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PROCEEDIL NGS
(2:11 p.m)

SPECI AL MASTER GOLKI EW CZ: As the Chi ef
Special Master of the United States Court of Federal
Clainms, | welconme all of you to this session on
vacci ne causati on.

|"mvery appreciative, not only of the
panelists, but all the help | received in putting this
session together, Linda Renzi fromthe Departnent of
Justice, Professor Meyers from George Washi ngton Law
School , and Ghada Anis fromM I ler & Associ ates
particularly for putting in a lot of time and hel ping
nme out.

|"d just like to nake a coupl e of
announcenents so that we can get started very quickly.
W have a lot to cover on this topic. W' ve spent
over 10 years doing it; we have three hours to discuss
it today. One is cell phones. 1|'ve been told to make
sure no cell phones. Turn themoff, please. The
other thing is food and drink. No food and drinks in
the room ot her than the paneli sts.

PARTI Cl PANT: How about cigars?

SPECI AL MASTER GOLKIEW CZ: No cigars today.
Lawrence Smth is not here, so no cigars today.

Let's see. The handouts that you received
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at your seats, those are sinply hard copi es of
everything that's been sent out to you el ectronically.
| will tell you that the noderators are assum ng that

you have read the bios and the fact patterns, so that

will not be delved into here. So if you haven't read
the fact pattern, get it out now-- it's only a
par agraph or two long -- and read it.

We are recording the session. W wll have

not only the materials but also a transcript of this
session. W wll nmake it available online for anybody
that's not only here, but we have a lot of inquiries
from peopl e who were unable to attend, so that will be
done.

|"d like to very quickly introduce ny
col | eagues so that you can see them Please introduce
yourself to them | even wwote them down. The | ast
time | did this | forgot one of them John Edwards.
Wiy don't you stand, John, so they know who you are?
kay. Laura MIlIman. There's Laura. Ceorge
Hastings? He was nmaking the wal k over behind ne
somewhere. GCkay. |I'msure he'll be in. Margaret
Sweeney? Margaret. And Richard Abell's up on the
bench.

I"d |ike to make a special announcenent for
my | ast colleague. M nost favorite | wll say. 1've
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spent 16 years with her. She's retiring in January.
It's a trenmendous loss for all of us, but it's a
tremendous gain for her famly, especially her
grandchi l dren. LaVon French, how about standing, and
pl ease join nme in an ovation.

(Appl ause.)

SPECI AL MASTER GOLKI EW CZ: There's George
Hastings. He's a little slow noving there. Ckay,
Ceor ge.

PARTI Cl PANT: A |l ong wal k.

SPECI AL MASTER GOLKIEW CZ: Hi s | ong wal k.
Okay. The other thing I'd Iike you to know is that we
are not going to break today. W' re going to nove
right into the second session. Gkay? So anybody that
needs that break, just quietly exit and cone on back.
And the panelists, you may want to nonitor your water
i nt ake.

(Laughter.)

SPECI AL MASTER GOLKIEW CZ: It's going to be
three hours we're going to go, and | was going to add
sonme crack about you could appeal to Judge Rader, but
he's not here right now | see Judge Wese -- oh,
there he is, there he is. Gkay. | was going to say,
based on ny current record of late, you can appeal to
Judge Rader and nore than likely I'd get reversed.
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Ckay. Wiy don't we started. Katherine
Reeves? \Where's Katherine?

M5. REEVES: Right here. Sonebody said they
can hear my mic, so |l don't think I really need it.
The one thing that the Chief Special Mster negl ected
to mention is apparently sonmeone has m stakenly picked
up Professor Westnoreland's ID, so if you have it
pl ease give it back to himbecause he needs it.

" mthe noderator for the Vaccine | panel
t oday, and each of the four panelists on the first
panel is going to tal k about causation-in-fact; what
does it take to establish a |ogical sequence of cause
and effect? They're going to talk about this, each
fromtheir own individual and uni que perspectives.

This part of the panel discussion is going
to last 90 m nutes, and then we're going to go on to
t he second panel. And then we're also going to have
sort of a joint panel discussion with both panels
| ooki ng at the hypothetical fact patterns in your
materials. And with no further ado, |I'mgoing to ask
Prof essor M chael G een to begin the discussion.

PROF. GREEN. Thank you, Katherine. As I
under stand, what |'m supposed to address is, what does
causation nean to nme or others in the |egal
prof ession, and how is that nmeaning distinctive from
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ot her people who are on the panel or other
di sci plines?

| resist the idea that there is any
difference in our usage of the word "causation"” anong
any of us. Now, in saying that, | should be qualified
and say, when | say "causation,” | mean cause-in-fact
which is what | understand we're discussing here. The
| egal profession has a long and tortured history of
torturing the term"proxi mate cause,” and |'m not here
tal ki ng about our usage of the word "proxi mate" cause.

And what | think causation nmeans, absent
sonme special cases, is that but for the conduct or the
agent of interest, the outcome or harm woul d not have
occurred. It's that sinple. That is, this idea, but
for the agent, is a necessary but not sufficient
condition for the outcone.

Now, having said that, as | often tell ny
students, the critical matter of causation is what |
think of as the fram ng of the causal inquiry
guestion, and in that respect, often different
di sciplines or for different purposes we may franme the
causal inquiry in different ways.

What do | mean by the fram ng question? The
fram ng question involves two "what"s on either side
of causation. The first "what" that needs to be
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identified is the event, the agent, the conduct, or
other intervention that we are interested in and
aski ng the causal question about. The second "what"
is the harm behavior, outconme, or other phenonenon of
interest that we want to know whether it was caused by
the first "what."

Now, in the area that I'minvolved in, tort
| aw, al nost always, that causal inquiry is framed in
the following way: Did the defendant's tortious
conduct, was the defendant's tortious conduct a cause
of the plaintiff's injury, whatever that was.

I n epi dem ol ogy, although I think
epi dem ol ogi sts use the term "causation” simlarly,
they frane it differently. Wat they want to know is
whet her the agent that they're interested in, the
intervention, was a cause of an increase in disease in
a group. They want to know whet her that agent did
i ndeed increase the incidence of disease in sonme group
that's bei ng studi ed.

And in both epidenm ology in sone recent work
by Sander G eenland and Jan Beyea, and in |aw, we may
be interested not in whether a disease was caused by a
toxi c agent, but whether the toxic agent accel erated
the onset of the disease. That is, the plaintiff
woul d have contracted breast cancer in five years,
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even without the intervention, but because of the
intervention, the agent, it accelerated its onset.

And of course, that reveals that wongfu
death clains are really wongful shortening of life
clainms, rather than wongful death clainms. Now, why
is toxic causation and proof of it different fromthe
nore traditional causal inquiries that we face, and,
let me pick out, in tort cases?

| want to consider an autonobile accident in
which a driver negligently runs into a tree and her
passenger gets out of the car with a broken arm The
passenger sues the driver for that broken arm That
causation issue is easy while off-table diseases that
ari se under the National Childhood Vaccine Act are
often very difficult.

Well, one reason | think they're different
i s because the mechani sm by which the injury occurs is
wel | understood when it cones to traumatic injury. W
know that certain traumatic events to the site can
result in a bone that has sone degree of brittleness
breaking. And we can describe it in nore detail if we
want ed, and we well understand that.

So we know fromthe nechani smand from
common experience that sudden blunt trauma is capable
of causing such harns, and if the plaintiff did not
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have a broken arm when she got into the car and had
one after the accident, it's pretty easy to rule out
ot her potential causes of broken arnms. That is, if

the driver wasn't carrying a great big sledge hanmer
in the front seat along the way.

By contrast, when it cones to di sease cases,
we al nost never have a full, and often it's less than
even a half decent, understandi ng of the nechanism
bi ol ogi cal nmechani sm by which that di sease progresses
from exposure to sone agent to manifestation of the
di sease. Soneday | think nol ecul ar biologists will be
able to tell us in sone degree of detail about that
pat hol ogy, about that process, but as the old
Honeywel | ad goes, that day is not today.

Oten, we don't know whet her the agent of
interest is capable of causing the disease in humans.
That's the general causation inquiry that courts have
undert aken and whi ch epi dem ol ogy and ani nal
toxi col ogy attenpt to answer. And then there's the
probl em of other background causes of the disease. |If
there are not, and the di sease occurs frequently
enough, it's not hard to figure out.

We figured out that the horrible epidemc of
birth defects, linb reduction defects, that occurred
in the early 60s were due to Thalidom de w thout a
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singl e epidem ol ogy study. Didn't need it, because
t he i ncidence of those kinds of outconmes was so rare
that it was easy once we identified the commbon agent
to figure out the causal relationship.

That's not the case when it comes to
di seases that exist due to interventions other than
the one we're interested in, and nost often that is
the case. Wen it's not, we have a signhature disease
and proof is relatively easy. Oten, those other
causes are unknown, as, for exanmple, in the fact
patterns that we have for today.

By the way, let nme just take, if | have it,
one mnute or two mnutes to say a word about the
controversy over threshold relative risks. Those of
you who work in the area know sonet hi ng about the
controversy over a mninumrelative risk of 2.0.
That's not about causati on.

It has enough epidem ologists that | talk to
when | say, well, we're infatuated with this threshold
2.0, they don't understand why. And that's because
the idea of a threshold relative risk of 2 is al
about a legal requirenent, namely the burden of proof,
the civil burden of proof which is a preponderance of
t he evi dence.

And that's where we get this idea that

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

11
there's sonet hing magi cal about a relative risk that
is sonething greater than 2. Those in the science
field don't understand that, and it's because they're
not interested in our standard of a preponderance of
t he evidence as the burden of proof.

MS. REEVES:. Thank you, Professor G een.

Dr. Halsey, if you would take up the discussion

DR. HALSEY: | would be happy to. | was
asked to address the issue of establishing causation
on the basis of scientific investigations, and this
I ong history of the evolution of the science of
assessi ng causal assessnent.

Sir Bradford HIl, who initially canme to the
concl usi ons that snoking caused |ung cancer in the
1960s, was the first to publish formal guidelines.
They have been revised several tinmes by
epi dem ol ogi sts and ot her scientists, and there are
ot her sciences that do cone into play, not just
epi dem ol ogy here.

These criteria have been accepted by the
scientific cormmunity and have been applied to many
different situations. There are nine criteria, all of
whi ch shoul d be considered, but no one criterion can
establish a causal association, and not all are needed
in order to establish a causal association. "Il just
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12
menti on each of those briefly.

One is the strength of an association, which
is a measure of whether or not that association is due
to chance al one or whether the risk that people have
for exposure to vaccine is greater with regard to
devel opi ng the outcome in question than to people who
don't receive the vaccine.

Consi stency i s probably the nost inportant
criterion, and that is, through different
i nvestigators working in different popul ations and
sonetines with different nethods come to the same
concl usi ons.

Specificity: Mst adverse events are a
defined clinical syndrone, and that's one of the
things that | sometines don't see in situations that
are being brought before the injury and conpensati on
program

Tenporality: There are two aspects to this.
One of themis that the disease onset shoul d occur
after exposure, which is self-evident and commobn sense
to anybody, but also that's there is usually a defined
wi ndow of tine when the increased risk of the event
occurs associated with the vacci ne.

Bi ol ogi cal gradient, dose response, that
actually applies much nore to the toxic exposure
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13
i nvestigations, but there is evidence that dose may be
a factor in increasing the risk of sonme adverse
events, whether it's the nunber of doses of vaccine or
whether it's the amount of certain conponents of the
vacci ne, including the vaccine agent, that may be
associated with increased risk of adverse events.

Plausibility: The issue here is whether the
adverse event is consistent with known biol ogic
effects that m ght explain this adverse event.

Coherence: Does the evidence all fit
together in a reasonabl e expl anati on?

Experi mental evidence nay be brought into
pl ay when there are additional studies, sonetinmes in
the |l aboratory, in animals, or even with interventions
wi t h humans.

And anal ogy, the last criterion, which is
also with weakest criterion, where we | ook at
situations and ot her biologic systenms such as ani nal
studi es or even analogy with other vaccines that m ght
be associated with certain adverse events.

We have two basic approaches to
i nvestigating individual cases for establishing what
you call causation-in-fact. Causation can be
established sonetinmes by definitive by |aboratory
tests. If not, then we | ook for a denonstrated
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14
i ncreased risk of the event in people who receive the
vacci ne versus those who don't.

For exanple, sone definitive |aboratory
tests include identification of the vaccine agent,
let's say, in a place where it shouldn't be, such as
in the spinal fluid for a child with encephalitis
foll owi ng nunps vacci ne, which has been known -- or
neasl es virus vaccine. The neasles vaccine virus in
the lung of an i munoconprom sed individual who has a
progr essi ve pneunoni a.

O her exanpl es exist. Mst recently, the
yel l ow fever vaccine virus isolated fromthe liver of
patients with hepatitis and other clinical syndrones.
In all of these investigations |ooking for a
definitive |l aboratory test, one nust be very careful
to rule out contam nation or the presence of
intercurrent illnesses due to other viruses, or wld-
type agents that al so could be causing the disease.

You can use these definitive tests to
actually rule out a causal relationship, sonething
that | don't see discussed in the other docunents that
have been brought in front of us. For instance, if
you do find a different agent that has been
responsi bl e for causing the disease in the tissue that
you exam ne, the tissue that's affected.
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Exanpl es of this are persistent infections
in the brain in children with neasles virus who have
had subacute scl erosi ng panencephalitis, or SSPE. To
date, all of the isolates are wild-type virus, even in
chil dren who have received the vacci ne and peopl e
t hought were possibly due to the vaccine virus.

Also with varicella. W can -- with the
varicella vaccine, sonetinmes it does cause a
persistent infection. It can conme out |ater as
shingles or zoster and you can't isolate the virus
fromthose diseases, but it also may be due to wld
t ype.

There are other agents which can cause sone
of the clinical syndromes which are suspected to be
caused by the vaccine, and | nentioned encephalitis.
West Nile virus, for exanple, has been found in people
who have had encephalitis that was tenporarily
associated with a vaccine of sonme kind or another. So
we need to be encouraging the use of these diagnostic
tests and whatever procedures are followed by the
deci sion made within the | egal profession. W
shoul dn't be di scouragi ng people to | ook for those
ot her agents.

And t he absence of any evidence of this
ot her agent doesn't mean that people have al ways
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| ooked for those other agents. There should be sone
st andards where people need to be | ooking for those
ot her agents. |In the absence of a definitive |ab
test, one can determ ne a causal association.

Most recently we' ve had a coupl e of
exanpl es: intussusception, the infolding of the
portion of the intestine on itself, associated with
t he rhesus rotovirus vaccine, and myocarditis
associated with the smal |l pox vacci ne. Those
concl usi ons have been reached by expert panels in the
| ast few nonths actually. They haven't yet been
brought fully in front of the Institute of Medicine.
We just happened to step into the right to comment on
t hem

But you need to, in those situations, you
denonstrate that the event occurs at a higher rate in
peopl e who have received the vaccine than other people
who are sim|ar who have not received the vacci ne or
controls. The strongest evidence cones from
random zed, doubl e-blind placebo-controlled trials
that are usually conducted before licensure of a
vacci ne. Randonization is probably our nost powerful
tool for ruling out all of the biases and ot her
vari abl es that we spent hours and days and years
evading in front of courtroonmns.
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But if you have random zation, you basically
go around those problens. You don't have those
probl enms. Unfortunately, these prospective trials are
l[imted in the nunbers of people who can be studied,
and so rare events are sonetinmes not detected, and not
detected until after licensure. Postlicensure, the
nost conmon approach is to do case-controlled studies
where the question you're asking is, are people who
have the disease nore likely to develop the outcone in
guestion than appropriately matched control s?

And there, we generate odds ratios, not
relative risk. There's been no discussion of odds
rati os, and odds ratios is an attenpt to approximate a
relative risk, but it is not the same. It is possible
sonetimes postlicensure to investigate these rare
events. There are cohort studies and sone ot her study
desi gns which we won't go into detail, but there
al ways are potential problens with selection bias and
a variety of others that nust be carefully exam ned
with regard to the nethods that were enpl oyed to
determ ne that they did not play a role in getting us
to a fal se conclusion, and fal se concl usi ons have been
reached by some such studies.

In the absence of a definitive test, it's
very difficult on an individual case al one, such as
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what is brought before the program to establish a
causal relationship. And that's part of the
conplaints that we hear, but it's just the nature of
science. And the decision should be science based.
It's very difficult to do that on a single case. And
there is no definitive test to investigate that.

One mi sunderstandi ng and one area of
di sagreenent with what | see happening in the |egal
systemis that the nunbers of such cases shoul d not
i nfluence the decision. |[If you only are |ooking at
peopl e who have an outconme, all of whom say that they
had received a vaccine soneti ne before they get that
outcone, it doesn't matter if you got 1, 10, 100 or
even 1,000 such cases. That does not constitute
evi dence that there is a causal relationship. And
that's because you don't know whether or not the risk
was i ncreased. One needs to have controlled trials.
Those nunbers can serve as a signal in order to
i nvestigate and conduct such controlled studies.

For exanple, the whole issue of multiple
sclerosis and hepatitis B vaccine. There are hundreds
of individuals who develop nultiple sclerosis at sone
time after getting hepatitis B vaccine, but the
careful scientific studies have shown that there is no
i ncreased ri sk.
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Peer review. Just a comment on a coupl e of
ot her issues where there nay be sone di sagreenent.
Peer review is inportant, but certainly it is not
sufficient evidence that good science has taken pl ace.
And as per the Daubert decision that we all have read,
peer review should provide an objective, independent
val i dati on

But a case report of a tenporal association,
even with a biologically plausible mechanism doesn't
really add to the evidence that m ght be brought in
front of the programwth regard to a single case
that's based primarily on tenporal association and
biologic plausibility. So other simlar cases really
doesn't add to the science even if there are peer
revi ewed publications.

There are sone studies that basically are
bad sci ence which are supposedly controlled studies,
but they were not conducted properly, that do get
publ i shed in peer review journals and do nmake it
t hrough the peer review process. Otentines,
especially with case reports, the editors and others
al l ow for specul ation of causal associations. There
are no guidelines at this time for publication of
t hese case reports. And oftentines people reporting
things are free to speculate far beyond what they
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shoul d and far beyond what the science allows.

The issue of rechall enge conmes up in sone of
t he readi ngs. Rechal |l enge data provides suggestive
evi dence of a causal relationship, but it's not
definitive. There can be disorders that are recurring
that m ght have occurred naturally and sone peopl e may
get sequential or repetitive doses of a certain
vacci ne such as influenza vaccine. And that does not
establish the fact, finding one or two or three such
peopl e who have had let's say relapses of nultiple
sclerosis, and they had a relapse within one or two
nmont hs after getting their annual influenza vaccine.
It does not necessarily nean there is an increased
risk there, as has been determ ned now in a couple of
recent publications. So in one case, it's very
difficult to determ ne whether or not rechallenge is
sufficient evidence for a causal relationship.

| also believe that the Elphin criteria
which are in the readings are insufficient and
i nappropriate to establish a causal rel ationship.
They use opinion, a |ogical sequence of cause and
effect and a nmedical theory -- those last two are both
biologic plausibility -- and a tenporal relationship
in the absence of other causes. One needs to | ook at
the other factors and take theminto account as well.

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

Comment on the relative risk greater than 2,
| hold to the belief that there is too nmuch credence
given to this nunber. The real question that should
be being asked is whether or not the evidence, the
scientific evidence, supports the fact that this
relationship is not due to chance alone. Mich greater
attention should be placed to the confidence interval.

There are studies that clearly show a
relative risk or an odds ratio of greater than two,
but they're based on two small nunbers and there isn't
sufficient power. That doesn't provide scientific
evidence that there's a causal relationship. O if
the matching of the controls with the cases was
i nappropriate, and that has happened to very good
epi dem ol ogi sts sonetinmes inadvertently, that's not
good evi dence of a causal relationship.

| also agree with Professor Green and sone
of the things that he's witten with regard to a
relative risk of 1 to 2, but not greater than 2,
doesn't disprove a causal relationship. Again, one
shoul d be | ooking at the confidence interval.

After general causality has been
establ i shed, and again, you use different term nol ogy
here, then the criteria for determ ning an individual
case are relaxed. Wen you know that a vacci ne can
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cause a certain disorder, then usually all we need is
evi dence that there was exposure to the vacci ne and
the disorder in question occurred at a defined tine
wi ndow that we know is a time when there's an
increased risk of this disorder recurring, and
sonebody has | ooked and there is an absence of
evi dence for other causes. Most of these make it into
the vaccine injury table, and those are the general
criteria that people use for putting things in the
t abl e.

The last comment I'd like to make is that we
need to be basing these decisions on conpensati on on
the basis of rigorous scientific evidence.
Conmpensati ng cases that are not based on good science
creates problens for many people. It creates false
expectations that people can have to cone to this
programto be conpensated for injuries or for
di sorders that occur that aren't based upon good
scientific evidence, and it pronotes fal se believe
regardi ng vacci ne safety, and the safety of vaccines.
It can cause harm and does influence sone peopl e not
to receive vacci nes who would benefit fromthose
vaccines. | think it also can contribute to flooding
the systemand a waste of all of our resources in
trying to deal with a nmultitude of disorders for which
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there isn't good scientific evidence of a causal
relationship. That's all | was planning to say.

M5. REEVES:. Thank you, Dr. Halsey. I'Il
ask Professor Westnoreland to pick up where you |eft
of f. Thank you.

PROF. WESTMORELAND: Thank you. | need to

begin with a few disclainmers. The views | present are

my own. They should not be construed to represent
past, present, or naybe sonmeday future enpl oyers.
That's nost notabl e because | still do work for
Congr essman Waxman and the Denocratic staff of the
Governnent Reform Conmmittee and the views |'m
expressing today are ny own and not his or that
conmittee.

The second disclainmer | should give is,

unli ke many of you, and many of the people on the

panel, the views | give are an abstraction. | don't
litigate, | don't usually work with people who

litigate, | don't usually work with people who work
with people who litigate. | work with the | obbyists

of people who work with people who work with people
who - -

(Laughter.)

PROF. WESTMORELAND: So |'m seven |evels
removed fromthe daily concerns of vaccine injury and
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vacci ne conpensati on.
And then the final disclainer | give you is

one that I warned Gary Col ki ewi cz about, is that ny

views are antique. | have not kept pace with the
field. | have not worked on vaccine injury
conpensation since -- well, not closely since 1994,

but Gary has invited nme because | worked on the
ori ginal enactnent of these statutes, and so |I'm
speaking fromthat historical perspective of
Congressional intent, Congressional activity,
Congr essi onal understandi ng of statutory
interpretation here.

So with those three disclainers, let ne
begin by saying I think it's inportant to renenber
that the programwas enacted for nultiple reasons, the
overall program It was enacted to provide
conpensation to injured people.

It was enacted to reassure patients, or by
and large the parents of patients, that adverse events
woul d be conpensated and thus, to the extent that fear
of unconpensated heal thcare costs was part of the
decision to immunize, that that would be renoved from
the parents' decision of immnization, and thus
encourage i muni zation. And then finally, to provide
limted liability conpensation for compani es and those
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who admi ni ster vacci nes.

Wth those three in mnd, | would then point
out that like all conprom ses especially Congressional
conprom ses, that the programis everyone's second
choice. The parents wanted uncapped liability, the
conpani es wanted an excl usive renedy and the
adm nistration at the tinme wanted no cost to the
program so it was everyone's second choice in trying
to cone to it.

Wth that understanding, | think that
there's a guiding mantra and in statutory
interpretati on when you observe that the |anguage is
per haps unclear, then you may in some people's
taxonony | ook at intent for a problemto be solved or
pur pose for the | egislation.

The guiding mantra | think in this one is an
overall goal to produce a systemthat is: quick and
sinple, in contrast to product liability litigation at
the tine; predictable, in contrast to the roulette of
[itigation in which one out of 10 people would get a
| ot of noney, and the other nine would get nothing, at
the tine; and generous, in order to encourage
petitioners to accept conpensation and in order to
nmeet the original goal of reassuring parents.

The perceived giant step at the tine of the
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enact nent of vaccine injury conpensation was the
table. This was sidestepping causation proof. It was
deemi ng causation. And | amrem nded when ny

prof essor said whenever the word "deem ng" comes up in
a court decision, Katy bar the door.

And it is doubly true when the Congress
comes up with the phrase "deened.” And I'm al so
rem nded of the Oxford Union statenent that dogs are
prohibited in the Union and any ani mal providing
service to the blind is hereby deened to be a cat.

That is indeed what the Congress did in
causation with the table. It was quick, sinple, and
predictable in the table, and it was generous. It was
not generous in dollars in the table per se, --
generosity in the conmpensation is in another section -
- but generous in the standards for deem ng causati on.
The tabl e was based on science, but the table was not
pure science. The table erred on the side of
conpensating both in injuries and in tinmeframes, and
for our purposes today, causation.

Those who voted for the program | think
woul d be very surprised to find that the nasters in
the court have ended up working so hard on off-table
cases. They were al nost an afterthought in the
creation, or a safety valve in the creation of the
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vaccine injury program It is perhaps anal ogous |
suppose to a rare event that does not show up unti
you have a nore robust statistical sanple.

But et me stay with that point for a second
because | think it's inportant in understanding

causation inside this program The table is a policy

docunent. It is not a scientific docunent. It did
not require a risk factor of 2. It did not require
the five prongs of Stevens. It does not now require

the Secretary to neet a preponderance of evidence
standard i n maki ng changes to the table.

And the standard for changes in the statute
for injuries, it's only about injuries associated with
vacci nes, not caused by vaccines. The tenptation
think in looking at this is to make the preponderance
of evidence decision on the basis of the generous
portion of the mantra and policy of the intent of the
pur pose of the problemto be sol ved.

But | don't think that's the Court's
decision to make as it's laid out in the statute.
Preponderance of evidence, as a couple of people have
al ready noted, neans, perhaps, a risk factor of 2
within well constructed statistical nodels. | don't
want to fall prey to insufficiently powered studies.

And in sonme ways it is up to the petitioners
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and others to take it el sewhere to get the generosity
for standards bel ow preponderance of the evidence. |
do want to point out that that's a legitimte decision
for the Secretary to nake. For policy decisions, the
Secretary could use a risk factor of 1.001 and deci de
to put sonmething on the table. And the Congress could
amend the table on the basis of other than the
preponderance of the evidence or strict causation
al so.

And they could use a risk factor of 1.001.
And i ndeed for policy reasons, harking back to one of
t he other cases, Congress could deemall events wthin
10 days of a vaccine to be vaccine related. They
could do that, but they didn't, and there are
significant downsides to sone such generosity whet her
it's done within the Congress, the executive branch or
the courts. There's obviously cost.

But nore inmportantly that | think would be a
policy concern here, reading the Congress's intent, is
the possibility of reification of causality. That the
public may come to believe that risk is substantial if
the Secretary deens causality, or if the Congress
deens causality. And they may in turn shy away from
i mruni zation, thus underm ning one of the other three-
prong principal purposes of the statute.
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| think for the Court there is no option to
avoi d the decision without adequate information and so
qui ckly | ooki ng down the cases that have been worked
within this and trying to figure it out with
Congr essi onal purpose, "sonme |inkage is necessary” is
one of the statenments here. And | think that's right.
Not just coincidental timng.

And full well know ng that unless the
background | evel of the event that we're looking at is
an absolute zero, that there will always be sone
coi nci dental conpensation going on, but that's the
generous part of the standard and an el ement of the
sinplicity.

The Stevens net hodol ogy, the five prongs, or
sonme variant of that | believe is perfectly conpatible
with the text and with the Congressional purpose of
the original enactnment. Establishnment of routine
tests of causality advances sinplicity and a
predictability test towards that goal

| don't think you can view Stevens or any
other variant of it as the exhaustive standard. That
is clearly not contenplated by the statutory |anguage
of their purpose, but it can be a guideline for
petitioners and respondents and if so, to inprove
sinplicity and predictability, I think it's
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appropriate to do so with the petitioners perhaps
| ooki ng el sewhere for generosity.

| would quickly say in conclusion that the

current Congress may feel quite differently about this

t han the Congresses for whom | used to work in
enacting this legislation. | think the evidence in
the smal | pox injury conpensation legislation that's
nore recently enacted shows that they indeed do feel
differently about that.

And with that understanding | would warn

people that there is a risk to taking requests to the

Congress instead of the executive branch or the courts

to fine-tune things. The Congress is a blunt
instrunment. It should not be used for fine-tuning
Sw ss wat ch constant nechani sns.

But having said that, | think that the
causation standard is one that needs predictability
and needs sinplicity and needs gui dance, and that
generosity is built into the table, and further
generosity should be built into the table changes.
Thank you.

MS. REEVES:. Thank you, Professor
Westnoreland. Finally, | ask Dr. Stratton to talk
about causation-in-fact. Thank you.

DR. STRATTON: Thank you. |'ve been asked
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to tal k about the analysis of causation fromthe point
of view of the Institute of Medicine conmttees. And
just to be clear, the IOMreports are reports of ad
hoc comm ttees of independent and unbi ased and
financially unconflicted national experts who
volunteer their tinme. They actually don't get paid
for all the work they do in preparing this nmaterial.

And I'mthe senior staff person who provides
manageri al and technical support to these conmttees.
And the commttees are a product of VAERS that |I'm
honored to be associated with. The IOMrole is that
of the protector of some inportant processes and
procedures that hel p assure high-quality reports.

The OM conmittees of the early 1990s, the
commttees that prepared the 1991 and 1994 reports as
requested in the '86 legislation were used to provide
evi dence; the evidence, say, for the table, for table
injuries and for review of the table. That was its
primary contribution.

And all those associations that didn't nake
it to atable injury are nowreviewed in this
causation-in-fact part of your program And the | QM
reports I know are used as evidence in this part of
your program the causation-in-fact part of your
program However, the IOM conmittees focus on a
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standard of causality and a scientific confort with a
conclusion that is nore relevant to table injuries
than to causation-in-fact cases.

The other conmttees have used a fairly
typical scientific or academ c approach to assessing
causality, as so nicely described by Dr. Hal sey, and |
t hi nk that none of the 1OMconmittees, and there have
been four of them since 1991, involved in these issues
woul d take exception at all to Dr. Hal sey's picture or
his presentation about the general principles of
causation particularly as based on epidem ol ogic
studi es, which has been what they focused on.

These causal ity assessnents are primrily
based on popul ati on-based epi dem ol ogi cal studies, and
Dr. Hal sey has told you what the hall marks of the best
of those studies are. Very occasionally have | OM
commttees had other data very strongly influence
causal conclusions; the challenge/rechall enge cases in
Pol Il ard and Sel by, the Australian carpenter who got
Quillain-Barré after the tetanus vaccine is a key
exanpl e, and there's a subsequent exanple in a case
report of twins who died after getting DPT in a recent
report the commttee has issued, but that's very, very
rare. And they take extrenely unusual circunstances
for sonething short of epidemologic studies to |ead

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

33
to the IOM conmittees to conclude there's a causal
rel ati onship.

The conmm ttee use very standard approaches,
as Neal just described, to assess in both the
i ndi vi dual papers for its strengths, its weaknesses,
its overall quality as well as the body of evidence
that is put forward to bear on causality. You can
make your concl usion about causality, and commttees
have, based on very few scientific papers if they are
strong and they're consistent and they're coherent and
they nmeet a ot of the other criteria that Neal
descri bed.

For exanpl e, the conclusions about nultiple
sclerosis followi ng hepatitis B vacci ne was not a huge
body of epidemologic literature that the conmttee
felt very strongly that it supported rejecting a
causal relationship. They just nade a concl usion
rejecting causal relationship there. There are other
ti mes when there are nany, many studi es and the
commttee was not able to add themup to the
definitive conclusion one way or anot her.

So it's not a nunber count as to how many
papers you have, how nuch evi dence you have. And
there's no magic fornmula for how a commttee adds
studi es up, you know, committees have not used formal
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rating schenes where you get an ultinmate score and if
you' re above 85 you pass. Those schenes don't exi st
and the commttees haven't used them

The conmi ttees have di scussed bi ol ogic
evi dence, as those of you who foll owed the reports
know, separately fromthe causality assessnents. The
epi dem ol ogi ¢ studies, but obviously, biological
t heori es and know edge of pathophysiol ogy and al
related fields of nedicine play a role in a
commttee's consideration of whether the epidem ol ogic
studies, particularly those that are finding positive
associ ation, make sense, again, as Neal described, in
how you' d think about the Bradford H Il criteria.

So the comm ttee thinks about biol ogy when
it evaluates the epidem ologic studies, but then it
treats biology as a separate entity in the way these
comm ttees have done their reports throughout the
years.

Wth regard to the material that the
Institute of Medicine conmttees have reviewed that
bear directly on causality, | think it is absolutely
true that 1OM comm ttees have been nore generous in
terms of the material that they review Sone of the
mat erial that they' ve included in their reviews would
not make the criteria that other evidence-based
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nmedi ci ne evi dence-based assessnent groups woul d even
consi der.

For exanpl e, case reports, VAERS reports,
uncontrol | ed studi es, and unpublished studies. There
are certain bodies who sinply woul dn't even count them
in the material that they would use, but the | QM
comm ttees have al ways done that to the best of their
ability. This was done in part so that it could never
be said a-ha, but if only you had reviewed this stack
of material you would have had a different opinion,
and al so because sonetines you learn very interesting
things fromthese other studies. They may not prove
causality, they may not weigh very heavily, but there
can be things to be learned fromthis other material.
And so committees have revi ewed them

One aspect of the causality conclusions that
is integral to the Institute of Medicine work in this
regard is there are category -- for those of you who
know t he nunberi ng system category two, which is the
evi dence is inadequate to accept or reject the causal
rel ati onship.

The comm ttees decided in 1991 with the very
first of these reports to work froma position of
neutrality. And what that neans is that the absence
of evidence of an effect does not translate into a
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conclusion that there is no causal relationshinp.

The conmm ttee requires epidem ol ogi c studies
t hat support no increased risk before they will say
that there is no risk fromthe vaccine. They don't
just look for the absence of a positive finding. And
| think that that's been very inportant and
occasional |l y m sunderstood as people |ook at the
summary judgnents of these conmttees.

Wth regard to the biologic nmechanisns, |
think that has played an inportant role in a | ot of
t he causation-in-fact cases, at least in sone of the
cases that 1've read. And by bi ol ogi ¢ nmechani sns,
these are not the epidem ologic studies, but the in
vitro studies, the animal studies, the human
experinmental studies or clinical studies that are
revi ewed.

At one tinme the 1OM conmttees categorized
t heir biologic evidence as theoretical or
denonstrative. | think that was the big chart in the
1994 report on adverse events. That was never
i ntended as anything nore than a sinple cut at
"there's no real evidence in biology that could
possi bly explain this relationship” versus everything
el se; there is sonme evidence of biologic results of
bi ol ogi cal studies that would be relevant to the
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adverse event in question.

The I muni zation Safety Review Comrittee in
its second report, which was the first report on
thimerosal, used the term"biologic plausibility,” and
it was found severely | acking and confusing to nost of
the its audience. There was no agreenent on what
"pl ausi bl e" neant, and no gradations of plausibility
expressed within that particular report.

So the beauty of having the sane group just
keep doing it over and over again for eight reports,
which this one group did, was that they could revise,
and refine, nore inportantly, their |anguage, but not
the way they viewed the evidence but how t hey
comuni cat ed their understanding of it.

The comm ttee noved to using the phrases

“"theory only" or "weak," "noderate," or "strong"

evi dence that biologic nechanisns are operative in
response to a vaccine that could |l ead to the adverse
event in question. Wthout a good understanding in
terms of physiology of the adverse event in question,
this is difficult. But the commttee's tried as best
it could, and for the nbst part, they were able to
find sonme biologic evidence that supports the theory.
That is not true for all of them of course.

There's no formal rating schenme for biologic
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mechani snms or biologic plausibility that exists as far
as | know. | hear there's sone efforts to work on it
now. Dr. Douglas Wed of the National Cancer
Institute has actually witten about this extensively,
about the problem of there not being a standard
framewor k for assessing the biologic evidence al ong
the lines of Bradford Hill criteria or sonething even
stronger such as other evidence-based criteria.

So this is a field of assessment, the
bi ol ogi ¢ evidence data, that is nuch | ess devel oped
t han causal inference. |It's been used so often in
medi ci ne and public health.

| just want to nake one, two parting
comment s about how the conmittees operate when they
prepare their reports. The commttees do not and have
never di scussed anongst thenselves, although | don't
know whet her they worry about it at night, the
implications of their conclusions for the conpensation
program whether as it applies to table injuries or to
t he causation-in-fact determ nations.

They do the best job they can at descri bing
what the science neans to them and what the |evel of
evidence is to them and they don't tal k about trying
to fit it into your system here of causation-in-fact,
or even the table injuries. They don't wonder if this
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is going to lead to awards or not |lead to awards, and
is it going to make sonebody a table injury or is it
going to throw out cases. They sinply don't discuss
t hat .

The conmittees nake no statenments about
causality or association other than those fornal
causal ity assessnents that | described to you; the
evi dence favors acceptance of a causal relationshinp,

t he evidence favors rejection of a causal

rel ati onship, and the evidence is inadequate. They
don't tie in the separate discussions of the biologic
t heori es and the biol ogic evidence with the
information that's fed into the causality concl usion
to a separate summary stat enment about whet her they
think it is nore likely than not that the vaccine can
cause the adverse outcone short of epidem ol ogic

evi dence that supports or rejects causality.

So they don't end up, and they never have,
with a statenment that is directly useful in the
argunent ati on of causation-in-fact, which is whether
or not this adds up to sonething that is nore likely
than not, nor have they ever, with the rare exception
of the case reports that they used in causality, nade
statenments about individual cases. And with those
case reports, of course, all they did was accept what
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was witten in those cases reports as evi dence.

| nmean, they don't nake judgnents about
i ndi vi dual cases even if they reviewed themthensel ves
as evidence, you know, presented to them under our
public sessions, or materials, that is. And | think
"1l stop there.

M5S. REEVES:. Thank you very nuch, Dr.
Stratton. The panels have done such a good job of
keeping within the tinme constraints that we ask them
to -- we have tinme to ask them a coupl e of additional
guestions. Actually, Professor Geen, I'd |like you to
ask you to address, what do you think are the nost
difficult issues with adjudicating cases such as this
i nvolving, as you put it, toxic causation, that exist
t oday?

PROF. GREEN. There's two, and they're
related. And actually, Kathleen -- right?

MS. REEVES: Yes.

PROF. GREEN: -- adverted to them and that
is, when does the evidence, whatever it is, justify an
inference -- and it is an inference, whether we use
Bradford Hi Il criteria, whether we're | ooking at
bi ol ogi cal mechani sm whatever we're | ooking at --
when does that evidence justify an inference that
causation exists, or on the other hand, when is it
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mere speculation, to put in the terns that judges and
| awyers are accustoned to.

We have that problemall the tinme even in
standard nondi sease cases. Sonebody falls down stairs
that are unlit, negligently unlit. D d the person
fall down because of the lack of light, or because of
cl unsi ness? And unfortunately, the person who fel
can't provide us any evidence because she's dead.
Courts have gone both ways on that question, that is,
whet her a reasonabl e inference could be drawn, whether
a jury could find that or not.

| think we face the sanme problem a very
simlar problem when we don't have very, very
power ful evidence, the sort of evidence that the | OV
woul d say, oh yes, it's established, or it's not, or
the evidence is unclear category that you're
describing. Yet the standard is the preponderance of
t he evi dence which nmay be less than the 1OM commttees
woul d want. That to me is a very, very difficult
guestion, one that | haven't sorted out in ny own
mnd. Wat is going to be sufficient to draw that
i nf erence?

The rel ated question is, how do we eval uate
bi ol ogi cal nechani sm evi dence? As Doug Wed persuaded
me, Kathl een, there's good bi ol ogi cal nechani sm
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evi dence and there's pretty cruddy bi ol ogi cal
mechani sm evidence. To put it another way, it's just
a hypothesis that sonmebody came up with when they were
taking a shower in the norning. And the difficulty
for us, frankly, is we don't know biology. And I'm
speaking for all the | awers here.

| don't know bi ol ogy, and ny eyes gl aze over
when peopl e start tal king about biol ogi cal nmechani sm
And t hat becones very specific to agent and di sease.
We can't just |learn epidem ol ogy or toxicological
met hods and understand it. Now we need to understand
i nside the body, which has al ways been nystery to ne.
So, to nme those are the two very, very difficult
things that we confront in these kinds of cases.

MS. REEVES: Thank you very much, Professor
Green. Dr. Halsey, you' ve been sitting here |istening
to the discussion. Are there any specific aspects of
sone of the criteria that have been suggested today
that could be used to | ook at cause-in-fact that you
take issue with, and if so, why?

DR. HALSEY: Well, | nentioned a couple of
i ssues regarding the overreliance on the relative risk
of better than 2, but | think we'll get to that with
the case that you have developed a little bit nore.
An additional one is the so-called absence of evidence

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

43
of other possible causes. There doesn't seemto be
any good criteria for what people should have done to
i nvestigate the case.

As | give a couple of exanples of
encephalitis, sonebody gets a particular vacci ne and
then 10 days | ater they devel op encephalitis. There
shoul d be an onus on the clinical evaluation of that
situation to |l ook for well-recognized causes of
viruses and other things that can cause encephalitis.
And t hat evidence shoul d be brought before the special
master who is review ng the case.

And | can envision the potential situation
of sonebody evaluating a patient and froma clinical
st andpoi nt and saying, well, they received X vaccine
10 days ago. They are subject to getting conpensat ed.
But if | happen to find that West Nile has caused it
t hen, you know, they're not going to get conpensated,
so | don't want to look for that. And that would be a
m st ake.

| can't say that that has ever happened, but
| think that there should be sone standard of what
studi es were done to | ook for recogni zed causes of
t hese diseases. | see in sone of the argunents that
peopl e say that there's an absence of evidence of
anything else. But in sone situations nobody | ooked,
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and you shoul d have sone obligation to | ook for what
is known to cause the disease.

| thought | would be disagreeing with
Prof essor Westnorel and on the i ssue of generosity, but
| actually don't think that | do. | agree that the
program shoul d be generous in the way that he
outlined, especially when |ooking at the w ndows of
time and there's an increased risk, if sonebody's on a
mar gi n, then you should get the benefit of the doubt
in those situations, and | think that that happens for
the nost part, and sone of the other issues.

And he, | believe, agrees with me on the
potential harm from giving conpensation for situations
where there really isn't great scientific evidence of
a causal relationship. And that's sonething that I
worry about. | think there is a natural tendency for
all of us to want to hel p peopl e who have been injured
by sonething, and that, before we had the injury
conpensati on program that did happen. Sone well

known cases, Reyes v. Weth with regard to polio. You

know, tenporal association between receiving an oral
polio vaccine and sonebody who got paral yzed, while in
that particular situation, they got a wild-type virus
fromthe child. But yet they were still conpensated.
The Judge decided that this fanily needed conpensati on.
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The conpensation program has hel ped
i mensely to get us past that kind of thinking, but we
must be cautious that we can do harm by
over conpensating. And so the nost inportant nessage |
woul d probably give is that greater information should
be provided on what the programis going to use. Wat
are the standards of science that -- what are the
standards that they're going to use to provide
conpensation? | think this effort today is a part of
that process and | hope that will nmake it easier in
the future.

| do believe that nost of the conpensation
shoul d be for the table injuries and that there is way
too nuch tinme and resources being spent on these
attenpts to get conpensation for off-table injuries.

MS. REEVES:. Thank you, Dr. Hal sey, and
thank you to all the panelists. | think now I'm going
to turn it back over to the Chief Special Master.

SPECI AL MASTER GOLKI EW CZ: Okay. Well, we
have a choice here. W're back on tinme track here.
We could take the break or go forward. M tendency in
trials is to just keep going because if you give
people a break they' Il just talk | onger and nore and
so forth, so --

(Laughter.)
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SPECI AL MASTER GOLKIEW CZ: |If we get done
earlier, so be it. There's a cocktail party to go to.

Qur next noderator, |I'mvery pleased. ']l
intrude a little bit on our friendship. He rem nded
me of it today as he started getting involved with the
materials what a difficult task he had to take on
here. Judge Randall Rader of the Court of Appeals for
the Federal Circuit. In a prior life, though, he was
a judge of this Court, a trial judge, and issued one
of the first causation-in-fact opinions. |'msure
you' d recogni ze hi munder the nanme of Strother. You
probably don't get to the point where you see who the
author is, but it's Judge Rader. So he is not newto
t hese i ssues, although he's kind of in the sane boat
as TimWestnoreland in that he's a little bit ancient
to the issues.

(Laughter.)

SPECI AL MASTER GOLKIEW CZ: 1'm sure he's
proud of it. As Professor Wstnoreland, he's right up
to speed |I'msure. Judge Rader, do you want to take
us to the next step?

JUDGE RADER: Do | have to sit here and
listen to you call nme ancient?

(Laughter.)

JUDGE RADER: W first need to hear froma
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few nore fol ks, and then we're going to | ook at our
problem The rest of our panelists, however, are
| awyers. That means we can ask nore of them Five
m nutes, John Kim

(Laughter.)

MR KIM | can't say hello in five mnutes.

(Laughter.)

MR KIM  You know, when we first started
this program when | first came into this rooml'd
never been involved in the vaccine program | was

very skeptical of the program of whether it was truly

a viable and worthy arena for vaccine victins. | have
become a supporter of this program |'m a chanpi on of
this program | think it is a programthat works, but

it is a programthat needs change.

It is a programthat is faced with a nunber
of cases that | don't think Congress ever intended to
be included in the Act. It is burdened with
devel opi ng science that shows that table injuries are
not going to be the primary focus of conpensation
i ssues anynore. They're going to be the off-table
i njuries.

And it brings in this whole debate, and this
whol e di chotony between the traditional systens of
recovery. On the one hand you have what Ms. Stratton
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and Professor Hal sey tal ked about and that's a | evel
within the scientific field of scientific certainty,
scientific confort. Mking sure it's statistically
significant. Making sure there's adequate power,
maki ng sure we get rid of the biases.

I n other words, you have to have
epi dem ol ogy to draw that causal relation, and that
epi dem ol ogy has to be sufficiently powered to about
99.5 percent. Unfortunately, in the |legal system you
have a burden of proof of a preponderance of the
evi dence; nore likely than not; fifty-one percent.

And it's within that great disparity when
sci ence begins to debate the legal side of it that
there has to be some sort of solution that we find,
especially in this program Because | think
underpinning this programis, as Professor
West nor el and tal ked about, an overwhel m ng presunption
of not only do we want to conpensate, not only do we
want to continue to pronote vaccinations, but there is
an overwhel m ng i ssue of public health.

W want a mechani sm and we want an avenue by
whi ch, froma public health standpoint, we can
determ ne what our policies are, whether our
vacci nations are safe. And if you take that fromthe
Act in part, then I'Il submt that the closer you cone
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to the Daubert standards, the closer you cone to the
traditional tort definitions with respect to
causation, the worse you beconme in terns of public
heal t h.

Proof of that is, when the Daubert opinion
was witten, when it was already to the Suprenme Court,
amci briefs were filed by doctors, physicians, public
health officials saying it was an anathema to public
health. To not act froma public health standpoint
until you have relative risk of 2.0 is reactive. It
is not proactive as public health should be.

| f you take this inherent conflict and then
you have to | ook at the state of the science or what's
avai l able to individuals who ultimately have to nmake a
determ nation with respect to causality. And there's
conflict within the source of that information.

We know i ndustry has its hand in science.

We know industry is facing some criticismfor
repression of studies, negative studies, for maybe

m srepresenting certain things. W know that the FDA
on the other hand is overworked, overtaxed,
under st af f ed, underfunded. And we know that even the
NI H has recently gone through a period where they're
in an abeyance right now on allow ng consulting
because there was too many unreported and reported
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conflicts between NIH, the studies they were doing,
and the manufacturers they were associated wth.

Those are all biases that have to be taken
into account. Those are all biases that often are
unaccounted for in epidemology. And if you want to
say within this programnow as we try and pronote a
new causation-in-fact standard that we're going to
require epidem ol ogy, that we're going to require an
increased relative risk of 2, then | think we run a
very dangerous course within the program because you
have to be able to test those biases, the conpounders,
things of that nature, and this programis not
established and set up to do that.

You have limts of discovery here. You
don't have the traditional in-depth exam nation that
you can do into the background behi nd these studi es.
And, you know, | know it sounds like |I'm attacking,
and | think to sonme extent, Special Master CGol kiew cz
expected nme to, but there's a difference between
getting hone and expecting nore fromyour doctors when
they enter a legal setting to testify than what you
woul d expect themto do on a daily basis when they're
treating your child. And to require epidemology is
to accept the notion that science is always
cont enpor aneous and current, and we know that's not
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true.

We' ve had exanpl es t hroughout history.
Asbest os was once thought to be safe. Tobacco was
once thought not to be addictive. The Gulf War
Syndronme was once thought to be imagination. You had
the expert representing the Tyl enol manufacturer
testify that yeah, we |agged behind and then the |egal
system junped us forward with respect to the
associ ati on between al cohol and acet am nophen. You
had PPA which science | agged behind before the Yale
study finally canme out.

And epidem ology in and of itself doesn't
get there, you know, oftentinmes. Especially the
ecol ogi cal type of epidem ol ogy because unless you're
actually studying an at-risk popul ation and then
conparing it to a control group, you're not going to
find anything, and oftentines you' re not going to find
an increased relative risk of 2.

A prinme exanple is neural tube defects in
folic acid. Traditional epidem ology mssed it, blew
it. And it was only until the at-risk population
study that you finally got home and found the causal
link. Now, the problemw th that is, no manufacturer,
no industry, no one wants to do that type of
epi dem ol ogy for a nunber of reasons, but nunber one,
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the cost. The cost is enornobus. The resources are
enor nous.

Nunber two, the FDA doesn't require it in
their protocols to get a drug approved to go on the
mar ket.  And nunber three and perhaps nost inportant,
is they don't want to know the answer. They want the
drug on the market. And to require epidem ol ogy as
the threshold to get honme on a causation-in-fact case
is an unbelievably unfair burden to victimns.

JUDGE RADER: Thanks, John.

(Laughter.)

JUDGE RADER. Don't chal |l enge ny
credibility. Art?

MR. ROGERS: Yes, sir. Thank you, sir.

Five mnutes is going to be tough. W' ve covered a
| ot of ground here.

JUDGE RADER.  Then I'll give you about seven
or eight.

MR. ROGERS: Thank you. | don't think first
of all that the statenent that to require epidem ol ogy
isunfair -- |1 think it's an oversinplification of the
problem The problemis, and | think Professor G een
ably stated it, is that you need sonething beyond nere
conjecture, that these illnesses, the kind of
illnesses and conditions that are alleged in these
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cases follow ng vaccinations, they occur in the
absence of vaccinations for the nost part. And in a
| arge popul ation, they occur a lot. They're not rare.

And we vaccinate widely. And therefore you
can expect sonme of these conditions to occur follow ng
vacci nation strictly by chance, so you turn to the
fact finder and you say -- does anybody have any
troubl e hearing? And you say, ny condition was caused
by the vaccination. And you're the burdened party.
You have to prove it. You have to do it with
sonet hi ng.

Now, we've tal ked a | ot about epi dem ol ogic
evi dence, but the fact of the matter is, that's not
required, but sonething is. And because it ends up
for the nost part an epidem ol ogi c question, that's
t he kind of evidence that the fact finder |ooks to.

But you've got to cone up with sonething. You have to
provi de sonmething to neet your burden, the
petitioner's burden.

Now, M. Westnoreland tal ked about the
generosity of the Act. Certain portions of the Act
are generous, but this standard for proving actual
causation is not. |It's a preponderance standard.

It's exactly the sane standard in the civil sphere.
There's nothing different about it.

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o B~ wWw N P

T N T S T T T N T e e e e e e S S S S
gag A W N P O © 0o N oo 0o M W N+ O

54

And | will contend that it's very
straightforward. And we can incorporate, because of
t hat same standard, we can incorporate the |earned
treatises that have been supplied here, the ALI
restatenent on torts, the 1OM s discussion of
causation, the nunmerous cases including Daubert that's
been alluded to. And all of thempoint to the sane
thing. That is, you need evidence. And that evidence
has to neet standards of scientific reliability.

That's not certainty. It still fits within
t he preponderance standard, but it has to be
scientifically reliable evidence. And again, | beg to
differ wwth M. Kim He tal ked about the problemthat
the evidence isn't there yet. The clains are com ng
in but the studies haven't been done. That works
agai nst the burdened party, and the burdened party in
off-tabl e cases is the petitioner. That's the way
this statute is witten, that's the way we have to
apply it, that's the way we have to enforce it.

| would note that, you know, another comrent
| conpletely agreed with was M. Westnorel and' s
comment that the table was intended to be generous.
It's a unique feature of the Act. That is, you show
that you suffered a certain condition within a certain
timeframe, the causation is presuned.
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The Federal Circuit said in Hodges that the
statute does that heavy lifting that we tal ked about
with the off-table case. Well, then the tables have
turned. Then it's the respondent that's having to do
the heavy lifting of proving an alternate cause in
order to defeat conpensation, which if you | ook at the
case law is very, very rarely done. And all of the
probl ems we've been tal ki ng about work agai nst the
respondent.

So | woul d suggest that perhaps the program
is the victimof sone of its successes, and that is
the table. Because what the Secretary does is it
t akes those conditions for which there is the kind of
evi dence we're tal king about, puts themon the table,
and so the best of the cases that a petitioner m ght
bring aren't off-table because they've been put on the
table. So there's an inherent problem if you get ny
drift, that the programcreates. By putting certain
injuries on the table, they don't |eave nuch for
petitioners, in many cases, for petitioners to bring.

| can't sit here and deny that it is heavy
lifting for petitioners bringing these cases, but
that's a matter of law That's settled law. That's
what the Federal Circuit observed in Hodges and
not hi ng we say here can change that. The Federal
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Circuit has determ ned that Daubert applies to this
programin Terran. W can't change that here, so |
woul d respectfully suggest that some of the
suggestions or concerns that M. Kimhas raised is
this is the wong formto do it. That's for the

| egislature. So those are ny coments. Thank you,

sir.

JUDGE RADER. Thank you. M ndy, you're
next .

M5. ROTH: Gee, what's left?

(Laughter.)

M5. ROTH. Just by way of background, |
think that I'm hear today -- can you hear me now --

because | practice in the State of New Jersey on
medi cal mal practice, product liability, personal
injury, as well as vaccine litigation both in the fund
and in civil actions. And as a practitioner in that
area, | think that the causation-in-fact cases are
sonething that | was asked about because quite
honestly the proofs in state court have becone |ess
stringent than the proofs here in the Vaccine Act.
Over the years, ny experience has been that
the confusion is nore of a scientific probability
necessity in the Vaccine Court than a scientific proof
standard, which is really what | need to prove in the
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nmedi cal mal practice in the state. Thanks to M.
Monday, |'ve spent the |ast week readi ng vol unes of
information that | downl oaded and has been handed here
inancefile.

And | have to say that in comment to sone of
the things that 1've heard here today, it was
interesting to me to hear that the vaccine table was
really a policy docunent, and not a scientific
docunent. That has created an inherent inequality for
a petitioner who happens not to have a reaction within
the tineframe of the table or not to have a reaction
that's listed on the table. They're unfairly treated.
Now t hey' ve got to prove their case, where the heavy
lifting was done by the vaccine table if they happened
to be lucky enough to fall on it.

It's also interesting to me that the
Institute of Medicine speaks nore of bi ol ogical
plausibility of a vaccine reaction or the adverse
reacti on event association being plausible and
coherent with the current know edge about the vaccine.
The I OM conmittee favors acceptance of a causal
rel ati onship between a vaccine and an injury solely on
the basis of or convincing case studies where the case
studies clearly establish that the vacci ne has been
tested and that there are cases of a specific
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reaction.

It appears to be that the Institute of
Medi ci ne vi ews epi dem ol ogi cal studies, and | am a
| awyer and not a doctor so | can't pronounce any of
these things, nore for their capacity to reject a
causal connection if the study is controlled than it
does to prove the causal connection. Now, | can only
speak from experience and cases that |'ve had, and |
t hink that Ron Honer's case that shall remain nanel ess
is a good indication of what we're up agai nst as
attorneys today.

The totality of the circunstances i s not
taken into consideration when we try these cases.
Si nply because there are no concrete proofs doesn't
mean that a person did not suffer a reaction to a
vaccine. | recently had a case where ny treating
physi cian agreed to act as ny expert in a case. He
ran every test humanly possible on this gentleman to
rul e out every other cause, and the only thing he
could come up with was the nman had a vaccine. He had
a reaction.

| actually went to trial on this case
agai nst an expert who said nothing nore than case
studies are insufficient. I1t's a quantum | eap of
faith to believe that this nman had a vaccine reaction.
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Now, if I was in state court in New Jersey
and | received a report like that, | would file a
nmotion with the Court claimng that the defense report
is a net opinion and it should be barred fromtrial.
And chances are that 1'd wn.

Ei t her the defense would come up with a
nmedi cal basis for their defending this case, or they'd
pay on it because you can't sinply have an expert say
no, it's not, and end up in a trial in the state
court.

So, basically, | think that the standard in
t he Vaccine Court has far exceeded anything that the
state court requires for a preponderance of the
evi dence.

JUDGE RADER: Master Abell.

JUDGE ABELL: Al right. Wwen | first sat
down here, Professor G een | ooked over at nme and said
| want you know that |'ve read a great nunber of your
opinions, and |I'mvery, very inpressed by your
opinions, the Ofice of Special Msters' opinions, and
they're far superior to what |I've seen in many ot her
Courts that have approached on these issues.

And | just sat there listening to that
positive feedback for a nonment. And then, of course,
he | ooked nme straight in the eye and he said, now,
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when | say you, | do not mean you personally.

(Laughter.)

JUDGE ABELL: True story, obviously.

Now | et me nention just a few things.

First, it is often the obvious that eludes
us, so let nme nention a couple of these decisions that
are obvious. If you go back to the first seven or
ei ght years of this Court, roughly 1989 to 1997,
don't think it would be hyperbole to indicate that
per haps 90 percent of the cases really were table
cases because we had a different table.

And per haps those 90 percent of the cases
the Masters were nore concerned with wi tness evidence
of what indicia, what synptons, what synptonmatol ogy
occurred because, if certain synptons were found and
they were table synptons, then suddenly all types of
positive effects came down for the petitioners and
count erburdens on the respondents. That is, that
there was a factor unrel ated; otherw se, the
petitioner would prevail.

But, since the table changes of the md- to
| ate 90s, about 1997, that has reversed itself. And
now !l think it would be fair to say that perhaps 90
percent of our cases are causation-in-fact.

And, of course, that harks back to the
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traditional tort principles that we are now concerned
with. It gets into so much el se that we have been
tal ki ng about here today.

Before | forget it, let ne nmention severa
smal | itens because there's been discussion. From ny
per spective, preponderance of the evidence is 50
percent and a feddle. Sonebody else went so far as to
say 51 percent. It's not really 51 percent.

| also should indicate there's been a great
deal of discussion about epidem ol ogical studies. 1In
the last three or four years, | do not recall any
cases that | had that relied on epidem ol ogi ca
st udi es.

Before we get into that too nuch, | want us
to realize that that's only one of the itens that may
come up. What we're looking for is a nechanism
generally, a link or |linkage. Now some m ght argue
that that should not be necessary. That's a different
issue. Perhaps it's political

And | nust say and |I'm presum ng that all of
nmy col |l eagues woul d agree that we are continually
| ooki ng for guideposts, for guidance, direction, and
whet her that be fromthe public end of it in Congress
or whether that be fromother Courts or higher Courts
to give us sonme direction, we're continually |ooking
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for that.

| think | can fairly tell you that, inside
chanbers, we are constantly tal king and di scussi ng,
and probably all of us are pretty nuch at the sane
bottomline -- the question is howto get there -- of
i ssues such as flexibility, sinplicity, expedition.
Cases should be heard relatively quickly. That does
not nmean all of themare. But we're |ooking for
consi stency, and, of course, quite clearly, that isn't
al ways t here.

One of the itenms that bothers us and no
doubt it bothers other Judges in other Courts, but
since it bothers us, I'lIl nmentionit. And that is you
can go to the sane Special Master but have different
attorneys and different experts. And perhaps the
factual scenario is anal ogous, but you can get very
different results. A fortiori, if you go to different
Masters with different experts and different
attorneys, you can get very different results.

That bothers us. | don't knowif there's a
resolution to that, but part of that is our seeking
for guidance and direction, which is also one of the
reasons that we are here today.

And, by we, | nmean the Masters and their
staff, their clerks, the ones who we really serve.
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This is a user-friendly Court. Petitioner-friendly
Court is what it should be, what it has historically
has been, what, presumably, it still is.

But its metanorphosis has changed circa
1997. And, of course, if you have a netanorphosis,
whet her we have turned into noths or butterflies is a
different issue and one I'll have to |eave to all of
you and perhaps to historical circunstances.

Again, | want to finish by saying we are
continually concerned with thinking outside the box,
finding solutions that really get to the bottom That
is, did this vaccine cause the harmall eged by a
pr eponderance of the evidence, and how do we go about
doi ng that?

Epi demi ol ogy is only one of the tools that
is there. An explanation, a nechanism perhaps a
tenporal association can assist in that. There's any
nunber of itenms, and we try to keep ourselves as open

as possible for that.

Well, 1've probably said nore than enough --
certainly, nore than sone of you wish to hear -- so
wi || adjourn.

JUDGE RADER.  All right. Do nme a favor.
Stand up. Stand up for a second. Take 15 seconds.
You know, we may avoid sone heart attacks this way,
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right, Doctors?

MALE VO CE: Pul nonary enbol i sm

JUDGE RADER. There you go. W don't want
any liability here in the courtroom Sit back down.
Al right. Fasten your seat belts because we're going
to take a ride now W've got a factual set, and
we're all going to explore this together.

Let ne give you the ground rules. You can
partici pate as much as they can. The only difference
is you have to raise your hand. They don't. But,
pl ease, if you have a question, if you have a comment,
dive right in as acknow edged by nme. Panelists, two-
or three-mnute responses to nmy questions.

W have a petitioner -- boy, | don't even
get started.

You want to respond already. To nme or to
t henf?

JUDGE ABELL: No, no, no. | have a question
that | thought you were asking -- if you wanted to ask
guestions of the panel fromwhat they had spoken --

JUDGE RADER.  Work it in, but let's get
started and then you'll get your shot.

We've got a petitioner who takes the flu
vacci ne, 10 days | ater develops a juvenile myel opat hy.
We know that 60 percent of the tine there's no prior
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event associated with these nyel opathies. They kind
of cone. They kind of go. Nobody knows to associate
them wi t h anyt hi ng.

Forty percent of the time, though, there's a
prior illness or, even in a few cases, a vaccine. W
know that this myel opathy is associ ated sonehow with
the Epstein-Barr virus. Nowlet's start with Dr.

Hal sey.

Dr. Hal sey, what |ikelihood is there of
causation-in-fact here?

DR HALSEY: Well, there are a nunber of
guestions that we would ask froma scientific
st andpoi nt about this study.

JUDGE RADER.  Woul dn't you know. He has a
question, not answers.

DR HALSEY: We don't have the information
we need to judge the quality of the study. Wo are
t he cases? W are the controls? |Is this a cohort
study? Case-control study?

JUDGE RADER. But there is a study.

DR. HALSEY: There is a study. But the
first thing one does is to have to valuate the quality
of the science that led to the results that we're
seeing, and we don't have that infornmation.

JUDGE RADER: Tell us what the study said,
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Doctor, very quickly.

DR. HALSEY: Well, the study, as evidenced
in the figure that we have, does appear to denobnstrate
an increased relative risk of this disorder, CIM in
varying periods of time follow ng vaccination. It
depends upon what these bars nean. |If that's an error
bar, a standard deviation, or a confidence interval,
don't know what they nean.

JUDGE RADER.  Well, it | ooks like, when you
get out there, what's that mddle bar? Wen you get
out there that far --

DR HALSEY: There is a relative risk of
three. Then there is a bar that shows it doesn't cone
anywher e near one.

JUDGE RADER. That's beyond the relative
ri sk of two.

DR HALSEY: Let's assune that's a
confidence interval for right now

JUDGE RADER. That's beyond two, though, so
when we get there, have we got causation-in-fact?

DR HALSEY: No. You don't have causation-
in-fact fromthis study alone and fromthese results.
You have what appears to be an elevated relative risk
also in the period of tinme eight to 14 days, 22 to 28
days.
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One of the points | was maki ng about too
much enphasis on the nunber two is that you can
mani pul ate that relative risk by taking different tine
wi ndows here. What if | just picked the one nonth?

JUDGE RADER: Well, let's stick with our
case. W've got 10 days out. You say there's an
el evated ri sk.

Dr. Stratton, can you give us sonme kind of a
bi ol ogi cal mechanismis the fancy word --

DR. HALSEY: Does he never | et anybody
finish?

JUDGE RADER:  No.

(Laughter.)

JUDGE RADER:  If you don't believe it, cone
visit nme when you have 15 minutes to litigate a case
you' ve tried for six nonths.

Dr. Stratton?

DR STRATTON: | think that the information
presented here doesn't help in ternms of giving you
confi dence based on a biol ogic mechani sm

JUDGE RADER: Hel p us out.

DR. STRATTON: On this particul ar case, |
don't think it shows a whole | ot about any results
about his imune system And | don't think we know
exactly how the i mmune systemis affected in this
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particul ar di sease.

And, with regard to ruling out that it was
sonme other kind of infection, it says there's no
evi dence that they suffered EBV within the past few
nonths. But |I'mnot sure there's evidence that he
didn't, so that's not clear given the way this is
presented. Were there even any studi es done?

JUDGE RADER: Kinf? M. Kinf Your case
seens to be slipping away here.

MR KIM Well, based on what | see here, |
don't think I'd take it.

(Laughter.)

MR KIM | think you can see why.

JUDGE RADER.  Onh, cone on. |It's got a great
contingency fee.

MR KIM Well, but let ne just say. |
mean, | want to nake it real clear, you know, remark
that I don't think you need epidem ology. | agree
with Dr. Halsey that if you | ook at just what's been
provided to us here today that we would want to go
behind it and | ook at it.

But | also think that, if |I were assigned
t he case today, that you can | ook at case reports, you
can | ook at textbooks to see whether it's consistent
with traditional notions of nedicine, you can | ook at
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adverse event reports, you can | ook at the VSD data,
you can |l ook at the clinical trials that the
manuf acturer of the vaccine did prior to it being put
on the market, you can | ook at the aninmal studies, you
can | ook at the pharmacol ogy. There's a nunber of
things that you can | ook at to develop a | ogical
sequence of biologic plausibility.

And then, if you have -- if it's supported,
then I think if your clinician in his every day
practice has done a big differential diagnosis, gane
over.

JUDGE RADER. I'mgoing to rule that, in
this case, they have found no alternative causes.

M. Rogers, even Dr. Hal sey here said
there's an elevated risk there. There's no
alternative causes. He's just a little short in terns
of tenporal association with going right into that
period of nmore than two relative risk cause.

Isn't this a matter of fairness? He just
mssed it. Wiere is the equity here? He just m sses
falling into that category where | think even the
doctors mght begin to say | ooks like there's sone
rel ati onship.

MR. ROGERS: Well, under Daubert, and we've
tal ked about it alittle bit here, it's a standard of
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adm ssability. And I think, you know, accepting
what's here at face value, this kind of evidence would
be adm ssi bl e.

Daubert tal ked about evidence of a relative
risk greater than two, and this study shows it, you
know, albeit it's at the margi ns and arguably outside
the tineframe. So it would be sonething that would --
how to say it -- pass a threshold standard of
adm ssibility.

Now, persuasiveness, whether it would put
the claimant over the top by a preponderance, well,
the experts are asking all the right questions.

They'd | ook at the strength of the study. They'd | ook
at --

JUDGE RADER  You don't have any equity
bones resonating in your rib cage, in other words.

MR. ROGERS: Well, | hope so.

(Laughter.)

JUDGE RADER.  I'm sure you do, too. |I'm
j ust ki ddi ng.
MR. ROGERS: | think what you have here is a

patient who's conpletely convinced that their case is
caused by the vaccine. They would be conpletely
convinced and they'd be filing this claimin good
faith.
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If that were a table injury, of course,
they'd prevail, but under a causation-in-fact
standard, they're not there yet. They've got a
reasonabl e basis for their claim They've got
evi dence that's arguably adm ssible, but not
per suasi ve.

JUDGE RADER: You know, Professor Geen, the
Federal Circuit has said, if you're off the table, you
have to do sonmething called heavy lifting is the term
that the Federal Circuit used to talk about the burden
of proof you're going to have to neet to show
causation-in-fact. Wat's the heavy lifting that
they're going to have to do here?

PROF. GREEN. Well, | think that means the
burden of proof is on the petitioner. And as |
understand it --

JUDGE RADER. But what's going to satisfy
that? Wat kind of proof? |If this is your case, are
you going to want to --

PROF. GREEN. M inclination at |east on the
first part of this question from panel nunber one is
|"min agreement with M. Kim | don't want this
case. This is a terrible case, or to put it another
way, nmy answer is no on nunber one.

It gets a little bit nore interesting with
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t he epi dem ol ogy that you have at the end. And |I'm
not in favor of a threshold of epidem ology. That's I
think a mstake in that sense. | agree with M. Kim

And | think epidem ol ogy can be very
m sl eadi ng. You know, this idea of an increased
relative risk in focusing on two is really about
specific causation. [It's about whether this
i ndi vidual's di sease was nore likely than not caused
by the agent. Al right?

But there's a prior problem Does exposure
to the agent increase the risk at all? And the
probl em wi th observational epidem ol ogy, that is,
wi t hout random zation -- and, again, | don't whether
this was a clinical trial or whether this was
observati onal

But, with observational, there's all sorts
of risk of error. Dr. Halsey was tal ki ng about that.
And, even if these are confidence intervals, and |
don't know whet her they are or not. They probably --
if they are, they're m staken because there woul dn't
be symetrical around the relative risk that's bound.
But, if they are, that still only addresses one of the
sources of possible error in epidem ol ogy.

JUDGE RADER Let's stop there a second.

Dr. Halsey, | listened to you pretty
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closely. You seened to say, you know, experts
specul ate simlar cases aren't relevant. You seemto
say, as | was hearing you, that epidem ol ogi cal
studies are about all we have. Are you agreeing with
Prof essor Green's concerns about those studies?

DR. HALSEY: No, | did not say that
epi dem ol ogi ¢ evidence is all we have. W do have
| ots of other studies that would take into account --

JUDGE RADER. But that's where you put your
enphasis, right?

DR. HALSEY: In this situation where there
is no test that we currently use to determne if the
i nfl uenza vacci ne caused this disorder and where we
don't even understand the pathogenesis, you said in
the fact pattern that scientific literature specul ates
that this mght be i mune-nedi ated, but there's no
evidence that it is. W don't have a good clear
pattern.

Actually, if this is a very good scientific
study done with sound principles that neets all the
criteria for a good study, and it's highly unlikely
t hat another study |ikely could be done, the situation
is not all that different than the Guillain-Barré
syndronme followi ng swine flu vaccine, or
i ntussusception follow ng rotavirus vacci ne.
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So, if | could have had the answers to the
guestions that | would |ike to ask about the quality
of the study, then, in fact, as | look at that, | say
okay, | don't understand how t he di sease i s caused,
but yet the scientific evidence fromthe very well
done, valid epidem ol ogi c study supports the fact that
there is a relationship that is not due to chance
alone, that there is an elevated relative risk, and
that that elevated relative risk extends fromthe
period of time eight to 14 days through the 22 to 28
days.

| don't just focus on this 15 to 21. As |
bel i eve Prof essor Westnorel and was sayi ng, you know, |
don't need a two. | nean, | would be willing to say
there m ght be conpensation there.

But, if there are questions about the study,
and al nost al ways there are with a single study, then
you will read all the debates going on. Then |I would
want to see if we can get consistency with regard to
ot her studies. And there are other types of studies
t hat we can --

JUDGE RADER. Okay. So we're going to get
into a series of studies.

Hel p me out here, Professor.

MR. WESTMORELAND: No. | just wanted to
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point out that, in your fact pattern, the question is
posed as nore likely than not. And that has to
i nfluence the decision here because, if you | ook at --
assum ng, as Neal has, that this is a very sound study
here, a relative risk of 1.5, at this point, two out
of three of the cases --

JUDGE RADER: Getting close, isn't it?

MR WESTMORELAND: No. Two out of three of
t he cases can be caused by background stuff, but it's
quite possible that this is the one-third case, and
your fact pattern asking nore likely than not, as does
the statute.

JUDGE RADER.  I'm going to have to be nmy own
web expert here.

MR. VESTMORELAND:  Ckay.

JUDGE RADER: | amnow Dr. Rader with
credentials just short of a Nobel prize. M fact
pattern has been published in peer review

Master Abell, here's ny testinony. | see a
real triggering of the autoi mune response that al so
brings in the Epstein-Barr virus, and it's causing
this reaction in those people who are particularly
sensitive to it.

That sensitivity seens to be about 15
percent of the population. M client is one of them
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| testify that, in nmy opinion, this is nore |ikely
t han not causation-in-fact. Are you going to accept
that testinony?

JUDGE ABELL: First, I'"'mgoing to state that
this is a Court of equity and a Court of chancery.
And, once you feel good, then |I'm going to say,
essentially, no.

JUDGE RADER. | amthe Nobel prize w nner
here.

(Laughter.)

JUDGE ABELL: What you' ve done is you' ve
suggested a possible correlation, and it's |ess than
50 percent. You've done sone good suggesting and al
that's probative. The study is probative. Your
opinion is probative. Everything |I would have heard
is probative, but it doesn't go over the 50 percent
and a feather yet.

JUDGE RADER° M ndy, |'myour w tness.

Def end ne.

M5. ROTH. Well, | don't have to defend you
You're defending ne. That's why we pay you big bucks
to be there as the expert.

JUDGE RADER. But what would you say then to
Master Abell to cause himto keep ny testinony and to
nove past at |east that nedical plausibility step?
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M5. ROTH. This would be a tough case.
woul dn't take it either. And |I'd probably have to
dismss it somewhere in the m ddl e because it would
seema |lot better when it cane in the door than it did
at this point in tine.

JUDGE RADER. But aren't you troubled that,
you know, frankly, if you' ve got the epidem ol ogi cal
study up above the relative risk of two, it's al nost
like a table case, isn't it, John?

MR KIM Yes, | think --

JUDGE RADER. | mean as |ong as your going
to win, aren't you?

MR KIM You should. But | nean --

JUDGE RADER.  And this one falls just a
coupl e of days short.

MR. KIM Everybody's right, though. I
mean, you didn't have to gloat at the quality of the
study. You do have to look at the quality of the
study. You have to see what biases or confounders
were there.

And just as in your presentation that you
made before the Special Master, | nmean, | think, if
you had sufficiently backed your opinions up with
credi ble medical literature and shown that you had an
exhaustive differential diagnosis, that you had

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

78

excl uded ot her prom nent causes, then |I think you do
nmeet the threshold. And we'd be appealing.
PROF. GREEN. Just one qui ck comrent.
JUDGE RADER  Yes.

PROF. GREEN: | think Daubert, where it's
applied in Federal Courts -- and | appreciate your
comment about the state courts -- has -- would say

your testinony, what you had to say as an expert adds
not hing. What we want to see is what is the science
behi nd what you're saying. And we really don't care.

This is a very different change. This is a
revolution fromthe old days. 1In the old days, your
testinmony would be great. We'd let it go to the jury.
Daubert has changed all that. |It's not what you say;
it's the basis that you can cone forward with to
support what you're saying.

JUDGE RADER:  Yes?

GALLERY: Well, to answer Abell's -- that
was ny question. Wiy not? Wiy is not the study and
t he support of the expert's testinony enough? That's
nmy bi ggest question. Were is the hurdle? 1'm always
junping them and | don't know where they are.

JUDGE ABELL: Yes, and that is the issue. |
understand that, but your expert did not. He gave
conclusions. He did not really explain the nmechani sm
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We're looking for a linkage. W're looking for a
vi abl e explanation. And, as | think we've stated
before, it doesn't have to be a majority --

JUDGE RADER. Is it just a matter, Master
Abel |, of me putting all the nedical bells and
whistles in there, if | do that --

JUDGE ABELL: If you had a |ot nore bells
and whistles, yes, you could be.

JUDGE RADER: Well, if | add some nore bells
and whistles, would you take it?

JUDGE ABELL: It depends what the bells and
whi stl es were.

MR KIM Well, hang on because we're
running into a probl em because the nore you require in
terms of the exact biologic nechanism the nore you
depart from Daubert and what the law in every Circuit
Court in this country is, and that is you don't have
to know the exact nechani sm of action between the
agent and the harm

So we're again getting to a point where the
onus and the burden as we drift into a nore
traditional causation-in-fact situation in this Court
iS nore onerous than what is out there in the
traditional civil systens.

JUDGE RADER. Mark, you don't have to know
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t hi s?

MR. ROGERS: You don't. You don't have to
know t he specific nechanism and | think epidem ol ogic
evi dence is a good exanpl e where you can show an
associ ation and yet not know what the mechanismis.

And you can arguably -- if you show a
relative risk over two, there's a |lot of |egal
literature accepting that as adm ssible evidence of
causation. \Wether it's persuasive or not, it depends
on the strength of the study and all of that.

So you don't per se have to know t he
mechani sm but | woul d disagree with the Speci al
Master that, just having a theory, that is, to propose
a mechani smtheoretically that m ght be causing the
condition is not enough.

And |'d agree with Professor Geen that,
under Daubert, you have to have nore than just a
theory whether it's a theoretical nechanismor an
opinion that there's a causal relationship that's been
shown.

Daubert, on remand in the Ninth Grcuit, the
Ninth Crcuit said these are unadorned assertions, and
they were very | earned experts who were concl udi ng
t hat Bendectin had caused a case of birth defects, but
t hey were unadorned. There was no evidence to support
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GALLERY: W're |imted here by the facts
somewhat, but this says that the literature suggests
that CIM m ght be i nmune-nedi ated resulting from
infection. |If that's true and we have to take it at
face value, then the flu vaccine, unless they were
given flu mst, which is alive infection, it would
have been caused by an infection.

| f, however, the epidem ol ogy shows an onset
of 15 to 21 days, we're probably dealing with an
aut oi mmune reaction. Therefore, if we can add to the
facts that, of those 40 percent of people who have a
prior history of illness, the |arge percentage of them
had i nfluenza, then we can add to the facts that, in
researching, | found a | ot of people have el evated
anti bodies to Epstein-Barr virus even in the nornmal
popul ati on.

And a | ot of people that have infections of
any kind have an el evated Epstein-Barr virus that
conmes up along with whatever else they' re infected
with. So the Epstein-Barr virus, as ny expert's going
to tell you, and he's a Nobel |aureate, so, | nean,
he's going to tell you that Epstein-Barr virus is a
red herring. It doesn't nean anything. That, if |
can change the facts to flu m st where |'ve got an
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active infection, therefore, it fits with the facts,
and | don't even have to go to the epidem ol ogy.

But, if I go to the epidem ol ogy, nobody's
di scussed the fact that it shows a bell-shaped curve,
which is also proof of correlation, which is what we
saw in the swine flu programwhere you' re not dealing
wi th sonmething that goes up and then cones back down
to baseline. W're dealing with a bell-shaped curve.

JUDGE RADER: | like ny wtness.

JUDGE ABELL: Wsat's your phone nunber so |
can refer --

(Laughter.)

JUDGE RADER. Dr. Hal sey has anot her
guesti on.

GALLERY: This is a large study. W have to
accept that it's large and shows confidence intervals
that are very tight. So it's a good study. You can't
criticize a study that's this tight and it's | arge.

JUDGE RADER  Yes, Dr. Hal sey?

DR. HALSEY: | would not put great credence
on a bell-shaped curve. Again, | can nmanipulate the
shape of that curve based upon the w ndows that |
woul d pick to present the data in.

GALLERY: Well, that's when | would --
criticize ny 10 days because they didn't give ne 10
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days here. | want to see eight to nine, nine to 10.

DR. HALSEY: That's correct. |If you pick
smal | er wi ndows, then you m ght be able to reach your
little 2.0 for some of those and not for others, and
you may do that. And those are some of the things
t hat peopl e need to exam ne when they're doing
st udi es.

Al so, when you set out to do a study, you
establish what analytic nmethods are going to be and
what those wi ndows are going to be so you don't
mani pul ate the data afterward. Those are the
guestions | would ask about the science.

But et me agree with sone of what you have
said, that, if, in fact, there was stronger evidence
for an i nmmunol ogic effect and, if, in fact, influenza
was a preceding illness for the majority of those
infections that occurred, it adds to the biologic
plausibility that an influenza infection or an i mune
response to an inactivated vacci ne coul d conceivably
contribute. But those are all data we're avengi ng.

GALLERY: One nore question for Dr. Hal sey.

JUDGE RADER:  Yes.

GALLERY: Are you going to penalize ny
client because his doctor, at the tinme that this al
happened, didn't do all the tests to rule out every
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al ternate cause that he can think of?

And are you al so going to penalize ny client
because, at the tinme, the doctor could have done sone
test to prove that he was having an influenza
infection and to prove that it was causing it, and he
didn't do that either?

DR HALSEY: First of all, I'mnot
penal i zi ng your client. Nobody would do that. But
there is a responsibility of a physician caring for a
patient with a disorder that has a known cause to | ook
for that cause. And so --

GALLERY: Then should I go out and sue the
doctor for failing to provide that to ny client?

FEMALE VO CE: After you |l ose here.

DR HALSEY: And so that, if, in fact, there
actually are sonme refinenents to Epstein-Barr virus
testing that m ght possibly in sonme situations
contribute to your know edge about the tinme when the
i nfection occurred. But you're right about nobst of
the testing is not valuable, but you should | ook for
t hat .

The same situation exists with Guillain-
Barré syndronme where we know that canpyl obacter is
responsi ble for 30 to 40 percent of those. And, if
you don't | ook for something that you know causes it,
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and then you're trying to create an argunent that
sonmething el se mght cause it, that's a weak argunent.

GALLERY: But, in this program where parents
didn't order the tests, their doctor did, and they're
bringing their child into the program does the
pur pose of this program deny them conpensati on because
the doctor didn't run a canpyl obacter jejuni test?

DR. HALSEY: The purpose of the programis
to provi de conpensation to people who have injuries
where there is sufficient evidence that there was a
causal rel ationship.

JUDGE RADER: \What's sufficient evidence,
Doct or ?

DR. HALSEY: And that is what we're arguing

JUDGE RADER. That's what we're trying to
find out.

DR HALSEY: -- | have outlined what |
consider to be sufficient evidence.

JUDGE RADER. Let ne ask you, all of you, a
guestion here. W' ve kind of been assum ng that there
is sone threshold at which you can find sufficient
evi dence. There would be a point, a nmultitude of
epi dem ol ogi cal studies, a nultitude of nedical
journal articles establishing causation.
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What about the problem of this perhaps being
the first case of AIDS, the first case of sone
association with a new infection, a new virus? How do
we as |legal and nedical officers deal with the
prospect that this really m ght be causation-in-fact,
but we have to start somewhere to acquire the
sufficient evidence of that?

Let's start with John. And | want all of
you on this one. John?

MR KIM Daubert answered that.

JUDGE RADER: Daubert answered.

MR KIM Daubert answered.

JUDGE RADER: That was one of Daubert's
exceptions, wasn't it?

MR. KIM Daubert tal ked about that you
couldn't chill science, that you had to deal with the
i nnovative, and that you couldn't penalize people for
being first in line. Daubert said that this required
general --

JUDGE RADER. But it didn't give us any
standards for how we do that, did it, John?

MR KIM Well, yeah

JUDGE RADER. | nean, you just acknow edged
that that nay be the case

MR KIM No, | disagree. | think it did.
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JUDGE RADER. kay. Tell ne what you think.

MR KIM | think it gave us a framework.

It said that you didn't need to neet this genera
acceptance theory if there was an indicia of reliable
science. And it took us back and said that, if you
can go through the nedical literature, the

phar macol ogy, the pharnokinetics, and find proper
proof, that it was okay.

And it even told us that even though, at
first blush, you may think this evidence is shaky, you
may think it's not credible, the solution is vigorous
cross-exam nation, presentation of contrary w tness,
and careful instruction on the burden of proof.

That's the Suprene Court.

JUDGE RADER. But you were telling nme, John,
you weren't going to take this case right up front
because you could ook at it and there weren't enough
studies and there weren't enough doctors to help you
out. And so you didn't want this case. You have
better prospects el sewhere.

MR KIM That's because | knew --

JUDGE RADER. How do we know you were right?

MR KIM That's because | knew why you
didn't get the Nobel prize.

(Laughter.)
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JUDGE RADER:  1'Il get it next year. 1'll
get it next year.

M ndy?

M5. ROTH: The comment that | have on that
with the first case com ng through, it's not only the
nmedi cal science. The nedical science plays a huge
part in it, but the totality of the circunstances for
that specific individual has got to conme into play.

What was their nedical history? Did they
come into this with no prior illnesses? |Is there no
ot her cause for this because all the tests have been
run, and everything el se has been ruled out? You' ve
got to | ook at the person as a whole and not just the
nmedi cal science that may be lacking in this particul ar
i nst ance.

JUDGE RADER.  Okay. | know I want the
prof essor and the doctor both. Let's get the
prof essor first.

PROF. GREEN: There's been a lot of talk
about ruling out and about differential diagnoses and
considering alternate causes. That's all well and
good when we know the alternative causes. W don't
know the alternative causes of CIJIM W don't know any
of themaccording to this fact data sheet. | don't
know what we're ruling out because we don't know what
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we're | ooking for to rule out.

Second comment, with regard to no evidence,
and | take it you nmeant no evidence as to the first
one, the first thing we should do is do away with the
statute of limtations and wait until the evidence
catches up, which may devel op

(Appl ause.)

PROF. GREEN. Because in |less ordinary
cases, the evidence gets better.

JUDGE RADER: Just one second. Just one
second.

Mark, do you agree with that? Mark, would
you do away with the statute of limtations?

MR. ROCERS: That's another discussion that
goes to --

JUDGE RADER: Do | take that as a no?

MR ROCERS: The statute of limtations is
what it is, and | would add to that that the Vaccine
Act actually is biased agai nst the novel theory
because it requires that you cone in with your case up
front, and then it puts a deadline on the processing
of it by the Courts.

JUDGE RADER: Just a second. Let's ask --
this is back to Professor Wstnorel and' s area.

MR, VWESTMORELAND:  Yes.

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

90

JUDGE RADER. Did Congress think about this?
And what's your thought on this novel case problenf

MR, WESTMORELAND: As | say, | think that
the Congress at the tinme thought that it was sol ving
only the table injury cases. It was trying to
expedite things that we al ready understood and that we
t hought that people were sinply being delayed in Court
rather than actually getting through to a conpensation
that an epidem ol ogi st or a pediatrician with good
credentials would have said that this is about.

We t hought we were redoing the -- I'msorry,
t he Congress thought that it was redoing the process,
but not the proof. And it was deem ng things to be
pr oof .

The causation-in-fact cases, as | say, |
think were an afterthought, a safety valve, to nake
sure that you didn't shut out sone things that the
Secretary hadn't gotten to or that the Congress hadn't
recei ved evidence of. But that is perfectly
appropriate for the Secretary to put sonething novel
on. He or she is given the authority to do that with
only associ ati on, not causati ons.

JUDGE RADER. Doctor, we've mssed you a
couple times --

DR HALSEY: The first case of a new
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di sorder that, sonetinme down the road, was shown to be
causal is not going to neet anybody's acceptable
criteria unless there is a specific diagnostic test
that can link the vaccine to the cause, so that there
won't --

JUDGE RADER. But that's not happening.

DR. HALSEY: But, when the scientific
evi dence is accrued that denonstrates a causal
relationship and a decision is nade to add this to the
tabl e, one can go back and meke it retroactive for
what ever period you want.

And t hat has been done, so we already have a
process for dealing with it. And that's been done for
rotavirus intussusception. It's been done for the
initial DTP cases, and so forth. So nothing has to
change here. You just wait for the good scientific
evi dence.

MR KIM But these victinms can't wait 20
years. They need the noney now. They need the
heal t hcare now.

DR HALSEY: It would be a crinme to | oosen
t he standards so nuch that you conpensate for
everything that m ght possibly be |ater shown to be
causal. That woul d be inappropriate and harnful .

PROF. GREEN. John, that's equally true of
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t he people who suffered this disease who didn't get
vacci ne before they suffered the di sease.

GALLERY: One of the things that we have is
a question of access to proof as well. Your first
case, the first case that conmes in, are you going to
let, is the Act going to let us get right into the
manuf acturer's tests? And are you going to apply the
sane | evel of scrutiny on the manufacturer's studies,
assum ng that the manufacturer of the vaccine has this
CIM has the statistical incidental finding, and put
it in --

JUDGE RADER. Master Abell, are you going to
gi ve himdi scovery of the manufacturer's files
conpl etely?

GALLERY: This is the first case, though.

JUDGE ABELL: He's going to have to show an
of fer of proof of that. Oherwi se, you're going to
get into a fishing expedition.

JUDGE RADER: How nmuch woul d he have to
show?

JUDGE ABELL: | suspect that the attorneys
for the manufacturers are going to vigorously oppose
t hat .

JUDGE RADER: How nuch woul d he have to show
before you start thinking about letting himhave
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access to manufacturers' files?

JUDGE ABELL: Probably a little bit nore
than this one injured petitioner.

GALLERY: Wat if | had this relative risk,
t hough?

JUDGE ABELL: That epidem ol ogical study is
hi ghly probative. First of all, | suspect that the,
you know, Watt Laboratories is going to vigorously
oppose that, and | would want an offer of proof of
what it's going to cost because we're ultimtely going
to pay for that.

JUDGE RADER. Mark, do you have -- does the
Justice Department have any skin in this particul ar
gane, getting to the manufacturer's records?

MR ROCERS: Well, those issues are
currently being litigated. | would say that, under
the Act, there's no discovery as a matter of right.
It's discretionary with the Special Mster, and the
focus is that, if the Special Master needs the
i nformation, the Special Master can seek it.

JUDGE RADER. What if he says yes? Are you
going to take it to us? The Federal Circuit?

MR. ROGERS: It depends.

JUDGE RADER  Depends. That's a good | egal
answer .
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GALLERY: Professor Westnorel and, at the
time that the Vacci ne Act was passed, Congress
obviously was attenpting to deal with science as we
knew it then.

But was there not a section of the statute
that recogni zed that vaccine injuries would change
over time, something would fall off the table,
sonet hi ng woul d be added on, and, if they did
recogni ze that, did Congress say who or what should
determ ne what is and is not a vaccine-related injury
for the purposes of the vaccine?

MR. VWESTMORELAND: Hey, you know, |'m happy
to be corrected by people who renenber this statute
better than |, but | think that the Secretary has the
ability to add or detract vaccines and illnesses or
disabilities associated with. And it's that that I
keep com ng back to as a plain text argunent in here,
that it's associated with. [It's not caused.

And that the Vaccine Advi sory Comm ssi on,
whose initials |I always get wong, can al so reconmend
to the Secretary, and the Secretary has to take up
t hose reconmendations. In fact, anybody can recomend
to the Secretary. Unless it's clearly frivolous, the
Secretary has to refer it for review

GALLERY: | guess nmy point inraising it is

Heritage Reporting Corporation
(202) 628-4888



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

95
| thought there was a section of the statute in which
Congress tal ked about the NIH, the Institutes of
Heal t h.

MR WESTMORELAND: Ch. The title before
this in the vaccine statute which is not directly
related to vaccine injury conpensation set up a review
process and a scientific process to start
rationalizing the NIH s revi ew of vacci nes.

To my mnd, | don't think that's ever been
t horoughly i nplemented by any adm ni strati on.

JUDGE RADER.  All right. Over here.

GALLERY: Isn't it a fact, Dr. Stratton
that, in a recent report, the OMthrew out
epi dem ol ogi cal data because the vacci ne manuf act urer
did not reveal all the data, and you wanted to see al
the data? And, w thout being able to get the data,
nobody's going to win a case here.

DR STRATTON: [|I'mafraid | don't
understand. Nobody threw out --

GALLERY: But you had a study on SB 40.

DR. STRATTON: Right.

JUDGE RADER  Well, we don't want you to
tal k about any specific cases, but is there a
situation where you could see yourself wi shing to see
t he manufacturer's data, Dr. Stratton?
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DR. STRATTON: If there were good
epi dem ol ogi ¢ studies with the manufacturer that were
| arge enough to | ook at rare adverse events and
power ful enough that those studies would be
meani ngful , then that would be nice to see.

MR KIM O, even if they were bad studies,
you'd want to see the data --

JUDGE RADER  Yes. Sonebody said they --

MR KIM -- so you could object to the
credibility of the study.

JUDGE RADER: -- were biased. | think it
was M ndy who said there were biases in these studies
soneti nmes.

MR KIM But, Judge, that's where we're
getting into a probl em because, you know, everyone's
tal ki ng about wanting nore information, wanting to see
how strong and credi ble and how -- the | ack of biases
of things. And the nore you do that, the nore
i ncunbent it is upon |lawers then to engage in nore
di scovery, and I'mnot sure the rules of the Court as
they exist are equipped to deal with that as the
traditional Court systemis.

JUDGE RADER:.  Well, | want to get here, but
let's throw a curve here.

Are the Special Masters equi pped to handle
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this kind of problen? To decide whether there ought
to be discovery of manufacturer's records and things
of that nature?

SPECI AL MASTER GOLKIEW CZ: We did the rules
initially back in '88 and redid themin '89. W
certainly did not anticipate this type of discovery.

It was all geared -- going back to the comments t hat
have been made over and over again, we were doing the
tabl e cases, and rules were witten geared nore
towards the table cases.

| think it's fair to say, up through '97
the date that was thrown out when we started doing
nore and nore causation-in-fact, | don't know if we
ever did any discovery, but now we are getting into
areas and requests.

No. | think the sinple answer is no, that
the rules were never geared -- they were not geared
and we were not prepared to deal with these
di scoveri es.

JUDGE RADER: And is that under review or
somet hi ng?

SPECI AL MASTER GOLKIEW CZ: No. Not at this
point. | think M. Rogers tal ked about it. W're
mred right nowinto these discovery requests in the
autismarea. How that plays out and what appeal s and
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so forth conme out of that --

JUDGE RADER. It's starting to sound |ike a
case, and we don't want to tal k about that.

Ri ght here.

GALLERY: | want to say that | think
Congress anticipated that the table would expand nore
than contract. And, in reality, it has dramatically
contracted, while there have been tiny expansions.
And | think that the medical community in HHS and
outside in the pediatric conmunity shoul d be
aggressively noving to expand into areas in which they
recogni ze a causal relationship in which there is no
table injury, like the varicella cases, like the
encephalitis and ADEM acute di ssen nated
encephal omyelitis after neasl es vacci ne.

| think there are areas in which the nedica
comunity recogni zes vaccine reactions in which there
has not been an expansion of the table, and I think we
woul d avoid at |east sone of this discussion of
provi ng causation-in-fact if the agency is expandi ng
the table instead of just contracting.

JUDGE RADER.  Dr. Stratton, should they
expand the tabl e?

DR. STRATTON: |1'mnot touching that one.

(Laughter.)
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JUDGE RADER: Let's ask Professor
West norel and. Shoul d they expand the table?

MR VESTMORELAND: Well, first, I'd like to
agree that | think that people did not anticipate the
tabl e woul d have been dramatically abbrevi at ed.
think that was done as a safety valve in case we've
gotten somet hing conpletely wong, that they could
abbreviate it. But | think that, at the tine, the
expectation was that it would have been broadened, not
drastical ly narrowed.

Having said that, it's ny distant --
remenber, |I'mdealing in worlds of abstraction --
observation that the people who nostly pressed to have
a vaccine added to the table are the nmanufacturers,
and that that's done in many ways | think because of
l[iability concerns.

But there is a public health responsibility
-- | agree -- for public health advocates, be they
doctors, physicians, nurses, whoever it may be, the
public health people, to press to have nore and nore
things that nmay be di ssuading parents fromgetting
their kids inmuni zed added to it.

| want to be very careful that |I'm not
saying sinply do it because it's generous, because ny
client needs this.
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You know, |ots of people have injuries from
birth and they don't get national health insurance in
this country. This is not what this programis about.
But | do think that there is a responsibility to | ook
very carefully at that quick, sinple, predictable,

t hose kinds of things, and, for public health reasons,
get people nore reassured and expand the tables.

JUDGE RADER.  Thank you, Professor.

GALLERY: 1'd like Professor Geen to take
the role of Special Master for a mnute, and there are
two things I'd like to do to help ny client in this
case. One is I'd like to ask you to give ne all the
raw data behind this |arge epidem ol ogi cal study
because I want my experts to look at it. So | want
you to order that data so that | can get access to it.

And secondly, | would like to performa
study on nmy client where I would test the |ynphocytes
frommy client and determ ne whet her or not those
| ynmphocytes crossreact with sonmething that |'ve seen,
and whet her those same | ynphocytes can crossreact with
the nyelin which is being affected here in ny client.
And | want to be able to denonstrate in the |ab that
t hose are di sease-produci ng | ynphocyt es.

It's going to cost nme $30,000 to do that
study. | want you to approve that up front so |I nake
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sure | can get it at the end of the program

PROF. GREEN. Yes. Let ne say sonething
that's not going to be very popular. | was astounded
to find out that attorneys' fees and expenses are paid
regardl ess win or |ose. Talk about creating
incentives that are not right, it seens to nme the
system does that and we ought to rel ook at the system
in that regard.

Having said that, | would think both the
government and you woul d want to know what ki nd of
study this was. That is, this study, you know,
superficially, on its face, looks like it m ght
support liability in sone cases. And | think you'd
both want to know was this a good study or not.
guess |I'd want to know that as a Special Master.

As for the other test, gee, | don't know
enough to answer the question of whether that's going
to be valuable. And | also don't really understand
the systemthat was set up, the procedure that was set
up within the Act for dealing with discovery. So |
want to stay away fromthat. | do, you know, civi
cases. | don't do Vaccine Act cases.

JUDGE RADER: Thanks, Professor.

DR. HALSEY: Very quickly. 1 just want to
make sure that the raw data is redacted in sone
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fashion to preserve nedical confidentiality.

MALE VO CE: Certainly. Absolutely.

JUDGE RADER:  Yes, mm' am

GALLERY: As a clinician and an
i mmunol ogi st, | haven't heard the discussion, and this
is what the clinicians who are caring for patients
struggle with, which is very simlar to reverse stroke
because patients cone with an adverse drug reaction
hi story.

Take the vaccine word out of it. Adverse
drug reactions are a huge problemin the nedical
establishment, can cause a lot of injury if the
patients are clean, to have sone erasure of that by
|"mgoing to give you the drug again, and they make
the person sick. It's a focus right now of the Joint
Comm ssi on of Hospital Accreditation.

And vaccines are just drugs just like
everything el se. Every drug we give has a one to two
percent rate of an adverse event where the clinician
and the patient say gee, okay. W |ooked at the
literature, but there is a concern of risk of giving
the drug a second tine.

So | read one of your cases which, in ny
medi cal world, would be mal practice to recomrend
rechal l enge unless the life of the patient was at such
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risk that it justified giving the drug again.

So the question for the entire panel, and it
al ways hel ps to put yourself in the context of the
patient, and I would ask Neal Halsey -- and he and |
are friends that have struggled over this many, many
times -- is, at the end of the day, assum ng you had
perfect data and you're that patient's doctor and
you're sitting down comrunicating risks, and there are
huge chasns of know edge in inmunol ogy that we can
spend a whole day on all the pitfalls, and that's what
Dr. Halsey was trying to say. W do not understand
t hese di seases except the fact that they do seemto be

sone type of inflammtory | eaning process.

And that's about as far -- that's about as
broad as a wall. But, at the end of the day, this
patient, as a clinician, | struggle the next year, do

| give hima flu shot because influenza kills and
hospitalized, and I told neurol ogists, as we struggle
with this case --

JUDGE RADER | think your point is what we
do with that one or two percent, right, who are
hyper sensi ti ve.

GALLERY: Right. And, if the majority of
clinicians would say gee, |1'd be really scared unl ess
it's a flu pandem ¢ and people are dying to give
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anot her dose of vaccine because it's plausible that it
coul d exacerbate this problem

JUDGE RADER: Well, let's ask him \Wat do
you do with the one or two percent, the
hyper sensitives?

DR. HALSEY: What are you doing with a
pati ent who has had this disorder if you don't know
for sure whether or not the vaccine that preceded it
caused it, you weigh, just as you tal ked about. You
have to weigh the risks and the benefits of not giving
or giving another dose, and that is what is done if it
i s done properly.

In addition, you try to do everything you
can to determine if there is some test that will help
you determ ne what was the cause of that disorder
because, in fact, if proper studies were done and you
actually could prove that it was EB virus that
triggered this entity and not influenza vaccine, you
woul d feel much nore confortable about giving this
patient the dose of influenza vaccine, especially if
they're at high risk of conplications fromthat
di sease. So you need good science at every point.

JUDGE RADER: The doctor trusts his
medi ci ne. \Wat about you, M. Kin? Do you agree?

MR KIM | trust the clinician. And
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think the problemis, when you inpose a responsibility
and a standard in a courtroomon a clinician, soneone
in the everyday practice, that greatly exceeds what
their reasonable standard of care is. | think, with
the issue of vaccines, it's particularly heightened,
and | want to quote Dr. Halsey in his article

JUDGE RADER: No fair.

DR. HALSEY: It's fair.

JUDGE RADER: - -

MR. KIM "Vaccines which are adm ni stered
to healthy people are held to a higher safety standard
than are nedications used to treat people who are
already ill because vaccines are often given
universally to infants and children. Even a very |ow
ri sk of having serious side effects can result in a
substantial population attributable risk if the
vaccine is given universally."

And so | think, froma clinical standpoint,
if you have seen the sign of irritation, then | agree
it my be malpractice to rechallenge, but -- because
the person is healthy. You know, it's not |ike other
pharmaceutical pills where you're using it to treat an
illness, which would be another situation, which is
why risk benefit gets --

JUDGE RADER:  Mark?
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MR. ROGERS: | think the clinician is asking
a different that's being asked in our proceedings
because our proceedi ngs woul d keep getting back to the
black letter of the law, if you will, the preponderant
evi dence standard. The clinician doesn't work on a
preponder ant evi dence standard. The clinician
decides, is there sone chance that this vaccine caused
it sufficient for ne to wave off future vaccines? And
so they won't.

If there's a risk that this vacci ne caused
that condition, they're not going to readm nister it.
W have to answer a different question. 1Is it the
likely cause by scientific evidence? So | would say
that that evidence, and |'ve heard it offered in our
proceedi ngs, doesn't really add to the question we

have to answer, which is whether it's the likely

cause.
JUDGE RADER: A conment back here.
GALLERY: Just a quick question, and maybe
this is very basic. | don't want to appear too

ignorant, but it seens |like the Court is working on a
preponderance of the evidence standard, and we've been
tal king about that. Yet we see a discrepancy where
medi cal experts appear to be held to a nedi cal
certitude.
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| nmean, so a nedical expert then has to be
able to testify that he would say I'm 90 percent sure
that this did cause it. And then the Court woul d have
to say well, 1"m50, 50 percent and a feather. How
should I believe you? Should the nedical expert be
required to testify to a nedical certainty or, if they
can say well, | believe 50 percent and a feather that
it did cause it, should the Special Mster be able to
t ake that?

JUDGE RADER. That sounds |i ke a Speci al
Mast er question.

JUDGE ABELL: The answer is yes.

PROF. GREEN. Can | address --

JUDGE RADER: Yes. (o ahead.

PROF. GREEN. -- a piece of that, and it was
actual ly what John suggested earlier. This is not
medi cal doctors. | don't know what nedical doctors
use as their standard for judgnent, but it was
suggested that scientists, and particularly
epi dem ol ogi sts, use 95 percent.

Tal ki ng about significance testing and the
95 percent standard that nmany scientists use to
control for randomerror is, as | said to Kathleen,
it's about like trying figure out how to get from
London to Oxford by |ooking at a map of New York. You
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just can't conpare the two.

The reasons are conplicated, but it is not
correct to say that epidenm ol ogists require 95 percent
certainty of a causal relationship before they're
willing tocall it. That's not what statistical
significance testinony is about.

JUDGE RADER Let's wap things up by asking
each of our panelists to address one question. Wat
is the nost inportant factor we should consider if
you' ve established some kind of medical plausibility
in a case, you' ve established that there's no
alternative causes, you' ve got sone tenpora
associ ati on?

What is the nost inportant factor you woul d
have us all look at to bridge that gap from where we
are now, medical plausibility, temporal association,
and no alternative causes to get the causation-in-
fact? Start at this end.

MR WESTMORELAND: Pass. Go on.

JUDGE RADER.  Yes. (Ckay. That's fair
enough.

DR. HALSEY: The nost inportant --

JUDGE RADER:  You got us into this.

(Laughter.)

MR. WESTMORELAND: Oh, | can point at a few
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people in this roomwho got us into this.

MR. ROGERS: Let nme tell you a secret. He
was on the House side. | was on the Senate.

JUDGE RADER. Go ahead, Dr. Hal sey.

DR. HALSEY: The nost inportant factor there
is, is there evidence of an increased risk of the
di sorder in people who receive the vaccine?

The information you' ve given us -- nedical
plausibility, no alternative causes, and a tenporal
associ ation -- happens very comonly to people
t hroughout the country foll owi ng exposures of al
ki nds, not just vaccines. It does not provide
anywhere near the evidence you need.

I f you' re | ooking for one, and you only
asked ne for one, then | want evidence of an increased
risk in a well-defined study and, preferably, multiple
ones so that | have consistency in the findings.

JUDGE RADER. Thank you. Good answer.

Dr. Stratton?

DR. STRATTON: Ditto.

(Laughter.)

JUDGE RADER.  Anyt hing el se?

DR STRATTON: No. It's some other kind of
evidence that this --

JUDGE RADER: So it's scientific literature?
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DR STRATTON: You want sone ot her
scientific literature that this occurs nore often in
peopl e who get the vaccine than not.

JUDGE RADER.  And just that one footnote
again, and what if this is early in the devel opnent of
the literature?

DR STRATTON:  You know, | think that's a
bit of a red herring, with all due respect.

JUDGE RADER.  Is it?

DR STRATTON: Yes. Because | think science

al ways noves on. It's not just the first case. It
can still happen. And you'll have 100 cases. You
still won't know enough.

JUDGE RADER: Thanks. Geat.

Prof essor G een?

PROF. GREEN. Well, | agree with the prior
panelists. The problemis we're not going to have
that for a year, several years, until 1,000 cases have
been brought, as occurred with silicone gel breast
inplants and with Bendectin. There we have the | aw
driving the science. Scientists becane interested
once a bunch of people started making clains. The
guestion really is, how do we resol ve those cases
before we have that? And that's hard.

JUDGE RADER  Speci al Master?
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JUDGE ABELL: 1'mlooking for a credible
expl anation of how and why. And it nay not
necessarily be what a mpjority of the scientific
comunity is thinking, but | certainly wish to see it
associated wwth that mnority that have credentials
that are to be taken seriously.

JUDGE RADER  Yes, but you excluded nme when
| tried to testify.

JUDGE ABELL: Well, that's because your
degree's in acupuncture.

(Laughter.)

JUDGE RADER  You did your job, and you did
it well, too, by the way.

M. Rogers?

MR. ROGERS: To the previous coments,
woul d add I would |l ook for increased risk to get over
the hurdle of showing that this condition can be
caused by this vaccine, but to showthat it did in
this particular case, it would nore than just sone
increased risk corresponding to let's say a rel ative
risk of 1.1 or 1.2.

It would be, as Daubert so eloquently
describes -- this is the Ninth Crcuit's case on
remand -- the relative risk with a good study that
everybody agrees that is solid and powerful with a
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relative risk greater than two to show not only that
t he agent can cause the condition, but that it likely
did cause in this particul ar case.

But, beyond that evidence -- I'"mnot sure if
your question goes this far -- 1'd be looking for a
signature di sease that was nentioned here, a
bi ol ogi cal marker, as we would see in polio vaccine
t hat was mentioned here as well with subacute
scl erosi ng panencephalitis that Dr. Hal sey tal ked
about, or the rechallenge evidence with all its
probl enms, but sonething that causally associates this
adm ni stration of vaccine with this incidence of
di sease.

JUDGE RADER: G eat.

Ms. Rot h?

M5. ROTH. Well, I'"mgoing to throw a wench
into the whol e thing.

JUDGE RADER:  Good. Throw it.

M5. ROTH: In the event that | have a case
like this where | have done everything and, from ny
perspective, |1've got the tenporal relationship, |'ve
got the no prior history, |I've got a biol ogical
plausibility stated by nmy expert, |I'd say that |
proved it nore likely than not. The burden should
shift then to the governnent to show why it's not.
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The governnent has no responsibility here
what soever to in any way contradi ct what |I'm sayi ng.
They just wait for ne to not be able to show t hese
tests. That's not fair to the individual who is
i njured who, by all accounts, there is not other

explanation for it. Were does the defense expert

cone in?

JUDGE RADER: Thanks.

John?

MR KIM | would say that, in the absence
of epidem ology, it doesn't nmean -- | hearken back to

what Dr. Hal sey said earlier, that absence of evidence
i s not evidence of absence. And | would think that,

if you had a credible biologic plausibility case, and
it was supported with the nmedical records and an
association to the vaccine and a good differenti al

di agnosis by the clinician, then | think that's
enough.

JUDGE RADER. | think they' ve done great.

(Appl ause.)

SPECI AL MASTER GOLKIEW CZ: Wl l, ny goa
comng in here today was to enhance everyone's
understanding of the different perspectives on
causation. Thanks to these panelists and the
noderators, and | think that goal has been nmet. And
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| appreciate everyone's attendance.

Now, just logistically here, those that are
part of the conference, there's a cocktail party back
at the State Regency. Those that were ny invited
guests, |'ma governnment enployee. | didn't pay your
way. |'msorry. Thank you all for com ng.
appreciate it.

Ch, lastly. Wiit. Wwoa. Stop. One nore
item You have ny e-mail address. The conference
e-mai| address, it was on all the letters | sent out.
If you don't have it, call nmy office. | would greatly
appreci ate your comments. Wat we did right. Wat we
did wong. Wat we can do for you in the future.

Pl ease take five mnutes to throw it out there. Thank
you agai n.

(Appl ause.)

(Wher eupon, at 4:34 p.m, the conference was
concl uded.)
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