean,

t he manufacturers got this conmpensati on scheme which
took nost of the cases out of State court.

So to say they were left just |like they were
bef ore, before they were exposed to all these clains --
now it's only to a very small part of them

MS. SULLIVAN: That's not quite right,
Justice G nsburg. The Act allows all |osers in vaccine
court to go to State court. There are 5,000 --

JUSTI CE G NSBURG. Yes, yes. | got that
answer from M. Frederick before. But nost of them
don't, because it's cheaper, faster, and working well.

MS. SULLI VAN:  For vaccine court w nners,
that's true. For vaccine court |osers, the fear was
that these |lawsuits would drive manufacturers out of the
mar ket, even if the manufacturers could win in the end.

For a preenption provision to do any work,
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It needs to attach at the beginning of the claim
22(e), for exanple, refers to bringing an action.
22(b)(1), to do any work to protect manufacturers, has
to attach to prevent the cause of action from being
br ought .

JUSTI CE KENNEDY: I'mstill not clear -- I'm
still not clear what answer you gave to
Justice G nsburg's question, saying: Wy didn't
Congress put this out in plain words: There should be
no liability for design? 1Is the answer sloppy drafting?
Are you reluctant to give that answer?

MS. SULLI VAN:  Well, Justice Kennedy, it
coul d have been drafted a different way and it would

have neant the sane thing. W think the best way to

read the two cl auses together "unavoi dable," "even
t hough,” is to refer to what comment k meant. Now,
comment k used the term "unavoi dable.” W know Congress

was t hinking about the term unavoi dable. W know that
because in the 1986 House report the congressional
conmmttee say we would like to enact the principle of
comment K

Well, what is the principle of coment K?
The principle of coment k is there are so products so
useful that we want themto stay on the market w thout

design defect liability. They can only be sued for
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manuf acturing or warni ng defects. Those are the only
two kinds of suits you can bring.

I n our view, comment k was Congress's
denom nation of vaccines as comment -- sorry, 22.1 was
t he denom nation of --

CHI EF JUSTI CE ROBERTS: Thank you,

Ms. Sullivan.

MS. SULLIVAN: -- as a comment k product.
Thank you.

CHI EF JUSTI CE ROBERTS: M. Horwi ch.

ORAL ARGUMENT OF BENJAM N J. HORW CH,
FOR UNI TED STATES, AS AM CUS CURI AE,
SUPPORTI NG THE RESPONDENTS

MR HORWCH: M. Chief Justice, and may it
pl ease the Court:

| think the Court finds itself actually
three-quarters of the way through the argunent w thout
actually hearing about the nost inportant federal agency
that is involved with this, which is arguably not the
Food and Drug Adninistration but the Centers for Disease
Control and Prevention.

And so with respect to the question about
what is it that is governing whether the -- whether
the -- the - a given vaccine is subject to the Act and

what are the incentives and who is actually nmaking the

Alderson Reporting Company



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Official - Subject to Final Review

45
deci sion and who is trying to determne if there's
sonet hing better that's out there that we should be
pursuing -- that is the mssion of the Centers for
Di sease Control and Prevention.
That is why Congress took the original
table -- the vaccines that are on the original table in

this statute were taken from CDC s recomrendati ons t hat
reflect CDC s expert scientific judgnent, based on the

I nput fromthe nmedical and scientific comunity, of what
vacci nes do we have that are the ones we should use to
protect the public health?

JUSTI CE BREYER: Do they get the information
fromthe manufacturers? And -- | nean, would they find
out if in fact there had been a change --

MR. HORW CH: Well --

JUSTI CE BREYER: -- and it was now -- there
is a safer alternative?

MR HORWCH. Well, let me -- let nme give --
kind of -- let me answer that in -- in tw ways.

The -- the first is that the -- the nature
of vaccine research is not sonething that manufacturers
do in a cloistered | aboratory somewhere. So it's
actually very unlikely to inmagi ne that a manufacturer
sonehow conmes uniquely into possession of this

know edge.
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| mean in fact, the Federal Governnment
spends billions of dollars doing vaccine research that
governnment scientists thenselves perform The
governnment sets the agenda for what are our targets for
devel opnent. The -- the research agenda to pursue the
acel l ul ar pertussis vaccine was sonething driven by the
Federal Governnent.

Federal Governnment made a choice and said
we -- we don't want manufacturers and our scientists
pursuing the -- the Tri-Sol gen approach and trying to
I mprove that. We don't understand that vacci ne very
well. We know the ultimte target needs to be the
devel opnent of an acellul ar vaccine, .and so that's the
research path that -- to go on

JUSTI CE BREYER: Suppose then that in --
suppose | look into this, which I will do, the CDC and
what they do. And suppose | becone convinced you are
conpletely right, that this is a governnment agency that
Is top of this and the chances of sonething going w ong
are very small and they will figure it all out, together
with the manufacturers. Suppose | conclude that.

VWhat do | do about this word unavoi dabl e?

MR. HORWCH:. Well | think --

JUSTI CE BREYER: Now | can't say that the

word unavoidable -- it's pretty hard to say that that
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wor d unavoi dabl e neans avoi dable; and | amin fact --
like to look to the purposes of this statute, that if
sonet hing says "day" | can't say it neans "night." And

SO -- so what --what is it about this word that allows
us to say that it's avoi dable?

MR. HORWCH Well, | think the answer to
that actually came in a question that Justice G nshburg
posed to M. Frederick, which is that unavoidable is
being used in the sense of okay; what are the vaccines
t hat FDA has approved that CDC has recomrended for
routine admnistration to children, and that are the --
and that are the ones that the Federal Governnment has
determ ned are appropriate therefore.to protect the
public health? And given that that is the state of
affairs that we are in, was this injury --

JUSTI CE BREYER: To show that -- remenber
they only want to say, because of special circunstances
this is an avoidable -- this is an avoidable injury. |
think I amright on that.

And -- and so the best place to | ook in your
opinion, for nme to | ook, to show that this word

unavoi dabl e i ncludes that avoidable claim is where?

MR HORWCH:. | think the way to understand
It is -- is to see that as the -- as the conmttee
report -- as the '86 commttee report says, that what
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Congress is trying to convey in using the word
unavoidable is it is -- it is respecting the principle
of comment k, which is the principle that socially
beneficial products that nonethel ess have these adverse
effects ought to be on the market and we ought not to
allow tort law to push them off the market, which is
exactly what --

JUSTI CE SOTOVAYOR: Excuse nme -- going back
to the point you just started with --

MR. HORW CH:  Yes.

JUSTI CE SOTOVAYOR: -- which was is this --
is the Control -- Disease Center, is it mking a
judgnent before it approves a drug for |icensing, that
it's the nost efficacious drug on market?

MR. HORW CH: CDC does not issue a |icense.

JUSTI CE SOTOMAYOR: No - -

MR. HORW CH: But the way the statute works
Is that the statute only covers, in its present form
the way -- I'mreferring now to the present version of
the provision in the statute that explains how vaccines
becone subject to the Act, because not all vaccines are.
The provision is in 14(e) of the Act, which | believe
may not be reproduced in any of the papers, but it
basically says that two things have to happen. One is

t hat before the vacci ne becones subject to either the
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conpensati on program or the preenption provision -- is
that CDC has to recommend it for routine adm nistration.
And that is a judgnent that CDC nakes with the advice of
the Advisory Conm ttee on | munization Practices.

JUSTI CE SOTOVAYOR: Where do | look at that?
At what docunents do | look at to nmake a judgnent that
in fact, CDC is doing what | ask, that it is |ooking at
t he question of whether this is the nost efficacious
drug with the | east adverse effects? |s that a judgnent
it's making?

MR. HORWCH: Yes. Yes.

JUSTI CE SOTOVAYOR: We know the FDA is not.
Are you representing to us right now.that CDC makes t hat
j udgnment ?

MR. HORW CH. CDC makes that judgnent and
announces it in a reasoned, published announcenent in
its official journal which is the Murbidity and
Mortality Weekly Report.

And so for every drug -- or excuse ne, for
every vaccine that it recomends for routine
adm nistration, it publishes a notice in its journal
explaining, this is -- these are the products that we
are recommending for routine use, this is the -- the
studies, this is the devel opnment of them this is our

basis for this determ nation. And so --
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JUSTI CE SOTOVAYOR: That woul d i ncl ude

conparisons to other drugs on the market?

MR HORWCH: Well, it -- there often won't
be other drugs actually on the market to conpare it to,
but there will be -- there will be a vast body of
scientific literature that again is not exclusively
within the manufacturers' control, because it has been
produced by the Federal Governnent, by other countries'
public health agencies, by academ c scientists, that CDC
will reference or its advisory committee will have
I ncorporated in its recomendati on.

CHI EF JUSTI CE ROBERTS: So it doesn't make a
determ nation that the one that they.are listing in
their norbidity report is better than one that's out
there? This is a situation where there were two of them
out there.

MR. HORWCH: Well, there -- there were not

two out there, M. Chief Justice. At the tine of this

there was -- there were two forns of the -- out there --
l"msorry, if |I can ask at what tinme you are referring
to?

CHI EF JUSTI CE ROBERTS: Well, the conparison
bet ween the vaccine that caused the harm and the one
that M. Frederick's client says was nore efficacious

and therefore the harns were avoi dabl e.
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MR. HORWCH: Right, and I'm not --

CHI EF JUSTI CE ROBERTS: There nust be a
situation where the Centers for Disease Control approve,
alert people to the fact that there is a particular
vacci ne that they think manufacturers should -- should
produce, and there is another vaccine addressed to the
sane di sease already on the market. That's never the
case? They nust inprove the vaccine --

MR. HORW CH: Yes, certainly.

CHI EF JUSTI CE ROBERTS: -- or we woul dn't
have this case.

MR. HORWCH: Certainly they do. And |
mean, the Federal Governnent --

CHI EF JUSTI CE ROBERTS: When they publish
that information in their weekly report, do they conpare
it both with respect to losses or nortality and with
respect to efficiency, with -- to the other vaccines on
t he market.

MR. HORWCH: Yes. Let nme give you an
excel |l ent exanple of that which is probably famliar to
the Court, that there are two types polio vaccines.
There is the Sabin vaccine, with is associated with
certain very rare but serious side effects but which is
extrenely efficacious at protecting a popul ati on, and

then there is the Sal k vacci ne, which is not associ at ed
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with those sane side effects, but is not as effective at
protecting the popul ati on.

Now CDC made a determ nation and this was a
determ nation in effect fromthe 1960s through the
1990s, that the Sabin vaccine -- the one that is, quote,
unquote, "less safe,"” was the appropriate one for use
because it better served the public health. Now as
polio -- nowthis is a dynam c process that CDC is
continually engaged in, and so as polio approached
gl obal eradication and you are not as concerned about
actual control of disease running in the community, CDC
transitioned its recommendation to the Sal k vacci ne.

So |l -- | think that answers the question
that the CDC is making determ nations in this regard in
a conparative way; and | think it would be extraordinary
then to have juries -- to have -- to imgine that
Congress set up a systemin which juries would
effectively be second-guessi ng decisions |ike that,
because CDC has nmde --

CHI EF JUSTI CE ROBERTS: It has not only
given that information; it has also said in its weekly
report that this is the one we want you to nake.

MR. HORW CH: Yes.

JUSTI CE BREYER: They are not |awyers; they

are scientists.

Alderson Reporting Company



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Official - Subject to Final Review

53

MR. HORW CH: Correct.

JUSTI CE BREYER: So they may not use these
exact words, but you are saying whatever word they use,
what they have is an ongoing process to say this is the
best vaccine available; is that right?

MR. HORWCH: Yes. And part of the on going
process, as we described in our brief, is a unique
system of nonitoring and foll owi ng up when there are
adverse events. So that we gave the exanple of the --

JUSTI CE BREYER: The comm ttees have
manuf acturers on them and Government scientists and
uni versity people and ot hers?

MR HORWCH |I'msorry?.

JUSTI CE BREYER: The comm ttees have
manuf acturers and Government scientists and university
prof essors and ot hers?

MR. HORWCH: M understanding is actually
t he manufacturers are -- are -- are relatively |ess
represented on these -- on these commttees. |In a sense
t hat the manufacturers are sonmetimes doing the
manuf acturing, but a ot of the research agenda is
really driven by the Federal Governnent.

CHI EF JUSTI CE ROBERTS: Thank you, counsel.

JUSTI CE G NSBURG. M. Horwi ch, would you --

woul d you explain one feature of this, it was the
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al l egation that there were an unusual nunber of adverse
reactions to the particular lot that this child' s third

vacci ne cane from and that those adverse reactions were

not disclosed to the doctors. And the doctors -- the
child's doctor said if | had known about the unusual
nunber of adverse reactions, | never would have used

t hi s vacci ne.

s there any actionable claimfor that, for
not disclosing that there were a number of adverse -- an
unusual nunber of adverse reactions to this particul ar
| ot .

MR HORWCH: If -- if | may?

CHI EF JUSTI CE ROBERTS: Sure.

MR. HORW CH: Yes, absolutely there is,
because that claimis either in the nature of a |abeling
claimor in the nature of a manufacturing defect claim
And the -- the district court here and the court of
appeal s both treated that question not under preenption
but on the facts, summary judgnment in this case was
granted purely on the absence of a disputed issue of
material fact --

CHI EF JUSTI CE ROBERTS: Thank you, counsel.

MR HORWCH. -- with respect to those
cl ai nms.

CHI EF JUSTI CE ROBERTS: M. Frederick, take
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five m nutes.
REBUTTAL ARGUMENT OF DAVI D C. FREDERI CK
ON BEHALF OF THE PETI TI ONERS

MR. FREDERI CK: Thank you.

The only |law cited by the Governnment today
was section 14 of the Vaccine Act. It is not reproduced
in the materials, but it is -- the title of section 14
Is a vaccine injury table. It's about recomendati ons
that the CDC makes as to which vaccines will be on the
vacci ne table, so that when the person goes throughout
vacci ne court process, you can | ook and determ ne
whet her or not on a no-fault basis the vaccine is |listed
on the table or not listed on the table.

JUSTICE ALITGO May | ask you this question
about sonething that M. Horwi ch said? Under your
understanding of this schenme, if a -- a person suffered
a very serious injury as a result of the Sabin vaccine
during the period when the CDC recommended t hat over the
Sal k vaccine, would the -- would that injured person
have a claimfor design defect if the person could --
coul d produce experts who said the CDC was w ong, that
t hey shoul d never have made this reconmmendation?

MR. FREDERICK: It's not that the CDC woul d
be wrong, Justice Alito. There is a difference between

strict liability and a no-fault arrangenment and where
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negl i gence woul d be asserted that a reasonable
manuf act urer woul d have cone forward with information
about a safer design.

So what Congress explicitly rejected and
they voted this down in the Energy and Commerce
Comm ttee was a regul atory conpliance defense solely on
the basis that the FDA had approved at the time --

JUSTICE ALITO. Well, this my be -- this
may be what Congress wanted and may be the better
policy, but your answer to ny question is that --

MR. FREDERI CK:  Yes.

JUSTICE ALITO. -- that would permt a |lay
jury relying on experts produced in court, the CDC got
this wong, the Salk vaccine was really the better one.

MR. FREDERI CK: Yes, yes, that would be a
vi abl e design defect claim And |let nme give you an
exanpl e right out of the Joint Appendix in this case.
In 1965 Lederle's researchers determne that Lily, the
Tri-Sol gen, had a "superior product,"” that's at page 245
of the Joint Appendix. That was in 1967. Eight years
| ater the internal scientists at Lederle wote a nenp to
t he head of Lederle and said we recommend that we
approach Lily for its pertussis vaccine process and/or
continue to bid on foreign contracts for this product

line with the intent of increasing vol une.
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They had nade the determ nation they were
not capable internally of doing a safer design and they
knew that for eight years and they nonet hel ess kept the
whol esal e pertussis in its market and the docunents in
this case indicate they did it for econom c reasons.

And t he whol e idea behind having design defect clains is
to put manufacturers to the duty of putting out safest
possi bl e products in |ight of what the science holds.

The CDC -- there are no regulations that the
Governnent cites in its brief or today saying that the
CDC does the kind of conparative analysis for safety
that is provided under State | aw design defect clains.

JUSTI CE BREYER: Their argunent is that the
CDC will do it better than juries. That's what | heard
hi m say.

MR. FREDERI CK: And, Justice Breyer, there
are now si x DTaP vaccines on the market that CDC doesn't
di stinguish between them but if it comes to pass that
the science would indicate that one of them was woefully
not as safe, and here, their argunent is that the
vacci ne industry is going to go out of business. This
vaccine that's at issue in this case was taken off the
mar ket in 1998.

CH EF JUSTI CE ROBERTS: | thought

M. Horwich told ne that the CDC does conpare new
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vaccines to the ones that are out in the market?

MR. FREDERI CK: He cited no | aw.

CHI EF JUSTI CE ROBERTS: You think he was
I ncorrect in that assertion. W can go back and | ook at
t hese weekly reports and they are either going to say
this is better than the one that's out there or they are
not .

MR. FREDERI CK: Yes. And if you conpare
that to what Congress wote in the statute, our
subm ssion is that Congress's words in section 22 take
precedence.

CHI EF JUSTI CE ROBERTS: |'mijust trying to
find out what your position is on that. Do they conpare
it to existing vaccines or not?

MR. FREDERI CK: We found no | aw t hat gives

the CDC the authority.

CHI EF JUSTI CE ROBERTS: [|I'm not aski ng about
law, |'m asking matter of fact.
MR. FREDERI CK:  \Whet her, |'m not.

CHI EF JUSTI CE ROBERTS: You open up the
weekly report.

MR. FREDERI CK: ' m sorry,
M. Chief Justice.

CHI EF JUSTI CE ROBERTS: \When you open up the

weekly report and it says this new vaccine is better
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vacci ne than the one that is out there or not?

MR. FREDERICK: |'m not aware that the CDC
does the kind of granular conparisons that would go to
the |l evel of safety that is at issue in this kind of
case. And that's what's inmportant here. W are talking
about trying to elimnate some of the nost horrifying
and horrible incidents of injury to vaccines that we
conpel children to take.

And the whol e idea behind Congress's schene
was to bal ance having vacci ne supply available with
provi ding a generous form of conpensation to those
persons who woul d be injured.

CHI EF JUSTI CE ROBERTS: Thank you, counsel.
The case is subm tted.

(Wher eupon, at 2:02 p.m, the case in the

above-entitled matter was submtted.)

Alderson Reporting Company



Officia - Subject to Final Review

60
A 3:1234:8 474 approached52:9 | 58:16
able 23:20 administration alternative 12:16 | appropriate autism37:23
above-entitled 44:20 47:11 12:17 14:12 47:13 52:6 availability
1:12 59:16 49:2,21 18:20 21:3 approval 9:20 18:19
absence 54:20 adminigtrative 22:22,24 26.7 11:17 21:3,11 | available 21:22
absolute 4:15 25:20,21 29:11 45.17 2711 22:8231341
absolutely 54:14 36:18,20 altogether 25:21 | approve51:3 53:559:10
academic50:9 admissible5:23 | AMA 40:4 approved11:7 avoid 11:10 33:1
Academy 16:20 adopt 7:3,18 10:8 | ambiguity 17:18 11:1518 13:23 | 332
18:23 38:18 20:21 14:3 21:.22 avoidability 36:4
accept 5:18 18:8 adopted4:1 ambiguous 16:18 | 23:22 26:6 27:9 | avoidable 6:9
20:15 24:17 adopting 35:21 36:1 41:7,8 47:10 11:24 32:15,16
36:18 adverse31:24 amend 28:9 56:7 32:24 35.12,16
accompanied6:1 484 499 539 | Amendment approves48:13 35:2441:1 471
6:6 8:219:11 54:1,3,6,9,10 17:17 arealr:24 47:5,18,18,22
285 advice 49:3 American16:20 | arguably 44:19 50:25
acdlular 13:25 | advisory 49:4 Amicus 1:22 2:11 | argument 1:13 avoided41.5
14:3,8 41:7 50:10 44:12 2:2,5,8,12 34,7 | award 36:18
46:6,13 affairs 47:15 amount 20:19,20 5:1217:3,8 awards 15:7
acknowledge affirmative analysis 234 20:19 25:10 aware 23:9 59:2
12:5 29:16 31:12 57:11 44:11,17 552
act 3182144 |afternoon34 | and/or 56:23 57:13,20 B
41851778 |agencies16:24 |announcement | arrangement b9:3 20:25
17:16 22:25 50:9 49:16 55:25 back 20:12 26:16
25:1527:8,18 | agency 44:18 announces49:16 | art 35:19 27:2028:21
27:19,2030:25 | 46:18 answer 12:4 30:1 | aside 17:24 32:23 384 48:8
31143919 | agenda 46:4,5 31:4 37:14 asked18:2328:9 | 984
42:6,16 44:24 53:21 42:1943:7,10 |asking 10:3 backdrop5:5
48:2122 556 | aggressively 43:11 45:19 16:14 19:4 251152911
action4:12 16:11 | 14:9 21:11 47:6 56:10 30:116 58:17,18 | bad21:6
P254324 |agrees49 answered7:20 | aspects 8:8 balance 25:6
actionable54:8 | AL 13,7 answers 18:1 asserted 56:1 59:10
actions 4:13 20:1 | alert 51:4 52:13 assertion58:4 | bargain20:3
25:21 Alito5:246:13 | anyway 367 assess 24:15 based81 11:17
acts 4:8 27-15 6:247:1321:2 |appeals54:18 | Assistant 1:20 18:1919:16
38:22 28:2255:14,24 | APPEARANC... | associated51:22 | 45:8
actual 52:11 568,12 1:15 51:25 baS!C 417
add 37:5 Alito's 7:20 Appendix56:17 |assume 16:16 | basically 17:1
addendum 8:16 | alegation54:1 56:20 24:1335:2525 | 4824
addition 31:2 allow5:1436:3 | apple36:21 40:20 basis4:1558 7:5
423 48:6 application7:9 | assuming22:18 | 10:2549:25
addressed51:6 | @lowed9:25 apply 4:15 assumption 55:12 5617
adds 376 16:1 29:9 39:14 | approach 7:12 16:1940:8,19 | bears 7:21,22
adequate28:6 | allows 226 29:12 |  14:22 22:3 attach43:1,4 beginning 14:9
administered 29:13 42:16 46:10 56:23 authority 22:13 431

Alderson Reporting Company



Official - Subject to Final Review

61
behalf 1:16,19 brought 5.9 26:5 | causation 15:24 24:12 257,12 | daims 3:234:20
24,710,1438 | 292435 16:4 18:18 31:344:6,10,14 | 59,14 7:4 10:9
25:11 55:3 Bruesewitz1:3 37:17 50:12,18,22 15:2 25:3 26:2
believe 7:1729.6 | 34,12 causative 15:17 51:2,10,14 26:9,15,20
48:22 Bruesewitzes cause4:11 15:21 52:2053:23 27:24 29:2,8,12
believed 15:16 315510158 | 32253311 54:13,22,25 29:13,13 31:21
believes29:7 Bruesewitz's 43:4 57:2458:3,12 31:22 32:14,14
beneficial 48:4 3:18 caused 25:25 58:17,20,23,24 39:16 40:17,17
benefit 32:9 bunch 4:25 30:8 50:23 50:13 41:17,19,19,20
benefits 22:5 burden22:24 causes 24:5 childhood 25:14 42:1354:24
BENJAMIN 24:14 causing 27:14,24 | 365 57:6,12
1:202944:11 | business25:17 | CDC46:16 children4:2 17:1 | clarify 137
best 19:4 43:14 26:1957:21 47:10 48:15 34:24 39:23 clause24:14
47:20 535 49:2,3,7,13,15 | 4194711598 | 2824
better 24:6 30:3 C 50:9 52:3,8,11 | children's21:25 | clauses28:21,25
305 332,511 | 11621313 52:14,19 55:9 39:25 43:15
452 50:1452.7 | 31,7 20:25 55:18,21,23 child's54:2,5 clear 55 7:11,18
56:9,14 57:14 252 56:1357:9,11 | choice 46:8 11:14 16:17
58:6,25 calculus 20:11 57:14,17,25 choices10:7,7 17:14,14,16,22
bid 56:24 call 17:7 58:16 59:2 chose 10:9 17:23 26:17
billions 46:2 called13:10 CDC's45.7,8 Circuit 3:154:17 | 28:1038:17
bit 17:22 capable 57:2 cell 13:10 34:4 18:10 39:15 43:6,7
bite 36:21 care 1414252 | cdls21:14 circumstances | clearest 40:23
body 50:5 26:1238:3 391 | Center 48:12 14:1715:6 254 | 41:24
bother 18:15 39:2,18,25 Centers 40:4 47:17 client 50:24
bought 34:2 carry 6:4 44:20 45:3 51:3 | cite 34:11 clinical 41:10
bound 36:22 carveout 39:13 | certain 4:14 cited12:14 5555 | cloistered45:22
bounded 26:7 case34,11 16:25 51:23 58:2 closely 30:23
Breyer 16:12 17201825 | certainly 7:2 cites7:757:10 | come 19:9 20:10
17:11,20 184 195211724112 | 28:1551:9,12 | civil 2812 20:22 23:11
18:11,2219:3,9 | 2419349372 | certification civilly 28:4 29:16 32:25
29:22 34:22 51:8,11 54:19 22:14 claim 3:16,19 56:2
35:7,2336:24 | 96:1757:5,22 | challenge 26:5 4:16521,23 | comes11:20
45:12,16 46:15 | 995,14,15 challenged26:6 | 841391510 | 24:4 305358
46:24 47:16 cases 7:5,6 9:15 | chances46:19 17:2 20:16 45:24 57:18
52:24 532,10 11:2312:14 | change 45:14 22:23 26:4 29:8 | comment 4:22
53:1457:13,16 | 17131816 | changing 33:3 29:12 37:21 6:17,19 7:4,10
brief 7:12 8:12 19:151520 | channeling25:1 | 43:147:2254:8 | 7:18,25 14:24
816 12:15 23:20 24:25 channelled15:2 | 54:15,16,16 35:20,21 43:16
16:19 18:7 251 26:1336:8 | channelling 186 | 55:20 56:16 43:17,21,22,23
34:11 537 37:23,2442:11 | cheaper42:20 | Claimant 5:17 44:3,4,8 48:3
57:10 case-by-case Chief 33,10 4:23 | daimants37:20 | Commerce 56:5
bring 19:14,15 41558759 5:11,16 10:3,10 | 37:2538:3 committee7:16
44:2 7:1110:25 10:20,21 20:5,9 | claiming 3:17 43:20 47:24,25
bringing 43:2 14:20 20:1323519 | 4:1119:20 49:4 50:10 56:6

Alderson Reporting Company



Official - Subject to Final Review

62
committees concentrate continue 30:2 courts 12:18 29:17 31:21
53:10,14,19 33:22 56:24 35:13 366 32:2039:16
common 6:14 concept 8:22 contracts56:24 | Court's17:13 41:20 43:25
144 9:1211:25 contrary 17:5 covers 48:18 54:16 55:20
community 15:15 | concern 25:25 control 40:4 created4:4,18 56:16 57:6,12
33:18 459 40:9 44:21 454 9:1011:1 27:22 | defects 7:1 9:25
52:11 concerned 13:9 48:12 50:7 51:3 | creating 4:12 19:21 28:19
compar ative 28:18 36:19 52:11 crisis 26:16 31:1533.3
234 52:15 52:10 convey 48:1 27:22,22 39:13,14 44:1
57:11 conclude 17:18 | convinced46:17 | criterion 12:9 defend 15:3 20:1
compare 50:4 46:21 corners 39:12 Curiae 1.22 2211 24:15
51:1557:25 concluded21:16 | correct 13:21 44:12 defense 3:25
58:8,13 concrete 33:22 20:23 23:13 current 6:16 82 4:205.6 7:4,18
comparing 11:12 | confusing 28:15 30:1431.8327 | 12256 8410:2,8 12.1
comparison Congress44,9 33:8 36:14 531 | currently 14:5 19:22,23 566
50:22 41356 6:12 | correctly 134 cut 28:18 defenses4:12,14
comparisons 7:10,15,16 9:10 | correctness 4:14,18 20:24
50:2 59:3 10:7 16:817:15| 11:16 D 21:1
compel 59:8 19:18 20:14,24 | Cosmetic27:.8 |D31 demonstrated
compensate 22:9 25:14,25 | cost 14:12 41:14 | damages19:23 13:12
40:12,14 26:9 27:21 28:2 | costs 38:9 19:25 denomination
compensating 28:8 31:1 35:21 | counsel 53:23 | danger 26:21 44:4.5
42:3 36:19 38:1,16 54:2259:13 | dangerous6:22 | pepartment 1:21
compensation 38:2239.9,10 |countries50.8 | date8:159:4 depend 20:5
475131523 | 39:2240:2 439 | country 19:22 10:23 depends 24:10
20:20 384 4317455481 | 41:10 Daubert 26:12 38:14,14
30:16,24 40:21 | 52:17564,9 | coursel1:22 DAVID 1:16 23 | describe 27:21
40:25 42:9,10 58:9 32:25 2:1337552 | described53:7
49:1 59:11 congressional | court 1:1,13 3:10 | day 22:6 47:3 describing 38:17
competitor 305 | 43:19 3:20,24 41,10 |death97 2457 | design3:14,16
complained11:2 | Congresss17:4 | 5:182212:18 |debate7:315:14 | 3:22596:15
complete 9:10 17:4 4435810 | 155,7,9 16:4,9 | debates7:15 7:183,89:25
31:19 59:9 16:11 18:8,9,13 | decade 41:11 10:8 11:16 12:7
completely 57 | consequences 18:14,16 20:16 | decide 27:836:3 | 1319151
9:13 27:16 31:23 20:18,19,22 | decided78 16:8 18:20
46:18 consider ation 25:13,19 328 | decision18:11 19:17 227,22
compliance4:20 | 215 33:1336:7,16 451 231 26:2,4,8
10:2,819:23 | construed9:15 36:17,21,23,25 | decisons 52:18 | 26:15,19,20
56:6 12:14 37:4,810,13 |deemed34:7 27:2328:11,19
complicated contagious 38:13 | 37:21,2538:6 | defect 3:16,23 29.3,8,17 30:3
17:24 contaminants 40:15 42:7,11 59 10:8 139 30:5 31:15,21
component 3:14 | 332 42:17,17,21,22 | 19172222 32:1939:12,15
15:18 context 11:1 44:151651:21 | 262491520 | 41:20 43:10,25
concede 12:23 17:17,18 54:17,1755:11 | 27:2428:11 55:20 563,16
42:1 continually52:9 | 56:13 293,381213 | 57:26,12

Alderson Reporting Company



Official - Subject to Final Review

63
designed3:11 52:11 DTP3:1415:18 | elect 5:17 37:7 56:17
4.6,1351,2 disorder 15:11 22:1 elected 20:15 excellent 51:20
25:2 15:16 due 14:14 Eleventh17:17 | exclusive 25:19
determination disorders 13:13 | duty 57:7 Eli 139 21:17 exclusively 50:6
14:20 34:18 34:15 dynamic52:8 33:25 excuse48:8
49:25 50:13 displace 5.7 D.C1.9,16,21 eliminate 31:14 49:19
52:3,457:1 displaced5:10 59:6 exemption 37:6
determinations 17:15 E gdiminated11:21 | exhaustion4:10
52:14 disputed54:20 |E21311 empirical 9:22 3745
determine 45:1 | dissatisfied earlier 15:10 empowered27:7 | exhaustive 24:22
55:11 56:18 24:24 18:2421:10 | enable 12:7 existed 13:1
deter mined digtinct 6:25 23:841:11 enact 56399 | existence 38:14
34:1347:13 distinguish57:18 | €asy 18:2137:17 | 43:20 existing 38:3
develop38:18 | distinguishes | €c0nomic14:10 | enacted 25:14 58:14
39:7 319 375 39:10 exoner ated
developed13:11 | district 54:17 economics 14:18 | encephalopathy | 19:19
14:2 doctor 54:5 effect 7.8 11:2 13:13 exoneration 9:10
development doctors 54:4,4 52:4 Energy 56:5 22:6
39:2146:5,13 | doctrine 4:21 effective11:11 | engage 23:3 expense 24:16
49:24 documents 132 | 11:2312:9,10 | engaged52:9 expert 45:8
die17:1 49:6 57:4 12:20,22 13116 | ensure 87 39:24 | experts 26:8
difference 55:24 | doing 46:2 49:7 347521 entire 8:22 55:21 56:13
different 10:17 53:20 57:2 effectively 52:18 | epjisodic 38:1 explain 18:17
24:4 29:10 dollars 46:2 effects 52569 | eradication 53:25
38:2443:13 | doses24:5,7 9:8 10:13,24 52:10 explained7:16
difficult 18:15 | drafted43:13 11:2112:8 erected20:24 | explaining 49:22
20:25 drafters 7:25 13:1228:16 error 3:19 explains 48:20
difficulty 34:23 | drafting 43:10 311324 3224 | escalation 38:8 | explicitly 56:4
directed39:4 drive 25:16,22 32:24 341516 | especially 35:24 | exposed42:13
directions 6:2,7 36:8,13 42:23 48:549951:23 | ESQ1:16,18,20 | exposes4:2
68822285 |driven26:18 52:1 2:3,6,9,13 expressly 3:22
28:13 38:6 46:6 53:22 | efficacious 12:17 | established4:14 | 26:1
directly 6:17 driving 16:25 12:21,2521:15 | ET 1:3,7 extent 35:19
disabilities40:1 | 39:20 40:3,5 27294814 | events 539 extraordinary
disagreement | drug 6:22 12:7 49:8 50:24 eventually 142 | 52:15
15:18 134 16221:2 | Sl24 14:3 extremely 51:24
disclosed 54:4 21:13 23.8 25:1 | efficaciousness | everybody 42:9
disclosing 54:9 278,14 41:34 | 241 evidence 5:21 F
discovered3:13 | 41:6 44:20 efficiency 241 9:22 19:17 fact 14:18,19
discovery 16:2,5 | 48:13,14 49:9 SL17 exact 26:3 42.5 34:1845:14
16:6 49:19 efficient 24:8,9 533 46:1 47:1 497
discussed26:3 | drugs 31:10 eight 56:20 57:3 | exactly 32:16,21 | SL:454:21
disease 38:13 38:2539:1,22 |€ither16:1430:2 | 487 58:18
A0:4 44:20 454 | 50:2,4 48255415 | example35:17 | factor 15:17
48:1251:3,7 | DTaP57:17 58:5 432 51:20 539 | facts 54:19

Alderson Reporting Company



Official - Subject to Final Review

64
fact-related17:8 | 36:1245:20 54:2555:2,4,23 | 19:2020:15,17 | happened19:8
failure 4:20 five 13:20,20 56:11,1557:16 | 20:1923:11 happens 5:22

19:24 29:3 21:2334:1 351 | 582,8,15,19 26:16 27:20 16:9
38:18 39:7 35:2 55:1 58:22 59:2 28:20 29:22 hard 46:25
fair 22:15 FKA 1.6 Frederick's 32:2336:6,20 | harder21:7
familiar 51:20 flawed40:8 41:25 42:3 37:1,3,1340:14 | harm 27:3,14
far 13:12 focus 8.7 31:1 50:24 42:6,17 46:14 35:1050:23
faster 42:20 folks 15:19 freestanding 57:21 584 59:3 | harms 35:12,12
fault 36:18 follow8:13,18 324 goes 55:10 36:5 50:25
favor 7:9 91 friendly 16:15 going 17:21 head 56:22
FDA9:2011:15 | following 8:15 fund 4:6 25:2 19:13,20,25 health 15:19
144 16:2421:3 | 93538 fundamentally 20:6,12 23:20 16:21 31:11
21:5,11 23:2,3 | Food 27:8 44.20 22:3,9 37:141:13 45:11 47:14
23:8,11 26:6,24 | forces40:5 funded4:5 46:1948:853.6 | 50:.952:7
26:2527:7,12 | foreclosure future 38:2,5 57.21 585 hear 3.3
27:14 30:9,14 20:21 good 5:13 16:13 | heard 36:10
30:17,22 31.6 | foreign56:24 G gotten23:12 57:14
31:24 329 form48:1859:11 | G 31 govern 4:13 hearing 10:5
33:17 34:12 forms 50:19 gained9:20 governing 44:23 | 44:18
35:4,6,838:25 |forth75,128:13 | general 1:21 government 9:19 | held 3:15 28:4
40:341:7 47:10 | 12:10 6:2118:3 10:12 11:5 29:6 | help 5:1,2
49:12 56:7 forward 10:1 generous 59:11 | 31:1833:18 history 9:16
FDA's 11:17 29:16 56:2 Ginsburg 9:18 34:6,17,20 39:2 | holding 3:19
fear 38:2,7 42:22 | found 30:4 58:15 | 9:2110:11 39:2040:346:1 | 39:15
feasible 12:16,17 | four 39:11 13:19,2214:11 | 46:3,4,7,818 | holds57:8
feature 53:25 Frankly 18:23 15:13,2216:1,3 | 47:1250:8 Honor 26:16
features29:24 | Frederick 1:16 20:1721:20,24 | 51:1353:11,15 | 31:9 32:17,22
federal 3:254:12 | 2:3,1336,7,9 281,20 32:11 53:22 55:5 33:9 34:10
33:2034:11,20 | 4:2453,15 3213183321 | 57:10 37:15,18 38:20
39:20 40:3 6:1272,2492 | 3325343 government's 39:10 40:10
441846178 | 96,21106,19 | 381620394,7| 1211 horrible 59:7
47:12 50:8 10:2311:3,13 | 4281618477 | granted54:20 | horrifying 59:6
51:13 53:22 11:2512:13,21 | 53:24 granular 59:3 Horwich1:20 2:9
fevers 34:16 12:23137,17 | Ginsburg's438 | grave 31:23 44:10,11,14
fight 20:24 13:21,24 14:13 | 9ive11:16 323 | great 18:14 45:15,18 46:23
figure 46:20 14:2515:14,25 | 43114518 | grew6:17 476,23 48:10
filed15:10 16:717:10181 | 51195616 | ground 22:14 48:15,17 49:11
find 15:23 16:17 185,18 19:8,11 | 9iven44:24 grounds 38:19 49:1550:3,17
19:4 3054513 | 20:8,12,2321:7 | 47145221 398 51:1,9,12,19
58:13 21:2422:16,20 | 9ives58:15 guess 24:1 52:2353:1,6,13
findings 36:22 239,13 24:11 | 9iving 26:25 53:17,24 54:12
finds 44:16 24:17,21 25:8 3117 H 54:14,23 55:15
first3:20 4:3 33:12,2334:6 | 9lobal 52:10 Hannah 3:12 57:25
13:23 18:10 35:20 36:14 g05:1210:1 155 | happen21:2 hostile 16:14
30:13 35:22 42:19 47:8 1581721188 | 4324 House 26:17

Alderson Reporting Company



Official - Subject to Final Review

65
43:19 increasing 56:25 6:127:17 8.1 Justice 1:21 3.3 52:20,24 53:2
Human 15:19 indicate 57:5,19 |intent 7:1717:23 | 3:104:235:11 53:10,14,23,24
31:11 indicated 13:2 25:22 56:25 5:16,24 6:13,24 | 54:13,22,25
hurdles18:13 indicating 9:23 intermediary 7:13,19,208:25| 55:14,24 56:8
41:16 individual 37:24 4:21 9:3,5,18,21 56:12 57:13,16
inducement 30:4 | internal 13:1 10:3,10,11,20 57:2458:3,12
! 30:11 56:21 10:21 11:3,13 58:17,20,23,24
idea57:6 599 | indusry 57:21 | internally 57:2 11:1912:4,13 | 59:13
ignore 22:4 inevitable 34:25 | interpret 10:4 12:19,22 133 | justify 15:20
illustrate 7.6 inevitably 34:24 | interpretation 13:15,19,22,25
imagination26:8 | jnfants 41:8 11:4 12:11 14:11,19,25 K
imagine 34:23 | jnfinite 41:21 41:25 15:13,22 16:1,3 | kK 422 6:17,19
45235216 | information interprets 11:5 16:1217:11,20 | 7410,18,.25
imagined22:10 | 31:1832:9 invoke 22:11 184,11,17,22 | 1424352021
immediately 45:1251:15 | invoking 3:17 19:3,9 20:5,9 43.16,17,21,22
2321 52:21 56:2 involved34:16 20:13,17212 | 43234438
immune 27:16 | jnjects39:19 38:8 44:19 21:202422:12 | 483
immunity 22:11 | jnjured4:7 31:19 | involves3:11 22:16,18,21 | KATHLEEN
2310 39:2455:19  |issue 27:4,12 235,6,10,14 1118262510
Immunization 59:12 48:15 54:20 23:1924:12,13 | keep133
49:4 injuries30:8 38:3 | 57:2259:4 24:18,21 257 | Kennedy 14:19
imperiling 26:19 | 39:17 25:12,18,24 14:25 22:12,16
important 44:18 | injury 4:11 97 J 26:4,11,22,24 | 22:182124:13
595 10:24 11:1 21:4 | 3 1:20 229 44:11 27:6,1028:1,20 | 24:182126:22
imposition 4:22 23:25 25:15 Japan41:11 28:222329:10 | 29:15,18 30:14
improper 28:13 40:25 41:5 Japanese 13:5 20:15,18,22,25 | 31:16,22 334
32:25 47:15,18 55:8 14:2 30:10,11,13,14 | 436,12
improperly 6.7 55:17 59:7 Johnson 9:24 30:16,19,21 kept 8:8 57:3
28:12 inoculate 39:23 | Joint 56:17,20 31:3,4,16,22 key 26:22
improve46:11 | inoculations journal 49:17,21 | 32:1.11,13,18 |killed34:25
51:8 13:20 21:23 judgement 37:7 33:4,10,21,25 | Kind 25:25 26:1
inadequately 31 judges16:23 34:322 357,23 | 29:845:19
28:12 input 45:9 36:3 36:2437:11,16 | 57:11593,4
inadmissible inquiry 21:9 judgment 5:18 37:1938:16,20 | kinds 18:15 25:3
16:10 insert 23:16 18:8 20:15 39:4,7 40:7,11 20.2 32:24
incentives44:25 | instances18:12 241026:14,21 | 40:13,18,22,24 | 3913442
incidents 23:12 22:23 274 41:13,20 41:3,12,18 42:8 | knew14:8 22:11
59:7 Ingtitute 15:15 4584813493 | 42:16,18436,8| O3
include 50:1 instituted4:21 49:6,9,14,15 43:12 44:6,10 | know16:13 227
includes4:19 insufficient 54:19 44:14 451216 | 243,2043:17
47:22 20:20 judgments 15:4 46:15,24 477 43:18 46:12
incor por ated insurance38:8,9 | 20:6 36:17 47:16 488,11 49:12
50:11 intended6:3 7:11 | juries16:2336:3 | 48:1649:5,12 | knowledge 6:17
incorrect 9:22 87 16:8 52:16,1757:14 | 50:1,12,18,22 82 12:2,6,6
34:6 584 intending 5:6 jury 24:1056:13 51:2,10,14 31:24 45:25

Alderson Reporting Company



Official - Subject to Final Review

66
known 54:5 28:20,25 35:24 | lose 18:12 19:15 42:24 43.3 mechanisms
knows 22:19 35:25 32:6,6 36:19 45:13,21 469 5:20

level 4:22 59:4 37:10 46:21 50:7 51:5 | medical 45:9
L liability 3:22 6:21 | loser s 42:16,22 53:11,15,18,20 | medically 15:16
labeling 54:15 74 85,20 9:10 |losses51:16 577 Medicine 15:15
LABORATO... 19:12 22:6 lost 37:23 manufacturing | meet 21:12
17 28:11,12,18 lot 17:1 41:16 29:3,1332:14 | memo 56:21
laboratory 45:22 | 29:2 36:8,13 53:2154:2,11 | 40:16,17 41:19 | mention29:23
language 5:4 65 | 387,19 39:8 44:1 53:21 mentioned 36:22
6:97:21,23 43:10,25 55:25 M 54:16 meritorious
81310:11 liable 28:4 M 1:18 26 25:10 | market 135,18 24:19
16:17 17:6 235 | |icense 26:25 main 28:22 14:6 16:25 mid-1990s 14:4
28:14 48:15 majority 7.3 15:5 | 21:13,15 23:15 | million20:10
Laughter 19:2,7 | |icensing 48:13 18:724:25253 | 23:18,23275 | mind 19:9
19:10 337 light 6:16 9:16 35:21,22 30:15 316 minimize 41:15
law3:16,25 4:11 10:4 57:8 makers 19:19 33:11 34:19 minor 36:24
4:12,1316 57 | Ljlly 13:10 21:17 | making 40:7 36:9,13 38:7,10 | minority 6:25
5:10,14,20,23 21:21 44:2548:12 39:2 42:24 minutes55:1
6:1514:1522 | Ljly 34:5 56:18 49:1052:14 43:24 48:5,6,14 | misconstrued
14:2316:10 56:23 mandate 31:12 50:2,451:7,18 | 3:24
17:15182,3 | |imited16:6 manufacture 57:4,17,23 58:1 | misled 33:13
21:8 22:24 29:14 21:18 marketed21:22 | mission45:3
25:20 26:25 line 56:25 manufactured | marketing 23:21 | misunder stood
353486355 | |isted55:12,13 6:2386 344 | master 15:23 4:17
57:12582,15 | |igting 50:13 manufacturer 16:6 moment 16:16
58:18 literally 14:7 8:1914:16 162 | material 54:21 17:25 19:8
lawsuit 25:5 liter atur e 50:6 21:3,1022:19 | materials 557 35:10
lawsuits 25:23 | |itigation 25:16 22:25 237 matter 1:12 5:10 | monetary 36:17
25:25 26:1 38:2,541:14 24:19 28:3 16:10 18:2 money 37:8
42:23 lives 34:24 29:16,19 30:2 58:18 59:16 39:25
lawyers 52:24 | |ocal 34:16 31:16,23326 | mean11:6,8,11 | monitor 39:1
lay 56:12 long 30:24 331351389 | 17:22,2320:18 | monitoring 53:8
lead 26:21 longer 22:14 39:14 45:23 26:12 28:10 month 15:10
leading 38:2 35:10 56:2 35:24 42:9 mor bidity 49:17
learned4:21 look 11:20 21:9 | manufacturers 45:13 461 50:14
leave 42:5 23:24 27:12 321419512 | 51:13 mortality 23:25
leaving 17:6 325,12 33:12 9:23 14:21 15:3 | meaning 6:4,14 49:1851:16
L ederle 12:3 34:22 38:21 1921202225 | 6:157:2283 | motion 26:13
13:2 56:21,22 46:16 47:2,20 22:7,10 24:11 9:15,16 motivates27:17
L ederle's 9:23 47:21 495,6 24:14 25:16 means 6:10 9:19 | motivation27:11
56:18 55:11 58:4 26:1827:13 11:8 47:1,3 27:1330.1
|left 42:12 looking 8:129:3 | 30:20,243L5 | meant 43:14,16 | motivations
legal 15:20 17:3 10:25 49:7 33:1936:9,13 | measles37:22 30:20
17:11,13185 | |ooks54,157:14 | 386,12409 | mechanism4:9 | mumps 37:22
let's 27:23,24 271 42:2,5,10,23 25:1 27:12

Alderson Reporting Company



Official - Subject to Final Review

67
N official 49:17 pay 4.7 15:3 please 3:10 premise40:8
N21,131 Oh 35:20 19:25 25:13 29:25 prepar ation
national 4:22 5:6 | okay 47:9 payment 19:14 44:15 32:25
25:14 33:18 omitted29:8,12 | pediatricians plenty 25:19 prepare 331
nation's 26:19 once 195 27:9 16:22 36:5 point 4:24 5:3 prepared6:1,6,7
38:13 onerous 41:15 Pediatrics 16:20 12:24 14:7 8:219:1110:15
nature 45:20 ones35:15,16 18:24 16:13,18 17:11 | 10:17 285,13
54:15,16 45:1047:12 people 155 17:9 17:12,13 18:5,6 | present 48:18,19
need6:4 28:17 58:1 18:8,12 35:2 19:11 26:23,24 | presented5:8
30:8 ongoing 29:19 36:6 37:12 28:22 36:24 preserve 7:11
needs 30:2443:1 | 534 39:17,22,24 40:19 48:9 preserved 26:10
46:12 open58:20,24 51:4 53:12 pointed26:5,22 | presumed17:15
negligence 21:8 | opinion47:21 percent 18:7 28:23 presumption
56:1 opponent 35:9 19:1920:1,7 points17:11 11:16 29:14
never 14:10 15:5 | oral 1:122:2,5,8 | percentage 18:6 56:10 pretty 46:25
22:10 30:22 37251044:11 | 37:12,17 polio51:21 52:8 | prevent 385
34:17 37:17 order 30:14 perform 46:3 529 434
51:7 54:6 55:22 | ordinary 6:4 period 21:4 population27:3 | Prevention44:21
new1:18,18 27:1 | Organizations 34:2555:18 51:24 52:2 454
57:25 58:25 16:21 permisson27:5 | posed47:8 principle 3:17
night 47:3 original 45:5,6 per mit 56:12 position 9:22 4:17 17:14
non-listed37:19 | originally 13:6 permitted40:14 10:1558:13 43:20,22,23
non-summary Ought 485,5 per m|tt|ng 271 pOSSQSS| on45:24 48:2,3
41:13 overlooked3:20 | person4:11 possible 57:8 private 32:2
normal 41:1 overruled7:7 24:23 31:19 possibly 5:2 probably 14:21
notice 49:21 owned21:21 41:4 55:10,16 | potent 22:15 24:12 51:20
no-fault 55:12,25 55:19,20 potential 37:24 | problem9:24
nuclear 30:23 P persons 47 Practices49:4 11:4 12:25 157
number 2923 | P31 59:12 preceded10:19 | 22:2 26:3,9
311134122 | Package23:16 | pertussis3:14 | precedence 27:24
54:1.6,9.10 page 2.2 7:12 15:17 46:6 58:11 problems 13:14
numerous 3:20 812,16 93 56:23 57:4 preclude 4:16 19:21
915 341056:19 | petitioners 1:4 25:20 proceeding
papers 48:23 1:17 224,14 38 | precluded39:16 | 15:2316:1
0 part 22:4 42:14 28:24 55:3 preempt 3:22 19:25
02131 53:6 phrase 9.7 29:12 proceedings
obstacles18:13 | particular 1212 | physician16:21 | preempted3:18 | 25:22
obtain 21:11 179514 542 | place 25:21 26:1 29:9 process 18:14
occur 11:22 54:10 41:17 42:6 preemption3:17 | 24:2239:21
occurred7:15 | Particularly 47:20 17:1727:17,23 | 52:8534,7
21:4 23:24 plain 43:9 31:20 37:6 55:11 56:23
October 1:10 pass57:18 plaintiff 11:20 39:11 42:25 produce 33:19
8:1594 passes 351 41:17 49:1 54:18 51:6 55:21
offers 24:15 path46:14 Plaintiffs19:14 | preempts39:12 | produced34:5

Alderson Reporting Company



Official - Subject to Final Review

68
50:8 56:13 37:6 38:18 54:18 55:14 56:22 remove 27:13
producing 33:25 39:11,1242:25 | 56:10 recommendation | render 22:3
product 6:16 84 48:20,22 49:1 | quickly 27:18 50:1152:12 28:24
851392315 |provisons3:21 |quite20:2538:24 | 55:22 renders 8:11,22
29:2 30:3 44:8 4:165:1,5 42:15 recommendati... | reply 8:12,16
56:19,24 proviso8.7 quote 6:22 8:20 45:7 55:8 12:15
products 6:22 public 16:21 52:5 recommended | report 7:10 26:17
43:23 484 2714 4511 47:1055:18 43:19 47:25,25
49:22 57:8 47:14 50:9 52:7 R recommending 49:18 50:14
professors 53:16 | publish51:14 R31 49:23 51:15 52:22
profit 21:19 published49:16 | raised36:2 recommends 58:21,25
program4:4,5,6 | publishes49:21 |rare15:6 254 49:20 reporting 29:19
4:10 15:1 24:23 | punitive 19:22 51:23 recover 7:1 reports 7:16 58:5
49:1 purchased21:17 | Fashes34:16 reduce 31:13 represented
promote31:12 | pure 29:11 rates23:25 refer34:1043:16 | 53:19
34:21 purely 54:20 reactions 54:2,3 | reference50:10 | representing
proper6:2,6,8 | purposel7:4,4 54:6,10 references29.5 | 49:13
8219:12285 | 40204214 |read282125 | referred6:15 reproduced
properly 6:1,6,23 | purposes40:21 29:1 35:23 referring 48:19 48:23 55:6
6:23 86,21 47:2 43:15 50:20 require 23:7
9:1110:15 284 | purpose-related | reading 8:19 refers5:24432 | 41:10
prospect 19:16 17:8 10:11 27:17 reflect 45:8 required41:11
protect 4212 | pursue3:164:11 | 424 regard 18:13 requirement
433 45:11 465 reads 7.25425 | 52:14 37:4,5
47:13 pursued14:12 | realistic19:12 | regardless14:12 | requirements
protecting 3:21 | pursuing22:25 | realizes35:2 Register 34:12 29:20
40:951:2452:2 | 453 46:10 really 6:10 7:19 | regulation 27:3,7 | requires27:4
protection 26:23 | push48:6 53225614 | regulations 233 | 35:3,6,8
38:1340:22 put 17:24 28:17 | reason4:3 29:7 23:7 26:25 579 | research 40.5
prove 16:4,5 28:21385439 | 30:18223L5 | regulatory 419 | 45:2146:2,5,14
20:16 23:12 577 384 10:1,8 19:23 53:21
proved15:17,24 | putting 57:7 reasonable 56:6 researchers
21:8,14 p.m1:14 32 14:16 19:16 rej ected 56:4 56:18
proven13:15 59:15 21:956:1 relationship reserve 25:6
provide 27:25 reasonableness | 37:21 residual 13:13
provided4:9 85 Q 14:14 relatively 18:20 | 15:11,16
24:2457:12 | qualify 12:10 reasonably 53:18 resolved26:13
provides5:17,19 | 14:23 22:25 relevant 35:20 37:24
52021183 | question5:8 7:20 | reasoned49:16 | relieved8:20 respect 4:3 11:6
providing 25:17 | 10:16 11:15 reasons 3:19 reluctant 43:11 34:14 44:22
59:11 12:514:17,19 14:1057:5 relying 56:13 51:16,17 54:23
proving 18:1819 | 182,2320:4 | REBUTTAL remedy 24:24 | respecting 48:2
37:17 301315362 | 212352 remember 47:16 | respond 17:7
provision 6:20 36:4 43:8 44:22 | receive 36:17 | remiss31:17 36:10
23:2,6 27:23 477 49:8 52:13 | recommend 49:2 | removal 30:15 | Respondents

Alderson Reporting Company



Official - Subject to Final Review

69
1:19,23 27,11 |rule6:21 18:3 scheme 5:13 31:11 Solicitor 1:20
25:11 44:13 running 52:11 42:9,1055:16 |set5:1375,12 solve 27:22
Respondent's RUSSELL 1.3 59.9 8:12 19:18 42:8 | somebody 20:18
34:11 schemes29:11 52:17 24:3
response 16:14 S science 8.3 18:19 | sets 46:4 sorry 4:24 12:16
16:19 35:14,15 | S2131 57:8,19 settle 24:19 44:4 50:20
35:17 362,11 | Sabin51:2252:5 | grientific6:16 | settled 6:14,15 53:13 58:22
responsibility 55:17 82 12:2,6,6 9:14 Sotomayor 13:3
5:19 safe 1216 22:14 | 15153317 settlement 24:15 |  13:15,25 18:17
rest 6:5 30:25 26:71 279526 | 458950:6 settlements 23:6,10,14
38:2139:15,19 | 9720 scientists 3:13 26:22 25:18,24 26:11
restatement 6:18 | safer 3:1384 14:7 46:3,9 severe 34:15 26:24 27:7,10
6:20,21 9:17 12:1714:11 50:9 52:25 SG's 187 29:10,25 30:11
rested12:1 21:1422:7,22 53:11,15 56:21 | shadowboxing 30:14,16,19,22
rests 12:5 22:24,25 2317 | second 3:24 41:21 32:133:10
result 16:24 23:2331:12 13:24 36:21 shift 7:9 37:11,16,19
55:17 33:14,19 347 | second-guessing | show19:1742:7 | 40:7,11,13,18
resulted9.7 3413141821 | 52:18 47:16,21 40:23,24 41:3
10:24 38:1839:8 406 | secretary 15:19 | sde 5256977 | 41:12,18 488
right 9:5 10:19 41:2345:17 22:12,13,19 9810:2411:2 | 4811,16 495
10:23 184 96:3 57:2 31:11 11:21 12:8 49:12 50:1
20:22 24:3 safest 57:7 section3:255:18 | 16:20 19:5 Sotomayor's
27:10 32:21 safety 42 234 5:19,24 6:18 20:11 28:16 314
35:3,7,25396 | ©57:11594 0:17 14:2316:9 | 31:1332:24,24 | sought 21:3
41:25 42:15 Salk 51:2552:12 | 20:14 27:20 51:2352:1 sounds 41:12
46:18 47:19 55:1956:14 29:2031:9,9,10 | side's8:10,14 | special 15:22
49:1351:1 535 | save 35:2 31:25 34:20 22:2 16:6 19:22
56:17 saves 34:24 55:6,758:10 | sign5:1337:1 A7:17
rights 21:17 saying 10:6 13:3 | gections 5:16 signed12:3 specialized 16:24
risk 38:12 35915371 | see10:2118:23 | significantly specific 5:4
risks4:2 8:2 4385335710 | 3073225 11:10 12:8 specifically
ROBERTS33 |says10:1317 38:22 41:14 smilar 14:16 34:13
423511103 | 11201827 47:24 simplest 28:6 spends 46:2
10:10,2120:5,9 | 23162446 | sdzure 13:13 simply 11:8 28:3 | split 13:10 21:13
235,19 25:7 30:9 31:10 15:11,16 34:14 | 34:15 344
31:3 44:6,10 32:2335:11,20 | sense32:2241:1 | Situation38:25 | stable 38:14
50:12,22 51:2 36:3,2347:3,25|  47:953:19 50:1551:3 gandard 12:15
51:10,1452:20 | 48:2450:24 series13:20 Six 37:2357:17 14:14,14 21:12
53:2354:13,22 | 9825 21:25 doppy 43:10 standards 5:19
54:25 57:24 Scalia7:198:25 | serious 13:12 sow31:17 started48:9
58:3,12,17,20 93,511:3,13 27:351:23 small 42:14 state 3:16,18
58:24 59:13 11:1912:4,13 55:17 46:20 4:11,12,16 5.7
routine 47:11 12:19,22 264 | serve 42:4 socially 48:3 5:14,20,23 6:16
49:2,20,23 2823 served52:7 sold 13:11 41:4 12:2,18 14:15
rubella37:22 Schaefer 1810 | Services15:19 | solely 56:6 14:20 15:5,8

Alderson Reporting Company



Official - Subject to Final Review

70
18:2,14,16 substitute 23:16 7:23,24 testified9:24 11:16 20:1,7
20:16,18 21:8 | success33:17 aurplusage 8:11 | testimony 10:4 25:6 34:25
22:24 255,20 | sued43:25 8:19,23 99 testing 30:2 50:18,20 56:7
25:22 32:8 suffered55:16 22:4 28:24 tests 14:9 title 55:7
36:21 37:25 aufficient 15:20 | survive 26:20 text 28:21 29:21 | today 38:11 55:5
38:6 40:15 42:6 | suggested 10:12 | susceptible 32:22,23,23 57:10
42:1117 47:14 | 10:12 41:19 39:15 told 33:1357:25
57:12 suggesting 40:25 | system19:18,20 | Thank 3:925:7 | top46:19
statement 17:14 | suggests 29:22 36:18,20 384 44:6,9 53:23 tort 14:15 25:16
17:16 287,89 | suit 22:11 52:17 53:8 54:22 55:4 37:2 48:6
States1:1,13,22 | suits24:15 32:8 | systems 25:20 59:13 torts6:18
2:10 14:1 20:2 39:1344:2 theories13.8 tracked6:19
44:12 Sullivan 1:18 2.6 T 41:22 transitioned
statute9.9,13,25 | 259,10,12,24 | T211 thing 18:21,24 52:12
10:4 20113233 | 26:1527:6,19 |table52215:12 | 182532:19 | treated54:18
27117289295 | 281,22029:18| 456,6558,10 | 4314 tremendous
29:20,23,24 30:10,13,18,21 | 95:1313 things4:1919:6 | 24:16
35:11,19 45:7 31:8,2132:4,12 | 1ake 9182029 | 27.2236:14 | trial 5:20
47-2 48:17,18 32:16,21 33:8 252316 36:20 | 38:2348:24 | tried21:10
48:20 58:9 33:12,24 34:3 37:7,839:22,25 | think 7:6 16:18 | trifurcated19:24
statutory 8:13 355,18 36:12 34:2558:10 17:318:25 Tri-lmmunol
stay 43:24 37:3,14,1820 | 998 21:1229:21,21 | 23:17 348,14
stop 30:7,9 38:2039:6,10 |takenl5:13 31:4.34:23 359 | Tri-Solgen13:10
stopping 24:8 40:10,12,16,21 | 2314172612 | 38:2139:11 21:14,18,21
30:3 41:2,6,1842:15 | 3512163917 | 41:16 43:14 33:22 34:3,13
story 33:13,16 42:21 43:12 4517 57122 44:16 46:23 34:18,19 46:10
sraight 29:11 4478 takes8:10 47:6,19,2351:5 | 56:19
stream 21:19 summary 26:13 | talking 40:19 52:131558:3 | true6:24 17:16
srict 6:21 7.4 85| 26:2041:20 595 thinking 33:14 36:15 37:18
55:25 54:19 target 46:12 43:18 42:22
sructure 6:20 | superior 56:19 | targets 46:4 third 3:154:1,16 | try 11:13 18:15
29:22 30:25 supply 26:20 task 40:5 29.8 4.2 20:16 42:7
38:2139:19 38:12,15 40:22 | technical 7.22° | thought 5:11 trying 4:25 41:15
studied14:1 42:2 59:10 technique 1325 | 154206365 | 451 46:1048:1
studies41:10 Supporting1:22 | 14:3.8 36:25 57:24 58:12 59:6
49:24 2:11 44:13 tell 9:1 23:20 threat 19:12,13 | Tuesday 1:10
subject 29:14,19 | supports 10:11 33:163514,6,8 | threatened25:16 | turning 16:23
32:8 44:24 suppose 20:6 telling 18:24 three3:19 13:23 | two 13:8 17:10
48:21,25 46:15,16,17,21 | tells23:8 31:6 27:22 29.1,6 28:21,25 29:5,9
submission16:7 | Supreme 1:1,13 | tend 18:25 35:2 38:22 32:2439:13
22205810 | surcharges45 |tem633519 | threepart 14:5 40:21 41:8,9
submitted59:14 | sure 12:2323:19 | 43:17,18 three-quarters 43:15 44:2
59:16 39:16 40:2 terms 24:1 44:17 45:19 48:24
subsequent 41:1154:13 | test37:23 ties12:11 50:15,18,19
16:10 aurplus 6:10 7:21 | tested 23:22 time 6:25 7:8 51:21

Alderson Reporting Company



Official - Subject to Final Review

71
types51:21 45:10 49:23 11:14 145 warning 29:13 389
52:6 53.2,3 16:25 22:21 31:22 32:11,13 | withdrawn 135
U useful 43:24 31:10,1234:21 | 3211433334 | 345
ultimate46:12 | ysers 4:6 382,1524 395 | 33539:14 withholding 32:2
ultimately 14:17 39:17,22 40:6 40:16,17 41:19 | withholds 31:24
unavoidability v 44:4 456,10 a1 32:8
823913121 |v1534 479 48:20,21 | warnings6:2,7,8 | woefully 57:19
unavoidable 3:25 | vaccination22:1 | 51:17.21 559 8:229:12286 |won20:18
525631011 |vaccine 311,15 | 57:17581,14 28:13327,8 | word 3:24 6:13
6:138898,14 | 3:1844,1018 | 597 warrant 4:20 6:14 8:15,18
9:192010:14 | 518222261 |yaccinerelated | Washington1:9 | 97,14 10:13,20
10:16,18 11.5,6 | 658:9,209:11 4:8 1:16,21 10:21 12:11
11:9 28:16,16 9:2010:14,14 | yast 15:4,4 186 | wasn't 17:4 46:22,25 47:1,4
3219351011 | 10:17,1811:1,6 | 24:2525233 |wave25:15 47:21 481 53:3
35:15,18,24 11.9,10,11,17 50:5 waves 38:1 wording 20:13
43:1517,18 11:182212:12 | yDAP 14:5 way 3:14 5:12 83 | words 7:14 8:10
46:22,2547:1,8 | 13:1015:1,7,11 | yerdicts 20:10 11:14 12:13 817 43.9 53:3
47:22 482 16:9 18:8,9,13 | version9:24 16:15,17 21:18 | 58:10
unavoidably 82 | 19:1920:18 48:19 27:2 33:17 work 42:25 43:3
under stand 21:4,18 2314 | viable 56:16 39:21 40:23 worked33:17,18
11:19134 23:17,21 24:2,4 | victim32:1 41:21,24 43:13 | 34:20,20
41:14 46:11 245823252 |victims40:12,14 | 43:14 44:17 working 42:20
47:23 25:15,17,19 40:14 42:3 47:23 48:17,19 | works30:23
understanding 266,7,1819 | view6:257:3 52:15 48:17
53:1755:16 211292834 | 810,14,17,23 | ways45:19 worried37:9
under stands 31:6,14332,14| 96,929:15 weekly 49:18 331
1:25 331934:4,823| 31:.2035:21,22 | 51:1552:21 worse14:21
unique 53:7 36:7,16,17,23 443 58:5,21,25 wouldn't 15:12
uniquely 45:24 36:25 37:3,8,10 | yolume 56:25 went 36:25 39:151:10
United1:1,13,22 | 37:21,22383 | yoluntarily 27:13 | weren't 37:1 wrong 19:1 37:2
2:1014:1 20:2 38:10,11,12,19 30:3,12 41:10 46:19 55:21,24
44:12 39:8,2040:22 | yoted56:5 were 16:23 56:14
university53:12 | 41:7,23 42:2,16 weve 752311 |wrote18:11,25
5315 42:21,22 44:24 W wholesale 34:7 195 56:21 58:9
unmistakably 45:21 46:2,6,11 | want 5:14 8:13 57:4 Wyeth 1:6,6 3.5
717 46:13 48:25 19:1135:23 willful 31:17 21:16,16 23:15
unnecessary 4.2 49:20 50:23 43:24 46:9 win 16:22 17:19 34:2
unquote 52:6 51:5,6,8,22,25 47:17 52:22 18:15 24:11
unsafe 8:3,8 52:5,12 535 wanted21:19 41:13 42:24 X
unUSJa] 54:1,5 54:3,7 55:6,8 282,10 336 Winne‘s 4221 X 1:2,8 3423
54:10 5510,11,12,17 40:2 569 W|nn|ng 19:16
urged10:1 55:19 56:14,23 | wants 39:22,23 wins 41:17 Y
urging 9:19 57:21,2258:25 | 39:23 withdraw22:13 | Years 313351
use6:14 10:13 59:1,10 warn19:24294 | 238 56:2057:3
30:22 41:8 vaccines45 7:1 | warned6:2386 | withdrawal 388 | YOk 1:18,18

Alderson Reporting Company



Official - Subject to Final Review

72

$

$6020:10

0

09-152 1.5 34

1

18:159:3,4 20:7

1:001:14 32

10,000 24:5
34:24

11,000 39:1

121:10

12,000 24:7

1455.6,7

14(e) 48:22

1934:10

19A 8:12,16 9:3

1940s 3:12

1950s 14:1

1960s 12:2 13:.1
13:1152:4

1965 56:18

1967 56:20

1980s 14:2 33:14

1986 3:184.4 7.8
26:16,17 27:21
31:2 384,7
43:19

1987 7:10

10888:15 94
10:24

1990s 52:5

1991 41:9

1992 3:13

1996 418

1998 23:15 57:23

20:15
225:16,18 58:10
22(a) 18:1
22(b)(1) 54,24

7:158:11 20:25

22:4 26:2 374

38:539:12 42:4

42:5 43.3
22(b)(1)'s3:25
22(b)(2) 29:14

31:25 32:5
22(e) 43:2
22.144:4
235:16,19 20:14
23(b) 36:23
23(e)5:21 169
24556:19
2527
272720 31:9,9

31:10 34:20
2829:20

8

869:24 47:25

9

3

324
303:13

4

402A 6:18 9:17
442:11

5

5,000 37:20,24
42:17
50712 34:11
51051 34:12
52 34:12
552:14

2

6

220:25
2:0259:15
2034:24
20-year 9:16
20101:10
215:16,17 16:21

60s 34:5
64 379,11
65% 13:17

7

70s 34:5
75% 11:23

9918:7 19:19
20:1 36:16 37:8

Alderson Reporting Company



