Excerpts from the Deposition of Dr. Stanley Plotkin — January 11, 2018

@ Dr. Stanley Plotkin is an American physician who works as a consultant to vaccine manufacturers, such

as Sanofi Pasteur, as well as biotechnology firms, non-profits and governments. In the 1960s, he played a pivotal
role in discovery of a vaccine against rubella virus while working at Wistar Institute in Philadelphia. Plotkin was a
member of Wistar's active research faculty from 1960 to 1991. Today, in addition to his emeritus appointment at
Wistar, he is emeritus professor of Pediatrics at the University of Pennsylvania. His book, "Vaccines" 112l is the
standard reference on the subject.Bl4l He is an editor with Clinical and Vaccine Immunology, which is published by
the American Society for Microbiology in Washington, D.C..

< Aaron Siri earned his law degree at the University of California, Berkeley School of Law where he received
four Prosser Prizes and ten High Honors. He was also the Editor-in-Chief and founder of the Berkeley Business
Law Journal, which he developed into a nationally recognized publication, ranked in the top 10 of 132 peer
journals. He has his own practice in NYC. (Mr. Siri earned a Bachelor of Science in Accounting with Honors from
Yeshiva University. and clerked for the Chief Justice of the Supreme Court of Israel.)

Transcript of the deposition can be found at this link:

https://lwww.scribd.com/document/389327361/1-11-18-Matheson-Plotkin ?fbclid=lwAR34exe-
FUcadbyrorG7WybKcU7wywNftBeaYAnVnAhew-VPBPtPGhaells

(After the deposition, Dr. Plotkin recused himself from being an expert witness in the case.)

Below are extracts from the deposition, with page numbers included:

Page 20:

Q Have you reviewed any nedical records
related to this case?

A Medi cal records? No.

Q Have you done anything other than what
we' ve al ready discussed to prepare for this
deposi tion today?

A No. Basically, no.

Q Have you discussed the child at issue in
this case?

A No.
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Q So you don't know anything specific about
the child at issue in this case, correct?

A I do not.

Q You don't know anythi ng about her nedica
history, correct?

A Correct.

Q And you don't know anything about her
famly's nedical history, correct?

A Correct.

Page 26:

Q VWhat's the nane of the defendant in this
case?

A As | understand it, they're a narried
couple, but that's all | can tell you. So | presune
they' re both naned Schnitt.

Q What's the nane of their child?

A I do not know

Q How ol d is their child?

A | do not know

Q Do you know whether the child has received
any vacci nes?

A | do not know

Q The nanme of the child is Faith. 1"l
refer to the child as Faith during this deposition
okay?

A Mm hnm

Q Faith's father believes that Faith's

nmother was wrong to not have given Faith al

Page 27:



CDOC- recommended vaccines on time.
Do you agree with the father?

A Yes.

Q s it your understanding that the father
wants Faith to receive all vaccines she has mssed
and continue to receive all CDC-recommended
vacci nes?

A That is ny understandi ng, yes.

Q Do you agree with the father that Faith
shoul d recei ve these vaccines?

A Absent any contrai ndi cation, yes.

Q Sitting here today, do you know whether
Fai th has any contrai ndications?

A | do not know

Q So sitting here today, you don't know
whether Faith should or should not actually get
these vaccines?

A In the absence of a contraindi cation,
Faith shoul d recei ve the vaccines.

Q But you don't know whether she has a
contrai ndi cati on?

A | do not know the nedical history of the
child.

Q What wvacci nes has Faith mssed according

Page 28:

to the CDC schedul e that you believe she should get?

A Vel |, the CDC's schedul e includes the
di phtheria, tetanus, pertussis, hepatitis B,
haenophi | us i nfl uenzae, polio, neasles, nunps,
rubel | a.

| don't know how old she is, so |

don't know you know, where to stop. But there are
vacci nes recommended i n preadol escents. So she
shoul d recei ve those when she reaches the

appropri ate age.

Pages 33-37
Include testimony that Dr. Plotkin feels Faith should get these vaccines:

Hepatitis B — 3 doses; rotavirus — 2-3 doses; Dtap - at least 3 doses, and then two boosters later on; HiB — 3 doses;
PCV 13 - 3 doses; IPV (polio) — 3 doses; Flu - annually; MMR - at least 3 doses; Varicella (chickenpox) — 2 doses;
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Hepatitis A - 2 or 3 doses. As an adolescent, she should get the meningococcal vaccine and the HPV vaccine, and
as an adult she should get all the CDC recommended adult vaccines.

Dr. Plotkin states that the four major vaccine manufacturers who supply these vaccines are Glaxosmithkline (GSK),
Merck, Sanofi, and Pfizer, and that all the vaccines he recommends for Faith are produced by one of these
manufacturers. He adds in (pages 32-33) that he himself developed one of the rotavirus vaccines - Rotateq.

(CONFLICT OF INTEREST)

Page 37:

Q Have you received any paynents from Sanofi
or any of its related or predecessor entities?

A Yes. Certainly.

Q In what years did you receive paynents?

A Ch, geez. Well, first of all, as you

should know in the 1990s | was nedi cal and

Page 38:

scientific director of Sanofi Pasteur, and so
obviously | was paid by them
And since then |'ve been consul ting

for manufacturers, for biotechs, for governnents,

for nonprofits, and essentially for anyone
interested in vaccine devel opnent.

And so | have been remunerated by
conpani es, not by nonprofits, obviously, and that is
essentially what | do.

Q Is there a year since 1990 that you've not
received any kind of paynent or renmuneration from

Sanofi ?



A Probably not, no

Q How nuch did you receive -- what woul d you
say is approxi mate total anmount of paynents and
renunerations you've received fromSanofi during
your lifetine?

A Oh, ny God. | have no idea. |'msure
it's a sizable anount of noney. But |, you'd have
to ask ny wife, who's essentially ny accountant

Q I's your wife the person that would have
the records to know that anount?

A Yeah. She probably woul d.

Q Okay. Would you say it's nore or |ess

Page 39:

than a hundred thousand dollars?

A Ch, I'msure it's nore than that

Q Woul d you say it's nore or less than
500, 0007

A Probably, yes. Over the years, | inagine
it is.

Q Would you say it's nore or less than a
mllion dollars?

A Well, again, |'mnot prepared to answer
this question, but |'msure it's a considerable
anount of noney. And over the years, it could wel
be nore than a million

Q Do you believe it could be a fewnillion?

A You know, Counselor, | cannot give you a
precise figure. It is a considerable anount of
nmoney. | do not doubt. But | could not give you a

speci fi c nunber because |'ve never |ooked at it.

Page 40:

Q So what |'masking, has any entity, so any

busi ness conpany, that you've had directly or

Page 41:



indirectly nore than 1 percent ownership interest,
okay, has any conpany |ike that recei ved noney from
Sanofi ?

A Vell, again, |'mnot sure | understand the
question. But | amthe principal of a conpany
cal | ed Vaxconsult --

Q Okay.

A -- which essentially was organi zed to nake
things easier fromthe tax point of view And that
entity, if that's what you nean, has received
paynents fromconpani es for whom!| consult.

So it's a device, if you will, to

make things sinpler for the accountant.

Okay. So who owns Vaxconsul t?
| do-- well, ny wife and | do.

And what percent do you own?

» O » O

A hundred percent.

Q Okay. And is there any other conpany --
and paynents have been nade to Vaxconsult by Sanofi?

A Sure.

Q And what's the total anount of paynents
that have been nade to Vaxconsult by Sanofi?

A \Vell, again, | do not have an exact
nunber. | amsure that over the years, it's a
Page 42:
consi derabl e amount, but | cannot tell you exactly
how nuch.
Q I s there any other conpany in which you

have an ownership interest that's recei ved money
from Sanofi ?

A MNa.

Q You anticipate to continue to receive
paynents or any kind of other renuneration from
Sanofi in the future?

A As long as ny health holds out, yes.



Q \What are those payments for?
A For advice.
Q Have you received any paynents from Merck

or any of its related or predecessor entities?

A Yes.

Q Vhat year did you receive paynents?

A All | can say is since | stopped working
for Sanofi, which was in early 2000s, |'ve consul ted

for essentially all of the major manufacturers. |
do not know how nuch | received. But | have
certainly received paynents from Merck, fromd axo,
fromPfizer, and many other entities.

Q So what was approximately the first year
that you received paynents from Merck?

Page 43:

A Sonetine in the 2000s.

Q Woul d you say that you' ve received nore
than a hundred thousand dollars in
paynents/ remunerati on fromMerck since then?

A | have no idea.

Q But you woul d have records that woul d be
able to determne that amount, correct?

A Yes. | doubt -- actually, | doubt that
it's a hundred thousand, but | don't, | don't
recall. As | said, ny wife does the accounting, and
| pay no attention to it.

Q Do you antici pate receiving any paynents
or remuneration fromMerck in the future?

A Sure.

Q You said that you received paynents and

other remuneration fromGSK in the past?

A Yes.

Q When did those paynents start?

A Again, | cannot give you a precise year.
But as |'ve tried to say repeatedly, since 2000,
|'ve been consulting for nany different entities,
i ncludi ng GSK and the others.

Q Do you expect to continue to receive

paynents or renuneration fromGSK in the future?

Page 44:



A Yes.

Q I'l'l ask you the sane question about
Pfizer. You indicated that you have recei ved
paynents or renuneration fromPfizer?

A Yes.

Q Do you renenier when you first recei ved
any paynents fromthemor any remuneration?

A No, | don't recall what year that woul d
be.

Q And do you have a sense of approxinately
how nuch you' ve recei ved?

A No

Q Do you anticipate continuing to receive
paynents or renuneration fromPfizer?

A Very likely.

Pages 48-54:

Includes testimony from Dr Plotkin that “Voices for Vaccines” receives administrative support from the “Task Force
for Global Health.” Under the direction of Dr. Adam Hinnan, this Task Force does the financial paperwork for Voices
for Vaccines needed by the government, but according to Dr Plotkin they do not give any funds to the “Voices for
Vaccines.” Court document Exhibit Plaintiff -3 shows that the “Task Force for Global Health” receives funding from
Glaxosmithkline, Merck and Pfizer.

Page 56:

Q Have you ever worked on devel oping a
vaccine that was eventually used by the public?

A Yes.

Page 57:

Q Wi ch ones?

A Let's see. \ell, rubella, rotavirus,
rabies, and | nade contributions here and there to
anthrax, cytonegal ovirus, varicella. That's all |
can renenber at the nonent.

Q The varicella vaccine, you're talking
about VARI VAX?

A Yeah.

Q When you say you contributed to it, how
did you contribute to devel opnent of varicella?

A Essentially by showing howit could be
used and denonstrating that it was safe and

ef fective.



Q Did you work directly with Merck on that?

A | don't recall whether it was directly
with Merck or not. Certainly it was the vaccine
produced by Merck. But whether -- | don't recall
that they actually funded ny studies of varicella
vaccine. But they were, they were the producers of
the vaccine, certainly.

Q VWhere were you worki ng when you did this
vork?

A At Children's Hospital of Philadel phi a.

Q Did Children's Hospital ever acquire any

Page 58:
intell ectual property rights on what was --
A For varicella, no.
Q Have you devel oped or been part in any way

in the devel opment of any wvaccine fromwhich you
have received any paynent, revenue, or income
rel ated to the sale of that wvaccine?

A Yes. Although | should stipulate that all
of the patents on vaccines that |'ve devel oped have
been taken out by the institutions for which | was
working and that they gave me -- and | stress that
it was not a requirenent, but they gave ne part of
the profits deriving fromthe patents.

Q Vihi ch were those?

A Sorry?

Q Vihi ch vacci nes are those?

A Mai nl y rubella, rotavirus, and rabies.

Q And the rubella vacci ne that you devel oped
is currently used as part of the MVR wvacci ne?

A Correct.

Q And this is one of the vaccines you

believe Faith's pediatrician should purchase and
admni ster to her?
A Absolutel y.

Q VWhat is the total anount of paynents in

Page 59:



any formyou have directly or indirectly received
fromthe sale of the rubella vacci ne?

A | cannot give you a figure. | would say
that | do not doubt. But, again, |'d have to ask ny
wife. | do not doubt that they were substantial
amounts of noney, and simlarly for rotavirus and
rabi es.

Q Was it in the mlilions of dollars for
rubel | a? Just rubella.

A | don't think so. That's all | can say.
| don't think so.

Page 60:

Q MNow do you have -- you said that you're
not sure whether it was in the mllions of dollars

that you've received fromthe sale of rubella,

correct?
A Correct.
Q But it could have been?
A | doubt it, but it could have been. |

don't think so.
Q \Who provi ded you those paynents?

Page 61:

A The Wstar |nstitute.

Q Did it cone fromany other source other
than Wstar?

A | don't think so because the Wstar holds
the patent.

Q Viére you listed as one of the patent --

A One of the inventors?

Q One of the inventors?

A | believe so, yes.

Q But the Wstar was the assignee; is that
right?

A Yes.

Q And so they received the -- they're the
ones who had the, gave the license to Merck?

A Yes. Yes.

Q So Merck would pay Wstar, and then Wstar
would remt sone of that to you;, is that correct?

A That's correct. |'mtrying to recall
whether Children's Hospital was involved. | don't

think so at that point because that was meny years
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ago.

0] And you indicated that you' ve al so

devel oped the rotavirus vaccine earlier. | believe

you said it was RotaTeq?

Page 62:

A Yes.

Q That's, and | think you said earlier
that's currently one of two rotavirus vaccines
currently on the market in the WS 7

A Yes.

Q And you obtained a patent for RotaTeg?

A Wstar and Children's Hospital devel oped
patents.

Q Who is listed as the inventor or
co-inventors?

A Mysel f, Paul OFfit and Fred Cark.

Q Who are the assignees of the patent for
RotaTeq?

A Assignees, you nean who used the --

Q Véell, you know, when you file a patent,

there's usually an inventor listed and then there's

who you, the patent is assigned to.

A V&ll, the patents were taken out by Wstar

and Children's Hospital, if that's what you nean.
Q Okay. And so they were the ones who had
the rights to the patent?
A Yes.

Q How nuch remuneration to date have you

recei ved fromsal es of RotaTeq?

Page 63:

A | couldn't tell you exactly, but it's been
a consi derabl e anount.

Q Has it been in the milions?

A | hesitate to say exactly. It could be,
but | really do not know

Q You were entitled -- so you indicated that
Children's Hospital of Philadel phia, is that
soneti mes referred to as CHOP?

A Yes.

Q CHOP was entitled to receive revenue from
the sale of RotaTeq?

A Yes.

11



Q VWhat portion fromthe sale of RotaTeq was
CHOP entitled to?

A Vell, as | understand it, S0 percent.

Q And what percent of that 50 vere you
entitled to?

A | don't know

Q Do you know how much revenue CHOP recei ved
fromthe sale of RotaTeq?

A | do not.
Q Did there ever cone a tine where CHOP sold

its interest in the RotaTeq virus vacci ne?

A | believe so, yes.
Page 64:
Q Do you remenber how rmuch approxi mately it

was sold for?

A Ma.
(Exhibit Plaintiff-4 was narked
for identification.)
BY MR. SIRI:
Q | "mgoing te hand you what is being marked

as Plaintiff's Exhibit 4. This 15 a press rel ease
fromPRoyal ty Pharna. And the title of the press
rel ease is: Royalty Pharna acquires royal ty
interest in RotaTeg fromthe Children's Hospital
Foundation for 182 mllion.
M. RUBY: Ms. Nieusma, you should have

that in just one second.
BY MR. SIRI:

Q Looking at Exhibit No. 4, does that
refresh your recollection of how much CHOP sold its

interest in RotaTeq for in 20087

A Assuming it's correct, yes.

Q Does that sound about right?

A | have no idea, but presumsbly it's
correct.

Q Do you have any reason to doubt the

authenticity of this press rel ease?

Page 65:
12



A Mo.
Q Do you have any reason to doubt that CHOP
sold its RotaTeq interest in 2008 for %182 mllion?

A | have no reason to doubt it.

Q Did you receive a portion of those
proceeds?

A | believe so, yes

Q Vihat was that anount?

A | could not tell you precisely. | really
can't. | don't do these things for the noney. And
although it's gratifying to receive nonetary awards,
| don't personally keep track of it.

Again, if | had realized this was
going to be the tone of this deposition, | would
have asked ny wife to cone al ong
BY MR. SIRI

Q You're here today opining that Faith
shoul d recei ve vaccines that are nade by the big
four pharmaceutical conpanies, correct?

A | am yes.

Q Okay. And you didn't anticipate that your
financial dealings with those conpani es would be
relevant in that issue?

A | guess, no, | did not perceive that that

Page 66:

was relevant to ny opinion as to whether a child
shoul d recei ve vacci nes. Vaccines have to be nade
by somebody. And, of course, in this world they're
made by pharmaceutical companies who nake profits on
vacci nes.

And the fact that they nake profits
on vacci nes has no bearing on whether those vacci nes

are good for a child or not.

Page 67:
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Q So fromthe %182 mllion sale to CHCP --
that CHOP made to Royalty Pharna, do you believe

that you recei ved nore or less than a mllion

dol lars?
A | could have recei ved nore than a million
dollars. | don't have an exact figure.

Q You stated earlier your co-inventor on

this was Paul OFfit?

A Yes.

Q Were you entitled to similar renuneration
as he was?

A Yes.

Q Are you aware that he has stated publicly

how nmuch he's received fromthat sale?

A | amnot aware that he has.

Q If I told you he said that he recei ved
approxi nately $6 mllion, woul d that --

A Mm hnm

Q -- would that help you recall how nuch you
recei ved?
Page 68:

A Mot really, but | believe whatever Paul
has said | 'msure is correct.

Q Sois 36 mllion a lot of noney, in your

opi ni on?
A Yes.
Q I f you received $6 mllion, do you think

you' d renenber?
A Actual ly, Counselor, no. | hesitate to
say this because it sounds as if |'msone sort of

idiot. But | really do not follow what income |

get. | have no doubt that it was a | ot of noney,
but | cannot give you an exact figure. | actually
do not read ny own tax returns. | say that in

conpl ete honesty.

Q How about the Wstar Institute;, | believe
you stated earlier they also were held to
intell ectual property on RotaTeq, correct?

A Yes.

14



Q Dd there ever cone a time -- and you
receive a portion of the proceeds that Wstar
recei ves, correct?

A Yes.

Q And you continue to recei ve paynents from

Wstar for the sale of RotaTeq?

Page 69:

A | don't think | received anything in the
| ast couple of years, but | have in the past.

Q How much approxi metely have you recei ved

in the past?
A | don't renenbper.
Q Do you recall Wstar selling a portion of

its royalty interest to RotaTeqg?

A | believe they have.

Q Do you renenber approxi natel y how nuch?
A No.

Q I "magoing hand you what's been narked as

Plaintiff's Exhibit 5
(Exhibit Plaintiff-5 was narked
for identification.)
BY MR. SIRI:
Q It's a PR Newswire article. Can you read

the title, please?

A “The Wstar Institute Sells Partial
Royalty Interest in Merck's RotaTeq to the Paul
Royal ty Fund."
Q Does that refresh your recoll ection of how
much they sold their royalty interest?
A Mo.
M. RUBY: Ms. MNioeusma, did you receive

Page 70:
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Exhibit 57
M5. NIEUSMA: | did. | believe Exhibit 5
| have, yep, just got it.
M. RUBY: Thank you.
BY MR. SIRI:

Q Can you please read the first sentence of
the article, Dr. Plotkin.

A The Wstar Institute today announced that
it sold a portion of its anticipated worl dwi de
royal ty revenues fromRotaTeq to an affiliate of the
Paul Royalty Fund for %45 mllion.

Q Does that refresh your recollection of how
much they received for selling a portion of their
interest in RotaTeq?

A | know that they sold it. | don't have in
ny head how nuch they sold it for. But | presune
this is correct.

Q The Wstar Institute is entitled to what

percentage of the sales fromthe RotaTeq?

A | do not know
Q Fromthis $45 mllion sale, any

recol lection at all of how nuch you recei ved?
A No recollection. |'msure | received

SOMme.

Q Do you think it was sizable?

A | think it was probably sizable, yes.

Q More than a few hundred thousand?

A | think so. | don't have a figure in ny

Q Do you have documents that woul d indicate
how much you received?
A | woul d | magi ne so, yes.
MR. SIRI: We'll meke a reguest for those

as wel | .
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Q Are you familiar with the | nmunization
Action Coalition?

A Yes.

Q What is your understanding of what this
group does?

A They pronmote vacci nation through education
and enails and neeti ngs.

0 Woul d you say it's one of the main
advocacy groups for vaccines in this country?

A I think it's an inportant one, yes.

Q Does it receive funding from
pharmaceuti cal conpani es?

A | believe -- | think so. |'mnot certain.

Page 72:

| don't know exactly where their financing cones
from but | think they very well nay.
(Exhibit Plaintiff-6 was narked
for identification.)

BY MR. SIRI:

Q |"mgoing to hand you what's been marked
as Plaintiff's Exhibit 6. It's a printout fromthe
| mmuni zati on Action Coalition web page showi ng their
funding for 2017. |f you could kindly take a | ook
at that and the section that says, that lists the
pharma company donors.

A M hnm

Q Are any of the conpanies listed there
vacci ne manufacturers trying to devel op vacci nes?

A Yes.

Q VWhi ch ones?

A AstraZeneca, G axo, Merck, Pfizer, Sanofi,

Seqi rus.
Q So all of thenm?
A Yes.

Page 73:
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Q Do you know approxi natel y what percent of
| mmuni zation Action Coalition's funding cones from
those pharmaceuti cal conpani es?

A No idea.

Q Can you narme n® a na) or medical group,
such as the Anerican Acadeny of Pediatrics or
simlar, that you know does not receive any fundi ng
fromany pharnaceuti cal conpany?

A Vé&ll, inasmuch | do not know what
organi zati ons receive what funding, | really can't
answer that question.

Q Sitting here today, you don't know of one?

A | don't know what funding, for exanple,
AAP receives frommanufacturers, no.

Q So sitting here today, you're not aware of
any nedi cal group that does not receive any support
from pharnmaceuti cal conpanies, correct?

A | amnot aware of the funding of nedical
organi zations and whether or not they receive

fundi ng from pharnaceuti cal conpani es.

Page 74:

Q So just to recap, | think it would be
correct to say that you ve received in total from
the conpani es that devel op or nanufacture vaccines
paynents or renmuneration at |east in the anount of a
fewmllion dollars, correct?

A I think it's correct to say that since |
left Children's Hospital in the 1990s, | have
recei ved considerable funding for ny work in
devel opi ng vacci nes and in advising conpani es how to
devel op vaccines, and | have al so given advice
freely to organizations that could not pay me
because | believe that vaccines are inportant to the
health of children and adul ts.

Q So the answer is yes?

A The answer is yes, but | wish to say very
clearly that none of the things that | have done

have been done with the objective of gaining noney.

Pages 79-84:

Testimony discusses Dr. Plotkin’s CV, dated June 2017, which was given to the defendant’s counsel. It was 200
pages long. Included: 794 articles cited that he had authored, 13 faculty appointments at a number of universities, a
teaching position at University of Pennsylvania (a vaccine course), medical and scientific director at Sanofi from

18



1991-1997, and executive advisor to the CO of Sanofi from 1997-2009. (Missing was his adjunct professor position
at Johns Hopkins, and work that he had done for Merck, Glaxo and Pfizer. He explained that he had just consulted
for these three companies, and did not have any official appointments there so he did not include them on his CV.)

Pages 85-93
Although not stated on Dr. Plotkin’s CV, he confirmed that he was on the Board of the following companies:

Dynavax ( working on adjuvantation of vaccines and recently licensed a Hep B vaccine; Dr. Plotkin had advocated
on their behalf in govt)

VBI Vaccines (biotech company developing vaccines)

MyMetics (chairman of the scientific advisory board of this biotech company developing vaccines)
Inovio Biomedical Corp (biotech company developing vaccines based on DNA)

CureVac AG (biotech company developing vaccines)

GeoVax Labs (biotech company working on a HIV vaccine)

GlycoVaxyn AG (European biotech company working on vaccines)

Adjuvance Technologies (company working on developing adjuvants for vaccines)

BioNet-Asia (company developing a new pertussis vaccine)

Hookipia (European biotech company working on vaccines)
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Q Vhat was Merck's total revenue from
vaccine sales in 20167

A No | dea.

Q Do you think it was in the milions?

A | inagine so. But | certainly have no
knowl edge.

Q Do you think it was in the billions?

A | don't, do not know
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Q Do you know what the, do you know what the
global sales of vaccines were, approxinately, |ast
year?

A My vague recol lection is sonething |ike
30 billion.

Q Thirty billion. Do you know what percent

approxi nately Merck's share of that was?

A MNo.

Q Sanofi's?

A Na.

Q @ axo?

Page 104:

A No.

Q Or Pfizer?

A No.

Q Do you -- conbined what, do you have a
sense of what those four represent in ternms of that
$30 billion in vaccine sal es?

A Probably. | would guess, but it's purely
a quess, 20 billion.

Q And the increase in the vacci ne market has

been due to the fact that new vacci nes gi ve higher
profits, correct?

A Correct.

Q Are you famliar wth the New England --
strike that.

If | told you -- in terns of the
$30 billion, and you said approxinately -- what
percent did you say approxi nately you thought was
fromthe big four vaccine nakers?

A | said 20. | really don't have an
accurate idea, but that's ny guess.

Q Twent y?

A Billion.

Q Oh, billion. You said what percent of

that was rel ated fromthe four, to the four big

Page 105:
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vacci ne manufacturers?

A What | said was that | thought the overall
incone was 30, but that the big four probably
account for 20. But that's, those are purely
guesses.

Q Then let's do this. \hen you say it's a
guess, how off do you think you mght be?

A If it's a guess, howdo | know how of f |
ant

Q How did you cone up with the 20 billion?

A Because | wvaguely recall having seen a
paper w th those nunbers. But ny nenery may be
incorrect.

Q Are you famliar with the New Engl and
Journal of Medicine?

A Yes, of course.

Page 106:

Q What is your opinion about this, the
MNew Engl and Journal of nedicine?
A It is an influential rned cal journal.
Q |"mgoing to read you a quote froma
Dr. Ednond ). Safra, professor at Harvard Medical
School and former editor in chief at the New Engl and
J ournal of Medicine.
And | ' mgoing to ask you a guestion
about it. Ckay?
A Yes.
Q So the quote says: Conflicts of interest
and biases exist in virtually every field of
medi cine, particularly those that rely heavily on
drugs or devices. It is no longer possible to
bel i eve nuch of the clinical research that is
publ ished or to rely on the judgrment of trusted
physicians or authoritati ve nmedical guidelines. |
take no pleasure in this conclusion, which | reached
slowy and reluctantly over ny tw decades as the

editor of the New Engl and Journal of Medicine.

Are you famliar wth that quote?

A Mo.
Q Okay. Let ne read you a different quote,
again, by Dr. Angell, in which she bl anes the issue
Page 107:
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that | just quoted, the issues with truths in

medi cal publishing, on individuals that use

| egi tinacy of acadenmia to push pharmaceutical
conpany agendas. Here's what she said about those
i ndi vi dual s.

She says, quote: They serve as
consultants to the sane conpani es whose products
they evaluate, join corporate advisory boards and
speakers bureaus, enter into patent and royal ty
arrangenents, agree to be the listed authors of
articles ghostwitten by interested conpanies,
pronete drugs and devices at conpany-sponsored
synposi a, and all ow thensel ves be plied wth
expensive gifts and trips to luxurious settings.
Many al so have equity interest in sponsoring

conpani es

Are you famliar wth that quote?

A Yes. | think | have read that, nm hrm

Q You consul ted for the big four vaccine
nanufacturers, correct?

A Yes.

Q You're in the corporate advisory Board of
numer ous vacci ne devel opers, correct?

A Yes.

Page 108:

Q You' ve recei ved royalties fromthe sal e of
one or nore vaccines, correct?

A Yes.

Q Have you recei ved -- you have recei ved
royalties fromthe sale of one or nore vaccines,
correct?

A Yes.

Q You are listed as an author on at | east
one or nore papers where individuals authoring
papers recei ve conpensati on fromvacci ne nakers,
correct?

A Wul d you repeat that question.
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Q Sure. Have any of your co-authors on any
of the papers that you've published recei ved
conpensati on frompharnaceuti cal conpani es?

A Presunabl y, yes.

Q And you' ve taken nunerous trips over the
last 30 years to various parts of the world?

A Yes.

Q I"mgoing read you a list of acronyns.
And for the record, could you please state what you
understand each to be. This way we can have
comrmenal ity in terns of |anguage.
HHS?

Page 109:

A Heal th and Human Servi ces.
Q Okay. CDOC.
| know these, | know that you know
these. This is just so that when | use the term
"CDC" | ater we have it defined.

A Centers for Disease Control.

Q Thank you. Thank you.

Have you ever been involved with the
coc?

A Yes, of course.

Q VWhat's been your invol venent?

A Vell, actually, | was an epidemc
intelligence service officer in the 1950s, and |
have served on commttees. |'ve attended nunerous
meetings at CDC. |'wve worked or, let's say,
col l aborated frequently wth people fromCDC. CDC
is the wrld' s most | mportant epi dem ol ogy

organi zati on.

Q FDA?

A Yes. |'wve actually done consul tation for
FOA and i nteracted wth people on FDA, vyes.

Q And it stands for the Food and Drug
Adm ni stration?

A Food and Drug Administration, yes.

Page 110:
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Q And the FDA is an agency w thin HHS,
correct?

A Yes.

Q And CDC's also an agency w thin HHS?

A Yes.

Q Okay. N H?

A Yes, of course. MNational Institutes of
Heal th.
Q Right. And you've been involved with the
NI H?

A Yes.

Q And how have you been invol ved?

A Served on conmttees, worked w th people
at NIH, scientific collaborations.

Q NIH is an agency wi thin HHS as well,

correct?
A Yes.
Q HRSA?
A I "mnot sure --
Q Heal th Resources Services Admnistration?
A Okay.
Q They' re also an agency w thin HHS,
correct?
A Yes.
Page 111:
Q Any i nvol vement wi th HRSA?
A | don't think so.
Q ACIP?

A V&ll, yes. The Advisory Conmittee for
| nmuni zati on Practices. | have attended their
meetings since 1960s, probabl y.

Q Have you ever served on the Board at ACP?

A On ACIP itself? No.

Q Okay.

A No.

Q Have you served on any Board related to
ACP?

A To ACIP? |'wve worked, | have participated
in working groups which they have organi zed on

speci fic subjects.
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Q What working groups were those?

A Let's see. Minps. Let's see. \What else?
Minps was the nost recent one. | can't recall for
the moment. But anyway, two or three working groups
that they' ve organized fromtine to time. A yellow
fever was one

Q Ever work on a working group for
rotavirus?

A Actual Iy, no.

Page 112:

Q And nmeas| es?

A Measl es?  No.

Q Mot neasles. |'msorry.

Rubel | a7

A Mo, not for ACIP, no.

Q A different government agency?

A MNo. Actually, that was for VWHO

Q For the rubell a?

A Yes.

Q And for rotavirus, did you serve on a
commttee --

A Mo.

Q for any other governnental entity?

Strike that. That's okay.
Ch, and VWHO stands for?

A Vérld Heal th Organi zati on.

Q Thank you.

| don't knowif |"mgoing to
pronounce this acronymcorrect. You can correct me
if I don't. |Is it VRBPACZ? VRBPAC? VRBPAC? Howis
it normal |y pronounced?
A “WRBPAC. " Vaccines and Rel ated
Bi ol ogi cal s Advi sory Comrmttee.
Q And that's V-R-B-P-A- &7
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A Yeah.

Q Any i nvol verent with that conmttee?

A | have testified, but not, | have not
served on the commttee.

Q What did you testify there for?

A On the, at least the |last tinme concerned
the Dynavax wvacci ne.

Q Ch, the, for the conpany you're on the
Board for?

A Yes.

Q And this was to try to seek approval of

that waccine?

A Yes.

Q \Whi ch ended up getti ng approved?

A Yes.

Q The NVAC?

A Mational Vaccine Advisory Commttee. |°ve

given talks to the commttee.
Q Ckay. About what?
A About vacci nes.
Q Fair enough. Anything in particul ar about

vaccines or particul ar vaccines?

A No. Actually, there was nore or |ess
general . |t was not pushing any particul ar vaccine,
Page 114:

but relation to the admnistration and the
devel oprment of new wvacci nes.

Q Ever give a presentati on about the vaccine
market?

A About the vacci ne narket? MNo.

Q And so all of the agencies and conmttees
we just listed, CDC, FDA, MNH HRSA AC P, VRBPAC
and NVAC, they're all under HHS?

A | believe so, yes.

Q And what's the, what about |OM what does
that stand for?

A | nstitute of Medicine, now the MNational
Acadeny of Medici ne.

Q Have you ever been involved with | OV

A Vell, |'ma nenber of the National

Acadeny. So yes.
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Q Since when have you been a menber?

A Oh, gosh. Ten years, but that's just a
guess.

Q What is the National Childhood Vaccine
| njury Act of 19867

A Vell, that's, in effect, it funds the
organi zation that, shall | say, receives reguests

fromindividual s who believe that they' ve been

(Vaccine Injury Compensation Program)

Page 115:

injured by vacci nes and renunerates themif they
decide that, that there was a possibility that the
vaccine did cause injury.

Q So if sonebody is injured by a vaccine,
this |aw provides that they submt a claimto Health
and Human Services?

A Yes.

Q And Health and Hurman Servi ces then
adj udi cates --

A Yes.

Q -- and those clains are filed in somethi ng

called the Vaccine Injury Conpensation Program

correct?
A Yes.
Q Admini stered in DC?
A Yes.

Q So, and the respondent in those cases is
HHS, the secretary of HHS?

A Yes.

Q And the secretary of HHS in those cases is
represented by the Departrnent of Justice?

A Yes.

Q To defend agai nst clains that the vaccines

cause injury, right?

Page 116:
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A | woul d say that they determ ne whether
there is a reasonabl e possibility that the vacci ne
caused injury. They, | would say, are relatively
open and will give an award if there is a reasonabl e
possi bi 1 ty.

Vhen this was first organized --

Q Do you have a study that supports what you
just said or any type of --

A About what?

Q That they are very, that they are open to
giving awards? Do you have any governmental report
or any authoritatiwve source, any kind of
governnental report or simlar that supports the

assertion you just nade?

A Véll, | don't know |'d have to ook that
up.

Q Ckay.

A But the principle was enunciated years ago

by the, particularly by the Anerican Acadeny of

Pedi atrics. And their idea, which | now think was a
good idea, was that rather than have an adversary
situation, that they would set up an organi zati on
whereby if there was a reasonable possibility of

inury, that they would offer remuneration, as

Page 117:

opposed to the situation where | awsuits were being
filed against conpanies and having an inpact on
whether the conpany was continuing -- would conti nue
to nake the vaccine.
At a certain point there were

rel ativel y few conpani es naking vaccines. And so
this is an idea which over the years | have realized
was a good idea, because it renoved the -- how shall
| say? -- the oppositional part of the story and
made it possible for peopl e who thought that they
had been injured to be remunerated, whether or not
that was biologically the case.

Q So is it your testinony that the national,
that the Vaccine | njury Conpensation Programis not

an adversarial systen?
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A It's an adversarial systemin that people
have to have sone reasonabl e infornati on base to say
that a child, let's say, has been injured. Whether
it's because of a vaccine or whether it's a chance

occurrence fortunately does not have to be
adj udi cated under this kind of system

Q That's only if it's a table injury,
correct?
A Yes.

Page 118:

Q But if it's not a table injury, then the
petitioner would need --

A Yes.

Q -- to show that it was the vaccine that
caused the injury?

A Yes.

Q So this is, I"'magoing to refer to this as
the 1986 act. This is the act that gave vaccine
manufacturers immunity fromliability.

A Yes.

Q And you have to -- yeah, okay, for

i njuries caused by vacci nes.

Page 123:

Q Okay. Are you famliar wth how the CDC
makes changes to its pediatric vaccine schedul e?

A Yes.

Q Have you ever been part of that process?

A Not part of the process, but certainly
part of the discussion.

Q In addition to changes to the CDC
pedi atric schedul e voted upon by ACIP, correct?

A Yes.

Q What happens when ACIP votes for a
pediatric vaccine to be added to the CDC's pediatric
vaccine schedul e for universal use?

A It is adopted by wvarious nedical

organi zations and reconmended to the physicians.
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Q And so the pediatricians around the
country rely on those recomrmendati ons to decide
whether or not to admnister a vacci ne?

A Absol utel y.

(Vaccines for Children Program and 1986 National Childhood Vaccine Injury Act)
Page 124:

Q What about children in the United States
that can't afford the vaccines reconmended by ACI P?

A Vel l, until the present tine, renmains to
be seen whether that will still be the case, the

governnent pays for those children to receive

vacci nes.

Q Is that called the Vaccines for Children
Progran?

A Yes.

Q And ACI P votes on whether or not to add a
vaccine to that program correct?

A Yes.

Q And when a vaccine is added to that
program the nanufacturer is paid for the vaccine
even if the child can't pay, correct?

A Correct.

Q Do you know what percentage of vaccines,
pedi atric vaccines adninistered in the United States
are purchased from pharmaceuti cal conpani es using
federal noney through the Vaccines for Children
Progrant

A Fifty to 60 percent.

Q So when ACI P reconmends a vaccine for

uni versal use, it will essentially create a

Page 125:

liability-free market of mllions of children for
the pharmaceuti cal conmpany manuf acturing that
vaccine, right?

&, The act provides payment to the
pharraceuti cal conpany to nenufacture the vaccine;
that is correct.
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Q Are you talking about the 1986 act?

A, Yes,

O And they're not liable for injuries from
the vacci nes, right?

B Unless it is the result of bad

mamuf act ure,

Q But mot for, if it wasn't, not for design

def ect cl ains?
A& Right.

Q Meani ng you can't sue a vacci ne
manuf acturer claining that they could have nade the
vaccine safer?

A Correct.

Q Who conprises the voting nenbers of ACIP?
Strike that. | didn't want the nanmes.

Let ne ask it a different way. Are

the individuals that serve on ACI P gover nnent

enpl oyees?
(ACIP - Confilict of Interest — Rotavirus Vaccine)

Page 126:

A No.

Q Where do these individuals cone fron?

A They cone fromall over the United States,
and they are chosen because they have no conflict of
interest; that is to say, they receive no funding
fromvacci ne conpani es but are thought to know
sonet hi ng about vaccines, neverthel ess, with the
exception of a conmunity representative who is a
| ayperson.

Q So none of the nenbers of ACI P have any
conflict with regards to the nanufacture,
devel opnent, or -- of wvaccination?

A Right.

Q When was the first rotavirus approved by

ACI P for universal pediatric use?
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A That was, | don't remenber the year, but
ny recollection is that was in the 1990s.

Q If | tell you June 25, 1998, does that jog
your nenory?

A Yeah, that could be right.

Q On that date, June 25, 1998, you and your
co-inventors, Paul Offit and Fred Clark, had al ready
had a patent on the rotavirus vaccine, correct?

A Yes.

Page 127:

Q \WWere you at ACIP at the neeting that they
first approved the first-ever rotavirus vacci ne for

uni versal pediatric use?

A | believe | was.

Q Was Fred Clark at that neeting?

A I think he was. |'mnot certain.

Q Was Paul Offit at that neeting?

A Yes.

Q What was Paul OFfit's role at that
neeti ng?

A His role? | don't remenber whether he was
still on the cormittee or not. | don't renenber.

Q He was on AQ P?
A He was on ACIP, yes.

Q He was a voting menber of ACIP?

A But | amconfident that he was not all owed
to vote on the licensure of RotaTeqg or on the
admini strati on of RotaTeg.

Q For the first, what was the first
rotavirus vaccine that was approved for universal
use in this country?

A RotaTeq.

Q Is that the rotavirus vaccine that you

wor ked on?
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A Yes.

Q There wasn't a rotavirus vacci ne that was
approved before that?

A | don't believe so, no -- well, yes, there
was a vacci ne that had been developed at the
Nati onal Institutes of Health that had been
l'icensed, but wes found to cause intussusception,
and the manufacturer took it off the narket.

Q Paul Offit was on the committee and voted
to approve that wvaccine for universal use, correct?

A Very likely, yes.

Q At the tine that he voted to approve that
rotavirus vaccine for universal use, he was a patent
hol der with you and Fred Cark on a rotavirus
vaccine, correct?

A Yes.

Q He didn't recuse hinself fromvoting on
recommendi ng the rotavirus vaccine for universal use
at that neeting, correct?

A That's correct, which in a sense was
voting agai nst hinself since obviously he was in
favor of the vaccine that we were trying to devel op
So in effect, he was voting for a conpetitor

Q Vhen you have one vaccine for a given

Page 129:

di sease approved for uni versal use, wouldn't that
nake it easier to, then, have another vaccine for

that sane disease approved for universal use?

A Assuming that the properties of the second

vaccine were eqgual to or better than the first, yes.

Q So approval of the first one paves the way

for the second one, doesn't it?

A It paves the way in the sense that if
peopl e bel i eve that rotavirus disease is worth
preventing, they wll| want nore than one vacci ne
licensed so that in case there's a shortage of

supply in one vaccine, there's an alternative
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Q So there's, so there's, once you have one
approved, it's a good idea to have a second one
approved, then, isn't it?

A It is, yes.

Q Yeah. Are you aware of the nany other
conflicts of interest regarding the vote to approve
the rotavirus vaccine for universal use that we've
just been discussing that's been reported in a US.
House of Representatives Conmittee on Gover nnent
Ref ormreport?

A No.

Q Are you aware that this report found that,

Page 130:

quote, the overwhelmng majority of rmenbers, both

voting nenbers and consul tants, have substantial

ties to the pharnmaceutical industry, end guote?
This next statement was attributed to Siri, but | think it was made by Dr. Plotkin

Well, | can't go back to 1998. But
at the nornent, ny criticismof the ACP cormittee is
that many of the people on the cormittee do not have
a very large know edge about vacci nes because they
are elimnated fromparticipating on the committee
if they have any connections with, wth industry.

And | understand why that is the
case, but it does result in the group of people who
aren't necessarily the best inforned.

That being said, | agree with the
idea that people who are on the ACP should have no

conflict of interest.

Pages 131-135

Dr. Plotkin stated that the CDC “certainly recently” has tried to avoid people with conflict of interest on ACIP, and
that ACIP meetings are open to the public. However the “work groups” who review vaccine studies and present info
to ACIP conduct their meeting out of the public eye, and any conference calls that they have leading up to the ACIP
meeting are not transcribed. According to Dr. Plotkin, these working groups “may” have forms of conflict of
interest. Dr Plotkin stating that at ACIP meetings, he can get up and talk whenever he wants to, and pharma
companies can speak up as well, even when the public is not present.
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(Vaccine Clinical Trials)

Page 148:

Q Dr. Plotkin, earlier you testified that

Page 149:

there are two hep B vaccines on the narket. One by
G axo, G5K, that's Endrix-B: and the other one is by
Merck, Reconbivax HB, right?

A Yes.

Q For the Reconbivax HB, how | ong was the
safety review period in the prelicensure clinical
trial for this vaccine?

A | don't know

(Exhibit Plaintiff-10 was
narked for identification.)
BY MR. SIRI

Q Dr. Plotkin, I'"mgoing to hand you what's

been | abeled Plaintiff's Exhibit 10. This is the

product, the manufacturer insert for Reconbivax HB,

correct?
A Yes.
Q And the clinical trial experience would be

found in Section 6.1, correct?
Correct? Dr. Plotkin?
A Yes.
Q In Section 6.1, when you | ook at the
clinical trials that were done prelicensure for
Reconbi vax HB, how | ong does it say that safety was

noni tored after each dose?

Page 150:

A Five days.

Q Is five days |ong enough to detect adverse
reactions that occur after five days?

A No. They would be --

Q Isit --

A They woul d be reported separately as

observed in the clinic.
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Q In Section 6.1 of the manufacturer insert
whi ch under the Code of Federal Regul ations are
supposed to describe the clinical trial, does it
provi de for anything other than five days of
noni toring after each dose for adverse events?

A It does not specifically say that, no.

Q Ckay. |s five days |ong enough to detect
an autoi nmune issue that arises after five days?

A No.

Q Is five days |ong enough to detect a
seizure that arises after fiwve days?

A It would be unlikely to have a seizure
occur after five days.

Q Is five days | ong enough to detect any
neur ol ogi cal disorder that arose fromthe vaccine

after five days?

A No.
Page 151:
Q Was there any control group in this trial?

Let ne rephrase that.
There's no control group, correct?
A Not -- let's see.
Vell, they rnention 3, 258 doses were
admi ni stered to 1, 252 heal thy adul ts.
Q That's right. But does it nention any
control group, Dr. Plotkin?
A |t does not nention any control group, no.
Q If you turn to Section 6.2, what is the
list of adverse reactions listed in this section?
A These are reports of adverse reactions

that likely were reported to the VAERS system

Q Under i mmune systemdisorders, does it say
that there were reports of hypersensitive reactions,
i ncludi ng anaphyl actic, anaphyl actoi d reacti ons,
bronchospasns, and urticaria having been reported
within the first few hours after vaccination?

A Yes.
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Q Have there been reports of
hypersensi tivity syndrone?

A Yes. That's what it states.

Q Does it, reports of arthritis?

A It is nentioned.

Page 152:

Q There are also reports of autoi mmune
di seases, including systenic | upus, erythematosus
| upus-1ike syndrone, vasculitis, and polyarteritis
nodosa as wel |, correct?

A Yes. That's what it states

Q And also it states that, under the nerwvous
systemdisorders, it states that after that, there
have been reports of Guillain-Barré syndrone?

A Yes.

Q As well as multiple sclerosis,
exacerbation of nultiple sclerosis; nyelitis,
including transverse nyelitis; seizure, febrile
sei zure; peripheral neuropathy, including Bell's
pal sy; radicul opathy --

A Radi cul opathy.

Q Thank you very rnuch

-- nuscl e weakness, hypesthesia, and

encephal itis, correct?

A Correct.
Q Ckay. Now, it says at the top --
A Before you go on, these reports are

reqgui red to be included because they have been
reported to the authorities as happening after

vacci nation. That is not proof that the vaccine

Page 153:

caused those reactions, because thi ngs happen to
people all the time, whether or not they've been
vacci nated. And as |'ve said, the conpany is

required to report these
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Mow, | mention that specifically
because mul tiple sclerosis, for exanple, is
rmenti oned here. Miltiple sclerosis has been studied
inrelation to hepatitis B vaccine, and there's no
rel ati onshi p, no causal relationship.

So the fact that these things are in
the package circul ar does not nean that the vaccine

necessarily caused the stated phenonena.

Q When you say that nul tiple sclerosis has
been studied and is determned to not have been
caused, you're tal king about the 2011 | OM report, |
assune?

A I'mtal king about studies nostly done in
France where the situation arose where there was a
concern about that.

Q You' re aware of the 2011 |OMreport that
| ooked at certain vaccines in relation to whether
they can cause certain adverse reactions?

A Yes.

Q Are you aware that one of those conditions

they | ooked at was nultiple sclerosis?

A Anong others, vyes.

Q Anong others. And that they specifically
| ooked at it with regards to hepatitis B?

A Yes.

Q And do you know what their finding was?

A I don't renenber the exact wording, no.

Q Maybe this will remind you: |nadequate to
accept or reject a causal relationship.

They didn't know, correct?

A Yes. Yes. But you have to understand,
first of all, that science continues and so studies
conti nue. And secondly, that the | OMspecifically
deci ded that they would not draw a conclusion if

they weren't sure of the conclusion.

Page 153:
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So what that staterment neans is that
they don't have data that confirmthat nul tiple
sclerosis is caused by the hepatitis B vaccine and
they, that they don't regard that they have enough
data to positively exclude it. So you cannot read
that as saying that nultiple sclerosis is caused by

hepatitis B vaccine.
Q | never said that. The IOMdid for sone

of the vaccines and adverse reactions, did conclude
Page 155:

that it favors rejection of a causal relationship,
correct?

A Yes, that's correct

Q But it didn't reach, sorry, it didn't
reach that conclusion for hepatitis B and nul tiple
sclerosis, correct?

A It did not reach that conclusion

Q Ckay.

A But other data suggests that that
conclusion is warranted, that there is no
rel ati onshi p.

MR. SIRI: Well, 1'll nake a denand for
that. You can produce that after this

deposi ti on.

BY MR. SIRI:

Q Vhat would need to be done to -- in order
to know whether or not any of these reported
condi tions are caused by the vacci ne, what you woul d
need is a properly randomzed, as you've said
earlier, placebo-controlled study, correct?

A Correct.

Q Okay.

A And, also, | would point out that nultiple

sclerosis is a disorder of adults, and the issue
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that arose in France was related to vaccination of

adul ts.
Q Ckay.
A There, that does not nean that it would be

an issue, even if it were an issue, for children

Q Dr. Plotkin, | was just asking what it
says on there. There's lots of conditions |isted.
I"'mnot saying that nultiple sclerosis is caused by
this. |'mjust asking if it's listed on

Section 6. 2.

In fact, we can even read the top of
Section 6.2 which says: The follow ng additional
adverse reacti ons have been reported with the use of
the narketed vaccine. Because these reactions are
reported voluntarily froma popul ation of uncertain
size, it is not possible to reliably estinate their
frequency or establish a causal relationship to a
vacci ne exposure, right?

A Correct.

Q OCkay. So that's what it says right at the

top of 6.27
A Mm hmm
Q But these are events that are reported

after vaccination. And as you've just, we just
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Stanl ey Plotkin, MD.
discussed, in order to establish whether it's causa
between the vaccine and the condition, you need a
randomy, a randomized, placebo-controlled study?

A Yeah

Q But that was not done for this hepatitis B
vaccine before licensure, was it?

A No.

Q Okay. And given that the vacci ne now
appears on the CDC's recommended list, isn't it true
that it woul d now be consi dered unethical to conduct
such a study today?

A It would be, yes, it would be ethically
difficult

40



Q So let's take a look at Engerix-B. That's
the other the hepatitis B vaccine that you testified
that you recommend Faith receive

Do you know how | ong adverse
reactions were reviewed after each dose of that
vaccine in the prelicensure clinical trial?

A Mot of fhand, no

(Exhibit Plaintiff-11 was
nmarked for identification.)
BY MR. SIRI
Q | "mgoing to hand you what has been narked

Page 158:

Plaintiff's Exhibit 11. This is the manufacturer
insert for the Engerix-B, correct?

A Yes.

Q Okay. |If you turn to Section 6.1, which
is clinical trials experience, can you pl ease tel
ne how | ong the safety review period was in the
prelicensure clinical trials after each dose?

A Al'l subj ects were nonitored for four days
post administration. That does not necessarily nean
that they didn't collect reactions after four days

Q Are you claimng they coll ected reactions
after four days but didn't disclose it here in
vi ol ation of the Code of Federal Regul ations?

A | daresay that they collected putative
reactions for a longer period. | feel quite

posi tive about that. When they say they were

noni tored for four days, that neans active
noni toring as opposed to collecting reports | ater
on.
That is not unconmon in clinical

trials.

Q Is four days |ong enough to detect an
autoi nmune issue that arises after four days?

A No.

Page 159:
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Q Or a neurol ogi cal disorder that arises
after four days?

A No. That would be reported later.

Q Uh-huh. And can you provide any proof
that there was any reports or followup after those
four days?

A Vel l, it doesn't say that here, but | am
willing to bet that they did collect reactions after
four days. And | inagine that the FDA woul d not
have al l oved themnot to do that.

Q But as you sit here today, that's just
specul ati on, correct?

A Yes, that's specul ation based on

experi ence.

MR. SIRI: |'mgoing to make a request for
you to provide proof of what you're claining,
that there was actually, for both hepatitis B
vaccines, any safety review that occurred after
four days of adninistration of any dose of

these vacci nes.
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Q So, and there's no, there was no pl acebo
group, correct? |In the 13,000, in the trial at the
top where it tal ks about 13,000 doses bei ng
admi ni stered.

A It does not say that there was a control
group. | don't know |'d have to go back and | ook
at the study.

Q And do you believe, so you think there --
but you're just specul ating that there night have
been a control group?

A There well mght have been. |t's not
unusual for controls to be included, especially if
you're looking at reactions. But | don't know

specifically for this study.
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Q If you're clainmng there nmight have been a
control group, then please do provi de support for
that, because as far as | understand, the
manuf acturer -- and this was -- who makes Engeri x-B?
G axo? One of your clients.

If there was a control group, they

needed to have disclosed that. And | assune they're
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not disclosing it because there was none.
A vell --
Q Go ahead.
A All right. Go ahead.

BY MR. SIRI:

Q So let's go back to section, now
Section 6.2 on this nmanufacturer insert for
Engerix-B. |1t tal ks about the post-narketing
experience for this vaccine. This one lists for
i mrune di sorders, inmune systemdisorders that were
reported, a whol e nunber of them correct?

A Mm hnm

Q And it also lists a nunber of nervous
systemdi sorders, including encephalitis,

encephal opathy, nigraine, multiple sclerosis,

neuri tis --

A M hnm

Q -- neuropathy, paresthesia -- I'll ask the
Page 162:

guestion all the way at the end. Guillain-Barre
syndrone, Bell's palsy, optic neuritis, paralysis,
paresis, seizures, syncope, and transverse nyelitis,
correct? It lists all of those?

A Yes.

Q Okay. But to know whether or not these
are actual |y caused by Engerix-B, again, you would
need a properly random zed, placebo-controlled
study, correct?
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A Correct.
Q But this study wasn't done prelicensure

for this vaccine, right?

A I'd have to go back and |l ook at the
original studies. But these data, undoubtedly,
refer not only to the study that was done before
l'icensure, but also to phenonena reported after
li censure.

Q That's 6.2. Okay. And, again, given this
vacci ne now appears on the CDC' s reconmended |ist,
it would be unethical to do a random zed,
pl acebo-control | ed study of this vaccine, right?

A In children it would be unethical. It
could be done in adul ts.

Q Now if you pl ease go to page 11 of this
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sane nanufacturer insert for the hepatitis B, if you
take a | ook over there, | think you'll find that it
provi des that there was a followup with regard to
efficacy, not safety, efficacy, that was beyond the
four days?

A Yeah.

Q Do you see there was a 12-nonth and an
18- nonth foll ow up?

A Yes.

Q So just to be clear, efficacy of the
vacci ne was followed up for at least 12 nenths or

18 nonths, but safety was only done for four or five

days?
A | do not agree with that statenent.
Q Okay .
A | do believe that GSK, |ike any other

conpany, would have followed their patients nuch
l onger than four days and woul d have col | ected
reacti on data.

Q And if they didn't do that, you would
agree that that is conpletely inadequate in terns of
assessi ng safety prelicensure?

A | would say that woul d be i nadequate, yes.

Q Do you agree with the CDC' s reconmendati on
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Page 164:

that babies receive a hepatitis B on the first day
of life?

A Yes.

Q And these are, the Engerix-B and
Reconbi vax HB are the only two hepatitis B vacci nes
approved for one-day-old babies, correct?

A Correct. "And why is that?" you may ask.
It is because if the baby is not vaccinated --

Q | didn't.

A Vell, I'mtelling you that if the baby is
not vacci nated at one day of age, transm ssion nay
occur froman infected nmother. And the hepatitis B
occurring in babies is likely to becone chronic and
to cause serious disease later inlife. That's why

the dose is given at aone day of age.

Q I"mnot, | wasn't asking you any questions
about efficacy or why it's done.

A I"'mtelling you that's why it's given.

Q Thank you. But, obviously, |I'mjust
trying -- like any product, obviously, you want to

have i nforned consent to understand the risks and

benefits. 1'mjust trying to understand what was

done prelicensure for these vaccines. | think

you' ve expl ained that to ne.

Page 165:

One of the things you said in the
past and | believe is that without clinical trials,
wi thout a control group in a clinical trial, you're
inla-la land, right? You said that one tinme? Do
you recal | ?

A Wthout a control group, if you're | ooking
for a phenonenon occurring in the vacci ne group, you
cannot judge that phenonenon w thout having a
control group.

Q There's only one standal one polio vaccine
currently licensed in the United States, correct?

A Vell, as far as licensure, | think both
oral and inactivated vaccines are |licensed. But the
only one that is used in the U.S. currently is the

i nacti vated one.
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Q | PV?

A Yes.

Q Right. And there's only one conpany --
Sanofi, there's only one, |POL by Sanofi?

A Yes.

Q A vaccine -- strike that.

How | ong was the safety review for

each dose of IPOL in the preclinical trials for that

vacci ne?

Page 166:

A | do not know offhand. But, Counselor,
| PV has been used throughout the world for years in
mllions of people, and safety data have been
col l ected on nany such studies. And essentially,
serious reactions to IPV are extrenely rare. So | PV
is a very safe vaccine.

Q |'masking you in the prelicensure
clinical trial for --

A That goes back to Jonas Salk where he --
wel |, he, where millions of children actually were
vacci nated with I PV back in the '50s.

Q And is there clinical trial data on

safety?

A Yes.

Q I's that the sane vaccine that's used
today?

A Yes.

Q Are you prepared to produce that clinica
data?

A Those data are in this book, and |'ll be
glad to provide you with the references if you
really insist. But IPV, as |'ve said, has been used
inmllions and millions of people

Q If it's so safe, then how cone the safety

Page 167:
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review period for the prelicensure clinical trial as
provided in the nanufacturer insert for |POL only
revi ewed safety for 48 hours?

A Once again, | have no doubt that safety
observations were nade after 48 hours, but they
expected that inmedi ate reactions, such as a sore
armor fainting or sonething |ike that, would have
happened wi thin 48 hours.

And, also, I'msure that they're
tal king about their own specific production of |PV
and not relying on the mllions of other people who

have been vaccinated wth IPV.

Q I''mgoing to hand you what's being narked
as Exhibit 12. This is the nanufacturer insert for
the IPOL polio virus vaccine inactivated.

(Exhibit Plaintiff-12 was

nmarked for identification.)

BY MR. SIRI:

Q I f you could please turn --

A So let's --

Q -- to Section 6.1, Dr. Plotkin. This is
an ol der one. |If you could turn to the adverse

reactions, which is on page 12, 14.
M. NIEUSMA: |'Il preserve the objection.

Page 168:

To ny understanding, Dr. Plotkin had no role in
study design. You're asking himto specul ate
as to the reasoni ng of other people that he had
no contact with.

MR. SIRI: Okay. He's testifying that ny
client should receive this vaccine. | can
certainly ask himabout the prelicensure
clinical trials that were done to assess its
safety. And you've put himup as an expert in
vaccinol ogy. But your objection is noted and
preferred for the record.

Thank you, Counselor.
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BY MR. SIRI:

Q Okay. So if you go to page 14,

Dr. Plotkin, how long does it say that adverse
reacti ons were observed after vaccination?

A Forty-ei ght hours.

Q Okay. And did the subject group that
received |PV only receive IPV or did they receive
another vaccine along with it?

A Concurrently wth DIP.

Q And what did the control group receive?

A | don't see that stated.

Q If DIP is given along with IPV, how coul d
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you know whether a reaction was caused by DIP or
| PV?

A You coul d not.
Q Okay. |If you --
A However, they do say these systemc

reactions were conparable in frequency and severity
to that reported for DTP given al one wi thout |PV.

Q And DTP was the vaccine we tal ked about
earlier that was withdrawn fromthe narket,
correct

A Yes.

Q -- for safety issues?

The only MVR vaccines available in

the United States are nade by Merck, correct?

A Correct.

Q How | ong was the safety review-- do you
know how | ong the safety review period for each dose
of MVR in the prelicensure clinical trials for this
vacci ne?

Do you know how | ong the safety
review period for each dose of MVR in the
prelicensure clinical trial was for this vaccine?

A Not of fhand. The vacci ne has only been

used now for about 50 years.

Page 170:

48



Q So it's nore recent, right?
A (No response.)
Q Dr. Plotkin, I"'mgoing to hand you what's
been marked as Plaintiff's Exhibit 13.
(Exhibit Plaintiff-13 was

nmarked for identification.)

BY MR. SIRI:

Q This is the nanufacturer insert for MVR
I'l, correct?

A Yes.

Q I you go to the precaution section, |I'm
sorry, the adverse reaction section, | apol ogize, on

page 6, what you'll find is that there was no

clinical trial prior to licensure for MR, correct?

A I doubt very nuch that's the case.

Q You're not aware that it's -- is it -- are
'ou aware that it is a grandfathered product?

A | amnot aware that it's grandfathered. |
as alive and well when the product was first
icensed, and it was tested extensively before it
as |icensed.

Q So --

A So to say that it hasn't been tested is

ibsol ute nonsense.
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Q How cone there's no clinical trial data in
the nanufacturer insert?

A That is sonething that the FDA woul d have
decided isn't necessary.

Q Are you willing to --

A But we're tal king about a vaccine that's
been given to mllions of children. And just -- |
insist on this point, that neasles is now a
rel atively rare disease in the United States because
nost children recei ve neasl es, MVR vacci ne.

However, in the last, since 2000,
because of children who have not been vacci nated,
there have been five cases of neasles -- |'msorry,
24 cases of neasl es encephalitis and three deaths

caused by neasles itself. So --
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Q Dr. Plotkin, we'll get to that piece of
this, but right now!|'mtrying to talk to you about

the prelicensure clinical safety --

A What I'mtelling you is nmillions of
doses --

Q | understand that.

A -- have been used of this vaccine --

Q | understand you went to --

A -- and that there was prelicensure
Page 172:
trials --

Q Okay.

A -- which | amabsol utel y confident about.

Q Okay.

A You're tal king about stuff that's in a
package circul ar that the FDA has approved and ful
know edge that safety and efficacy have been
denonstrated

Q So you're saying there were clinica
trials before the M\R was |icensed --

A Absolutel y.

Q -- is that correct?

And can you provide those?

A You can find themin this book, if you

Q So you're saying you won't provide then?

A VEll, yes, | guess | amsaying | won't
provide them |f you want to take the trouble, read
the book

Q Sitting here today, when did these, can
you tell ne what year these clinical trials
occurred?

A Yes. Yes. They were done in the 1960s
and the 19 -- yes, mainly in the 1960s.
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Q So you're clainina sonethi ng happened, but
you're not willing to provide any proof that it
happened?

A The proof is in the publications which you

can read --
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Q Can you please turn to the page where it's
in there?

MR. SIRI: 1'd like to note for the record
that Dr. Plotkin has been reading fromhis
notes as well as |ooking through a book
entitled Plotkin Vaccines, Seventh Edition

THE WTNESS: So on pages -- let's see.
Between pages 592 and 600, including tables
that show the anti body responses, proportion of
children with fever and rash after neasles

vacci ne, et cetera, and the nunerous references
which go with this chapter.

BY MR. SIRI:
Q So which, are you saying that that wes a

prelicensure clinical trial --

A Yes.
Q -- that you just read fron?
A Yes. But, again, | insist the

prelicensure or post licensure, the fact renains

Page 174:

that the vaccine has been studied extensively over a
period of 50 years.

Q I know -- | understand you want us to just
take your word for it, but | prefer to rely on
science, peer-revi ewed publications and clinica
trials.

A That's what you'll find in there

Q So, you know, | understand that you're
getting a little upset about ne trying to ask for
the data, but that's -- |'mjust trying to get to
the substance. The FDA requires a clinical trial be

on the insert. They're not here. GCkay?
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So let's -- you're saying that this
table -- and let ne take a look at it. This would
have been post |icensure, not prelicensure. And it
doesn't indicate a placebo group, nor that it was --
so l'mnot -- this is not a clinical trial, as far
as | can tell.

Do you have a, can you point nme to
sonething that had a placebo group and was
prelicensure, please, sir?

A I"'mnot sure of the placebo group. |
woul d have to go back and | ook at the indi vidual

studies. But in terns of prelicensure studies, | am
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absolutely certain that they were done when the
neasl es -- the rubel la vaccine | devel oped was
i ncorporated i nto MVR
Obviously clinical trials were done

before licensure. |'mabsol utely certain about
that.

Q Véll, naybe they're not included because
they didn't include a placebo group.

A They may not have included placebo group,
yes.

Q So naybe they weren't deened valid enough
to consider a clinical trial?

A That's absolutely fal se because you can
certainly collect reactions in individuals who
recei ve the vaccine, for exanple, fever and seizures

and that sort of thing that happen i nmedi atel y and

whether there's an effect on bl ood cells, et cetera
Those things were definitely done.
I"mabsol utel y certain about that
because | was there
Q But there was no control group?
A | don't renenber there being a contro
group for the studies that |'mrecalling

Q So you don't, so you're not aware of any

Page 176:
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trial that assess safety in MVR with the contro
group, correct?

A | cannot cite such a study offhand. 1'd
have to go back and | ook to see whether contro
groups were incl uded.

Q I'mjust, we've, we talked earlier that to
assess safety, you need a random zed
pl acebo-control |l ed study. And ny understanding from
| ooki ng at this insert is that no such study exists.
You told ne that it's in this chapter, and you
assured ne it's in there. But you're not citing to
anything in there right now

So |'mhappy to get a copy fromyou
if youlike to provide it after this deposition.
Wuld you like to do that?

A I will |ook.
Q Goi ng back to page 6, there are, of the

manuf acturer insert for MVR, there is an extensive
list of adverse reactions that have been reported
after licensure of this vaccine by individuals

recei ving the vaccine, correct?

A Yes.
Q I"mnot going to read through all the ones
in the -- because it's a page and a half long, but
Page 177:

they' re extensive. And, of course, we won't know
whether or not MMVR actually causes any of these
unl ess we have a random zed, placebo-controlled
study, correct?

A Correct.

Q When | say "these," | nean all the adverse
reactions listed in the manufacturer insert for M\R
on pages 6, 7, and 8, right? You understood that's

what | neant?

A Yes.

Q Okay.

A Umm - -

Q Let me ask you this. Listen, let ne ask

you this. Maybe you can help clarify, okay? You

know what? |'Il leave that alone.
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You al so testified that Faith shoul d
be vaccinated for H b, correct?

A Yes.

Q Okay. Do you know how | ong the safety
review period was for each dose of ActHB in the
prelicensure clinical trials for this vaccine?

A Not of fhand, no.

(Exhibit Plaintiff-14 was

marked for identification.)

Page 178:

Q I*mgoing to hand you what's been narked
as Plaintiff's Exhibit 14, Dr. Plotkin. This is the
manuf acturer insert for ActH B, correct?

A Yes.

Q If we go to Section 6.1 which is the
clinical trials experience, | believe you'll see it
addresses a nunber of clinical trials that were
perforned, correct?

A Yes.

Q Vhat were the safety review periods in
these trials?

A Forty-eight hours. Yes.

Q Actual ly, you know, if you turn to page 8,
Dr. Plotkin, they did one that actually was 30 days
| ong, correct?

A Say again.

Q | said if you turn to page 8 of the
insert, one of the clinical trials they did actually
did look at, did do a 30-day followup, correct?

A Yes.

Q Now, |'mgoing to read you a sentence from
the paragraph at the bottomof that page.

It says: |In study P3206, within 30

Page 179:

days follow ng any dose, one through three of
DAPTACEL plus | PQL plus ActH B vacci nees, 50 of
1,455 -- that's 3.4 percent -- participants
experienced a serious adverse event, right?

A Yes.

Q Now one way to establish whether or not
those adverse events were related to the vacci ne was
to have a pl acebo group, a control group receiving
an inert substance, correct?
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A That's one way.

Q That's right. But there wasn't a control
group here receiving an inert substance, correct?

A As far as it says, no.

Q Right. And the control group here

recei ved other vaccines, correct?

A Yes.

Q And --

A Well, actually, it does appear to be --
wel |, for dose four, anyway -- oh, no, |'msorry.
Excuse ne.

Q Yeah. It's... It's all right.

Anyway, so since there is no placebo
group receiving an inert substance, then it's left

to the vaccine manufacturer seeking licensure to
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determne whether or not the 50 -- the adverse
events that arose are or are not related to the
vaccine, correct?

A General |y speaking, studies organi zed by
manuf acturers or anybody else, for that matter, of
vacci nes has a safety Board attached to the study.
And they eval uate whether they think the reaction

was due to the vacci ne or not.

As it says here, only one of the
serious adverse events was attributed to the
vacci ne, which was a seizure with apnea occurring on
the day of wvaccination after the first dose, which
is, you know in 7,000 infants and a vaccine that
prevents nmeningitis and other serious diseases is
not too bad.

Q Let's look at that nore carefully. This
is out of the, out of 1,455 correct?

A Yes.

Q And it was 50 children that had a serious
adverse event within 30 days, correct? And this --

A They had -- let's see. \here is that?

Q That's the bottomof page 8.

A Yes. But you have to understand what is

meant by "a serious adverse event." They try to
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accurmul ate all things that happen to children in a
trial. And when they say it's serious, they nean
it's not sonething like pain in the armor sonething
that's relatively trivial. And then they eval uate
whether or not the serious adverse events could be
rel ated to the vaccine or not
And what this says is that only one

of those events was attributed to the vaccine

Q That's right. That's exactly what this
says.

A Yes.

Q And you told ne that the people that
evaluate that is a Board set up by the conpany, the

pharmaceuti cal conpany seeking approval, correct?

A Yes. They set up the Board, and they
choose individuals who are not enpl oyees of the
conpany

Q But they choose the individuals, correct?

A They choose the individual s, yes.

Q Ckay. |In your experience, Dr. Plotkin, in
any given 30-day period, do 3.4 percent of children
in this country experience a serious adverse event?

A Yes. That's quite possible

Q I'n your experience, woul d you expect

3.4 percent of children receiving a saline injection
to experience a serious adverse event within 30 days
of receiving the injection?

A That's what that rmeans; vyes.

Q Okay. So 3.4 percent every nonth, that
woul d mean within three years, every child in this
country woul d experience a serious adverse event
correct?

A Yes. That's correct.

Q Ckay.

A But you have to understand that "serious
adverse events" nean, for exanple, that a child
devel ops a respiratory infection during the period
of the trial. And then the guestion is, could that

respiratory infection be attributed to the vaccine?
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And the Board deci des whether or not
it's likely that a vaccine could cause a respiratory
infection tw or three weeks after the vaccination,
for exanpl e.

Q Wasn't there recently a study out of
Hong Kong in which it was actually one of the few
random zed pl acebo-control |l ed studies in which songe
children were, randomy got flu vaccine and others

didn't get the flu shot; and those that got the flu
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shot and those who didn't had the sane rate of flu.
But those who got the flu shot were four tines nore
likely to get certain other respiratory infections?

A I have not read that particular study.

Q V& can get to it later.

A But influenza vaccine is a whole story in
itsel f.

Q Ckay. That's fine. |f you haven't read
it, that's, you know, we can get toit. | have it.
We'll cone back to it.

Now, there was, there's another Act,
there's another Hi b vaccine called Hiberix, right,
and then -- which was |icensed after ActHI B,
correct?

A Yes.

Q And in that clinical trial, they used
ACtH B as the placebo to assess safety, correct?

A If you say so.

Q Ckay. The CDC's pediatric schedule, you
testified earlier, also includes vaccination for
HPV, correct?

A Yes.

Q I'mgoing to hand you what's been narked
as Plaintiff's Exhibit 15.

(Gardasil Clinical Trials)
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Q Sorry. Handing it to you. This is the
manuf acturer insert for GARDASIL, correct?

A Yes.

Q Wihich is a vacci ne against HPV?

A Yeah.



Q GARDASIL is currently the only HPV vacci ne
used in -- GARDASIL, |I'mgoing to ask you a question
unrel ated to what | just handed you for a nonent
while ny co-counsel here sends a copy to opposi ng
counsel .

M6. NIEUSMA:  You can keep going. | have
seen the GARDASIL inserts.
MR. SIRI: GCkay. Thank you.
BY MR. SIRI:

Q So GARDASIL is currently the only HPV used

in the United States, corrggt?

A I'mnot sure whether the GS5K vaccine is
still being used or not, but GARDASIL is the one
that is used nostly in any case.

Q Can you pl ease turn to page 8, table nine,

of this insert.
Page 185:

A (Wtness conplies.)

Q Okay. This table reflects girls and wonen
ni ne through 29 years of age who reported an
incident condition potentially indicative of a
systenic autoi nmune di sorder during the clinical
trial, correct?

A Yes.

Q The subj ects receiving GARDASIL show a
rate of 2.3 percent. Al right. So that neans
2.3 percent of the girls and wonen in the clinical
trial during a six-nonth period had an incident that
indi cated a systenic autoi nmune disorder, correct?

A Yes.

Q Ckay. And in the AAHS control or saline
pl acebo group, it shows the sane rate, correct?

A Yes.

Q Do you know how many individuals were in
the saline placebo group versus the AAHS contral
group?

A Vell, it says 9, 412.

Q That would be the total nunber for both
groups, correct?

A No. For the placebo group.

Q For the pl acebo group, correct. But some

58



Page 186:

of themreceived AAHS, and sone of themreceived a
saline injection, correct?

A Correct.

Q Okay. Do you know how nmany received a
saline injection over an AAHS injection?

A Don't know

Q Okay. Let's go to page 4, and table one
is for girls and table two is for boys. |'m
assuming all participants were either girls or boys.
If we add up the saline placebo group for the girls
and the saline placebo group for the boys, do we get
5947

A Vell, | have to do the arithrmetic. But it
appears that there were about 5,000, nore than 5, 000
in the AAHS control and about 600 in the saline

pl acebo.

Q Right. |It's about 594. It's about 600.
That's right, right?

A Mm hrmm

Q Okay. So if we go back to page 8, the
saline placebo group had about five in 600, and the
rest of themwere AAH control, correct?

A Apparently, yes.

Q Yeah. Vhat does AAHS stand for?

Page 187:

A The al um num adj uvants.
Q And | see it's defined here as anorphous
al uni num hydro --
A Hydr oxyphosphate sul fate.
Q Ri ght?
A Yes.
Q Thank you.
Which we'll refer to as AAHS or the
al um num adj uvant?
A Yes.
Q Good?
Ckay. AAHS is not an inert

substance, correct?
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A Vell, it's not saline, if that's what you
nean. But they use it as a control because they're
trying to nake, to deternmine what the reactions are
to the HPV vacci ne that contains the al um numand
separating the reactions to vaccine fromreactions
to the al umnum

Q Let ne try and understand that. Are you
saying they're trying to determine what the rate of
reactions is between the group that gets GARDASIL --

A Yes.
Q -- with the group that gets the
Page 188:
al um num - -

A Yes.

Q -- with the group that gets saline?
A Yes.

Q So they want to conpare between those

three distinct groups, correct?
A Yes. Mm hnm

Q Okay. And they did do that in table one

and two that we just |ooked at on page 2 --

A Yes.
Q -- page 4, correct?
A Yes.

Q Vihy is alumnumadded to the GARDASI L

vacci ne or any vaccine?

A To increase the i mmunogenicity of the
active part of the vaccine.

Q If | may, what you nean is that, if |
could use a little nore |aynen terns, are you sayi
it's intended to stinulate the i mmune systemto
create anti bodi es?

A Yes.

Q Woul d that be correct?

ng

A Yes. Not by itself, but by enhancing the

response to the vacci ne anti gens.

Page 189:

Q The antigens bind to the alum nun?

A Yes,

Q And the alumnumis persistent?

60



A Yes.
Q And it remains in the body such that it
continues to present the antigen such that

anti bodi es can be created to it, correct?

A Vell, at |east during the i nmedi ate period

of vacci nation, yes.
Q Ckay. There is, in fact, a syndrone
call ed autoi mmune/autoinfl anmatory syndrone i nduced

by adjuvants, correct?

A That is a debatable point. There's a
fell ow named Yehuda Shoenfeld, an Israeli, who has
pushed this idea for many years, as | think it's
fair to say that he has never had acceptance by the
| arger conmuni ty of immunol ogists or
rheunat ol ogi sts.

(Exhibit Plaintiff-16 vas
narked for identification.)
BY MR. SIRI:

Q ' mgoing hand you what is being nmarked --
I'mgoi ng hand you what's being narked as
Exhibit 16.

A Yes.

Q Are you faniliar with this book?

A General ly speaking, yes. | can't say |'ve
read it all, no.

Q Okay. And it's entitled Vaccines In
Aut oi nmuni ty, correct?

A Yes, correct.

Q Okay. And it extensively discusses,
it's -- it discusses nmany autoi nmune conditions that
the authors believe can be caused --

A Yeah.

Q -- by vaccine, and in particular by
al umi num adj uvants?

A | don't know about particularly alum num

adj uvants, but that's one of their argunents.

Page 190:
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Q Can you please turn to the contributors,
whi ch starts on Ronan, |ittle Ronan nuneral nine.

A (Wtness conplies.)

Q There are, | think, sonewhere around 77
contributors listed here. You said that Yehuda
Shoenfel d was kind of alone, | think, or sonething
i ke that with regard to the claimthat
aut oi nmune/ aut oi nfl anmatory syndrone induced by

adj uvants.

Page 191:

A Yes.

Q Can you just flip through and | ook at the
uni versities that are |isted here where these over
70 professors hail from Are these respected
institutions of nedicine around the world?

A Vell, first of all, Counselor, | have to
go over the CVs of each of the people here. You
know, | don't know what their role is at the
uni versities. As | said before, Shoenfeld -- first
of all, Shoenfeld hinself is not anti-vaccination.

| know that for a fact.

On the other hand, at |east one of
his co-authors, Tonbjenovic, is a well-known
anti-vaccination person who has witten a | ot about
how terribl e vaccines are. And as far as the
articles are concerned, you know | have to read
each one.

But, for exanple, vaccination in
pati ents wi th autoi nmune i nflanmatory rheunatic
di seases, in other words, patients who thensel ves
al ready have autoi mmune di seases, that's a,
certainly a legitimate field of study; in other
words, how do you vaccinate peopl e who already have

autoi mmune di sease? Could their vacci nations nake

Page 192:

things worse?
But that doesn't necessarily nean

that the wvacci nes thensel ves cause disease. Now,
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here we have a chapter called "Measles, Minps, and
Rubel | a Vaccine: A Triad to Autoimmunity," of which
iShoenfeld hinself is one of the authors. | am-- =
what shall | say? | do not believe there is any
solid evidence that neasles, nunps, and rubella
di sease cause autoi mmune responses.

So, you know lots of books are

I;;}I.Jbliﬁ.het;i. and a lot of tlaem are absolute bull,

Q Are you saying that this book is bull?

A | haven't read the whole thing, but |'m
al nost certain there's a lot of bull in it, judging
fromthe editors

Q Wthout reading it, right?

A Wthout reading all of it, yes

Q Okay. Are you familiar with the Tel Aviv
Sourasky Medi cal Center?

A No

Q Are you familiar with the University of
Paris?

A Uni versity of Paris. Paris has nany

different universities. They're sort of nunbered

Page 193:

Q Familiar with University of Pisa?

A No. |'msure there is a University of
Pi sa.

Q Okay. Are you famliar with the

Technion-lsrael Institute of Technol ogy?

A Yes.
Q The Rappaport School of Medicine?
A Mm hmm

| can tell you one thing because |'ve
talked to Israelis about Shoenfeld, and Shoenfeld's
opi nions are not majority opinions even in |srael
Q But for better or worse, there is a
syndrome out there that is called
aut oi nmune/ autoi nfl ammatory syndrone induced by
adj uvants, and there are apparently professors at

uni versi ties who disagree about the syndrone. But

63



it is out there, right?

A There is -- Shoenfeld has postul ated the
syndrone, yes.

Q And there's at least 70 professors at
uni versi ties around the world that are in agreenent
w th that syndrorme in his book --

A No, absolutely not. |I'll bet if you go
through that bock and talk to them you would find

Page 194:

that neost of them probably do not agree because all
of the articles in this book don't say that vaccines
cause autoimunity. Sonme of themdo.

Q Okay. There has been concern raised that
al um num adj uvants of wvaccines can cause
aut oi mmunity.

A There has been concerns raised, yes.

Q Okay. So if there's been concerns raised
that alumnumin vacci nes can cause autoi nmunity and
there's this nedical text with which | understand
your opinion on, why conbine the autoinmmunity rate
in the al um num adjuvant control with the
autoi mmuni ty rate in the saline placebo? Why not

break those out to show themseparatel y?

A Well, they did to sone extent. But |
think the reasoning was that they wanted to be sure
that the reactions that were seen -- and let ne
parenthetically say that HPV vaccine is painful.

And they wanted to be sure that the reactions that
they were seeing were not caused by the adjuvant or
that they were specific to the HPV antigens
thensel ves and not to the adjuvants. So | can judge
that's why they did that.

Q Wel |, under that logic, then they

Page 195:

certainly should have broken out the al um num
control fromthe saline placebo control and showed

themin tw separate columms on page 8 correct?
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A They probabl y shoul d have, yes.

Q So that you could see the difference in
autoi mmune rate between the individual s receiving
the alumnumand the saline placebo, correct?

A Yes.

Q Ckay. In your experience, would you
expect 2.3 percent of the girls, of girls and wonen
in this country between the ages of nine and 26 to
devel op a systenmic autoi nmune condition in a
si x-nonth period?

A Vell, that's a hard question for ne to

answer. | amnot a rheunatol ogist. But the, when
they say "autoi nmune conditions," |'d have to read
exactly --

Q There's a list --

A -- what they nean.

Q If you go to page 8, they've got a |ong
list right there of the conditions. Starts with
arthral gi a.

A Right. Yeah. So they have included just

about everything that you could consider in

Page 196:
autoi mmune di sorder. And all | can say is that they
have, as | -- well, as |'ve just said, they' ve

attenpted to include everything. And those are the
data. You know what can | say?
As far as 2.3 percent autoi nmune

di sorders in six nonths, these are wonen nine
through 26 years of age, so they're not just girls.
And | don't think it's inpossible that that's the
case, especially when you have a |list of disorders
that is so conprehensi ve as this.

Q Okay. So 2.3 percent in six nonths,
4.6 percent in a year, in ten years half the wonen
in this country would have autoi mmunity. |In your

experience, would that be accurate?
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A Well, again, | amnot a rheumatol ogi st, so
| cannot answer that question specifically. All
that | can say is that they attenpted to do a
conprehensi ve study of autoi mune phenonena or
put ati ve autoi nmune phenonena in this study, and
that's what they found.

Q What, do you know the percentage of girls
in the saline placebo group that devel oped a
system c autoi nmune condition during this clinical

trial versus the AAH control --

Page 197:

A No, I --

Q -- AAHS?

A No, | did not, w thout going back to the
ori gi nal study.

(Exhibit Plaintiff-17 wes
nmarked for identification.)
BY MR. SIRI:

Q Dr. Plotkin, I'mgoing to hand you what's
been nmarked as Plaintiff's Exhibit 17. This is the
clinical trial data for the saline placebo control
group in the GARDASIL trial.

You can go to page 2, Dr. Plotkin.
You can see that the nunber of vaccinated in the
pl acebo is 596, right? O you can see at the top on

the first page. |'msorry.

On the first page, Dr. Plotkin, it
says: A study of GARDASIL in preadol escents and
adol escents, correct?

A Yeah.

Q Page 2, you can see this. |t has the 596

saline placebo recipients. Can you please turn to
the serious adverse event section, which is one,
two, three, four, five, six, seven, the seventh

page. They don't print w th page nunbers,

Page 198:

unfortunatel y.

A Serious adverse events.
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Q Ckay. MNow if you go to the next page,
one right after that, take a look at that. You can
see that the second colum is the placebo, the
results of the placebo group, correct?

A Mm himm

Q Can you please take a mnute and go
through each page and tell ne if there was any val ue
that wasn't zero in terns of finding a serious
adverse event?

A No, | don't see any.

Q So in the saline placebo group during the

trial, there was not a single systemc autoi nmune

di sorder that was reported, but yet there was 218,

2.3 percent, or nmaybe nore actually, in the AAH

control when you pull out the saline placebo group.
Let ne ask -- go ahead, please.

A Again, you have to do the arithretic. But
if you subtract the 600 or so fromthe total, you
can easily figure out the percentage in the al unm num
group.

Q Right. So let's do that. Let's do that.

So there's 900,412 in the al uminumagroup -- excuse
Page 199:
ne, in the total, in all of, in both groups
conbi ned.
A Yeah.
Q If we pull out the saline placebo group of

594 fromthe 9,412, would that nmake the 2.3 percent
nuniber go up or down?

A It would go up slightly. That would be --
I'd have to go back and | ook at the nunbers. But
that would be reducing the total to about 8800. So
I guess that would be in here, right?

Q Go to page 8.

A Right.

Q The point is, is that if they woul d have

broken out --

A Two hundred over 8800, and | doubt if that
woul d show a significant difference between the
GARDASI L and the AAHS group.
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Q So the GARDASIL group would 2.3, shows
2.3 percent?

A Yeah.

Q If we took out the saline placebo group
fromthe second columm, it would show 2.3 or above,

around 2.3 still, correct?
A Maybe.
Page 200:

Q Alittle higher, 2.4, 2.57

A 2.5 Yeah.

Q 2.5, And then if we had a third colum
that was just the saline placebo, it would show
0 percent?

A Yeah.

Q Woul dn't that have been a significant
finding to report?

A | don't -- you'd have to ask a
statistician. But | doubt the statistical
difference woul d be significant.

Q Doesn't it at |east caution having a
| arger saline placebo group if your concernis
statistics in terns of statistical power, which |

dassune --

A Yeah, they night have done that, if
they --

Q But they didn't do that?

A Yes. | don't know what that decision was
based on. But if you' re talking about inplication
of aluminum at this point there's really no reason
to suspect that aluminumby itself can cause
autoi mrmune di sease.

Q Here's the clinical, prelicensure clinical

Page 201:

study in which 2.3 percent of participants in the
GARDASI L group and in the control group had a
systemic autoi mmune disorder, and it was deened safe
because they were around the sane rate, right?
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A Yes.
Q But the saline placebo group that didn't
get the al uninum adjuvant had a 0 percent, right?

A A smal | group, yes.

Q Cf 5947
A Yeah.
Q And so the vaccine apparently -- if you

turn back, Dr. Plotkin, to page 4, please of the
GARDASI L i nsert,

Are you there?

A Yeah.

Q Do you see they break out GARDASIL in one
colum, those who received AAHS control in another,
and those that had saline placebo in a third col um?

A Ri ght .

Q And that's with only 320 participants in
the saline group in table one, correct?

A Yes.

Q Okay. And in table tw they break it out

as well, correct, the saline group fromAAHS control
Page 202:
group?
A Yes.

Q If you turn to page 5, they, again, break
out the GARDASI L/ AAH control and saline placebo
groups in tables three and four, correct?

A Yes.

Q But they chose to conveniently conbine it
when it cane to systemic autoi nmune disorders,
right?

A Vell, in the case of the page 4 and 5,
they were looking at |local reactions. And, of

course, aluminumdoes give local reactions.

On page 8, whether we're | ooking at
system c autoi mmunity, | guess they believed that
alumnumin itself is reasonable control and woul d
not cause autoinmunity.

Q So going into the study, they just assuned
al um numwoul dn' t cause autoinmunity and so that's
how they proceed in designing it. | got it. Al
right.
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(Safety Studies — IOM Reports)
Pages 218-221

Discussion of an Institute of Medicine report in 1991: “The Adverse Effects of Pertussis and Rubella Vaccines.”
Among other things the Institute said that there was not enough evidence from studies to determine whether
autism can or cannot be caused by DPT, and that evidence showed there was a causal relationship between MMR
in adult women and chronic arthritis and acute arthritis. (Dr. Plotkin said that a later study was not as definitive
about the chronic arthritis, and that the term should be arthralgia, not acute arthritis, and that the MMR does cause
joint pain in some adult women.)

Page 221:

Q On the next page, Dr. Plotkin, where it
says -- of the report, under research needs, does
the first sentence say: |In the course of its
review the conmittee encountered many gaps in
limtations and know edge bearing directly and
indirectly on the safety of vaccines?

A Yes.

Q And then the | ast says of that paragraph
says: UCearly, if research capacity and
acconpl i shnent in these areas are not inproved,
future review of vaccine safety will be sinilarly
handi capped, correct?

A Right. Correct.

Q Okay.

Pages 221-222:

Dr. Plotkin states that the vaccine community did respond to this concern by the CDC setting up Kaiser
Permanente in California where they are doing safety studies on vaccinated vs unvaccinated populations, WHO
setting up safety reviews, CDC has a safety department, and there are “funded sort of safety centers throughout the
country.”

Pages 226-229:

IOM put out another report in 1994: “Adverse Events Associated with Childhood Vaccines.”The Institute looked at
54 serious injuries (adverse events) associated with a number of different vaccines. For some the evidence did not
support a causal relationship and for some, the evidence did support a causal relationship. For the remaining 38
injuries a determination could not be made either way because “the science hadn’t been conducted yet.”

Page 230:

70



Q The | OM stated at the end of this report,
quote: The | ack of adequate data regarding many of

the adverse events under study was a najor concern

to the conmittee. Presentations of public neetings

i ndi cated that many parents and physicians share
this concern.

Do you see the | ast page of the

report that you're holding of the excerpts? Do you

see that it says that on the first two |ines under:
Need for research and surveillance?

A Yes.

Q Dr. Plotkin, in 2011, the | OM then issued

its, another report on vaccine safety. And this
tinme it |ooked at 158 of the nmst commonl y cl ai ned
serious injuries after vaccination, right?

A Yes.

Q The title of that report is Adverse

Effects of Vaccines: Evidence of Causality?

A Yes.

Q You're famliar with that report?

A Yes.

Q Do you know who commissioned and paid for

that report, by the way?

A Whi ch conmmissi on?
Page 231:
Q I'msorry. Who conmissioned and paid for

that report?

A No.

Q Wuld it be surprising to you if | told
you that HRSA, the agency wi thin HHS that defends
agai nst vaccine injury, clains they commssioned
that report?

A Woul dn' t surprise ne.

Q Did you provide infornation to the | OM
conmi ttee conducting this review?

A | don't recall specifically whether | did
or not. A |lot of people ask for nmy opinions. When
asked, | give ny opinions.

Q Dr. Plotkin, I'mgoing to hand you what's
been marked as Exhibit 21.
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(Exhibit Plaintiff-21 was
narked for identification.)
BY MR. SIRI:
Q Is this the 2011 | OM report we were just
tal ki ng about?
A Yes.
Q Do you see there's Roman, little Ronan
nuneral seven, page little Roman nuneral seven, see

a section entitled Reviewers?

Page 232:
A Ch, yes. 1'mon the |ist.
Q Do you see -- I'mgoing to the first two

sentences and can you tell ne if that's what this
report says.

It says: This report has been
reviewed in draft formby individuals chosen for
their diverse perspective and technical expertise in
accordance wi th procedures approved by the National
Research Council's Report Review Conmittee. The
purpose of this independent reviewis to provide
candid and critical comments that will assist the
institutions in naking its published report as sound
as possible and to ensure that the report neets
institutional standards for objectivity, evidence,

and responsi veness to the study charge.

Is that what it says?

A Yes.

Q And you're one of the peopl e they gave the
report to to revi ew?

A Yes.

Q And next to your nane, it says:
Uni versi ty of Pennsyl vani a?

A Yes.

Q It doesn't disclose that at that tine you

Page 233:

were working for all four of the major vaccine

makers, correct?
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A What do you nean working for then? |
nean, at that point | was no |longer at Pasteur
Meri eux Connaught.

Q In 2011, were you recei ving conpensation
or renuneration fromSanofi?

A | was, yes, as |'ve said before. | was
consulting for Sanofi as well as others.

Q Vére you consulting for Merck?

A Yes, probably at that tine, yes.
Q And GSK?
A Yes.

Q Okay. And as well as a whole host of
other for-profit conpani es seeking to devel op
vacci nes, correct?

A Yes.

Q But I'mjust saying, |'mjust saying
that's not nentioned here, correct?

A No.

Q So do you know how many other individuals
who were involved in review ng or conpiling this
report were receiving noney frompharnaceuti cal

conpani es naking vaccines that's not disclosed in

this report?
A | have no know edge of that.

Page 235:

Q Any reason -- the report indicates that
for 135 out of the 158 reviewed, they found that it
coul d not | ocate sufficient evidence to nake a
causal ity determination, right?

A Yes.

Q So the | OM concl uded that of the 135 nost
commonl y clained injuries fromvaccination, it
didn't know whether or not the vacci nes caused

that -- let ne ask you sonething.

Page 236:
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You know, you earlier stated that,
you stated that hepatitis B is, doesn't cause
encephalitis, right?

A That's, that's ny opinion, yes.

Q But the 10M after doing its review,
deternmined it couldn't find science to support a
causal determnation one way or another, correct?

A Yes. But that neans that they don't have
evi dence for the supposition

Q That it either causes or doesn't cause?

A Ri ght.

Q They don't know?

A They don't know because there aren't
enough data.

Q Okay. But you have --

A In the absence of data, ny conclusion is
that there are no, there's no proof that causation
exi sts.

Q So if there's no data to show that it
causes or doesn't cause --

A Yes.

Q -- your supposition is that -- aml

understandi ng that correctly?

A Yes.
Page 237:
Q Is that it doesn't cause it?

A That there's no proof that it does.

Q Okay. That's different than saying it
doesn't cause it, correct?

A Correct.

Q So when you were saying earlier when |
asked you at the beginning of this whether certain
vacci nes caused certain conditions and you said, No
they don't, did you just nean that, no, there's not
enough evidence to nake a decision one way or
another?

A | nmean that there's no knowl edge known to
ne that they do certain things that are, that sone

may have al | eged happen after wvacci nati on
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Q Li ke, for exanple, you know, the |OM
reviewed whether hepatitis B can cause |upus because
of lots of reports or influenza can cause |upus.
They concluded that there's insufficient evidence

one way or ancther to nake a determination. You

indicated --
A Ri ght.
Q But you indicated earlier that those

vaccines don't cause lupus. Your testinony, you're

sayi ng that you said no because you weren't aware of

Page 238:
a nmechani smby which it could cause it; is that
right?

A Yes. That's correct.

Q Ckay. But the science really isn't
avail able to make a determi nation on causation yet,
right?

A The sci ence doesn't show that there is a
relationship. And it is, unfortunately, to prove a
negative requires a lot nore data than to prove a

posi ti ve.

Page 241:

Q What was the 1OM s conclusion in 2011
about whether these vacci nes can cause autisn?
A I'd have to look that up, but | feel
confident that they do not cause autism
Q You feel confident that that's what the
| OM concl uded?
A I don't renenber what the | OM concl uded.
But | don't believe there's any evidence that that's
the case.
Q Is there any evidence that that's not the
case?
Why don't | show you this,
Dr. Plotkin.
(Exhibit Plaintiff-22 was

narked for identification.)
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BY MR. SIRI:
Q I'*mgoing to hand you what's being narked

as Exhibit 22.

Ch, Dr. Plotkin, may | actually have
that back for a nmonent. |'msorry.

Nope. | gave you the right one.
Here you go. Thank you.

This is an excerpt fromthe |OMs

report, right?

(Autism and Vaccines)

Page 242:

A Yes.

Q And this is where the | OM discusses the
evidence wi th regard to whether DTaP or Tdap cause
autism correct?

A Correct.

Q Ckay. |If you the turn to the second page,
can you read the causality conclusion with regard to
whether DTraP and Tdap cause autisn?

A The conmittee did not identify literature
reporting clinical, diagnostic or experinental
evidence of autismafter the administration of
vaccines containing di phtheria toxecid, tetanus
toxoid, and acellular pertussis antigens.

Q Dr. Plotkin, I'msorry. Can you please

read -- Dr. Plotkin, can you please read the
causal ity conclusion with regard to the -- one
second, Dr. Plotkin. I'msorry. The court reporter

has to be able to take down the full question or
there won't be a clear record.

Can you pl ease read the causality
conclusion in the |OMreport with regard to whether
DOraP and Tdap can cause autism

A The evidence is inadequate to accept or

reject a causal relationship between diphtheria

Page 243:
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toxoid-, tetanus toxoid-, or the acellular
pertussi s-contai ning vaccine in autism

Q So the |OM revievwed the avail abl e evi dence
wi th regard to whether Tdap or DOTaP can cause
autism and their conclusion was the evidence
doesn't exist to show whether DraP or Tdap do or do
not cause autism correct?

A Yes. But the point is that there were no
studi es showing that it does cause auti smexcept one
study by two wel | -known anti-vaccination figures,
Geier and Geier, who have no legiti macy whatsoever.

So what they're saying is that

there's no evidence. And the inportant point from

ny point of viewis that there's no positive
evidence to do a proper study, as we've been
di scussing, which woul d disapprove it, would invol ve
the control | ed administrati on of vaccines and
wi thhol di ng vaccines fromchildren who shoul d have
them

Q Dr. Plotkin, is there, was the IOMable to
identify a single study that supported your claim--
strike that.

If you take a look at that section,

pl ease, was the |OM able to identify a single study

Page 244:

supporting that DIaP or Tdap do not cause autisn?

A No, they did not identify a study.

Q Ckay.

A But the point is, and | have to repeat
nysel f, that absence of evidence does not allow you
to conclude that the two phenonenon are related.

Q You're naking assunptions, Dr. Plotkin,
about, | think, what's built -- | understand that.
I nean, | only interrupt because, you know it's
3:00. And | don't mnd letting you give a |ot of
di scussion about things that aren't relevant, but to

the question --

A I think it's relevant in the reports
i ssued by the | OM --
Q Yes.

77



A -- that their conclusion about evidence
not being available --

Q Yes.

A -- does not allow you to conclude that the
phenonena, that there is a causal rel ationship.

Q I'mnot sure -- | never said that. [|'m

not sure anybody in this roomsaid that,

DOr. Plotkin.
A Good. | like to hear that.
Page 245:
Q But it does allow you to conclude that the

evi dence doesn't exist to say that DraP and Tdap do
not cause autism correct?

A There is not evidence to say a nillion
different things --

Q Okay .

A -- but you have to prove --

Q Did the IOMreport | ook at whether the MVR
vacci ne can cause autisn?

A I'd have to | ook and see.

(Overtal ki ng. )

BY MR. SIRI:

Q Yes --

A | believe it did.

Q -- it did.

MR. SIRI: |'msorry. He said it did.
THE WTNESS: |'mlooking to see.
BY MR. SIRI:
Q It said it favors rejection because it did

find studies --

A Yes.

Q -- correct?

A Yes.

Q That's right. So studies are possible to

Page 246:

determine whether or not a vaccine does or does not
cause, does not cause autism correct?

A They are possible, yes.
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Q Ckay. But the study to determ ne whether
DraP or Tdap does not cause autismhas not been
done, right?

A A study that woul d definitively show that
it doesn't has not been done, but there's no
evi dence that it does.

Q But since, Dr. Plotkin, we don't know
whet her DTaP or Tdap cause autism right, it would
be a bit premature to nake the unequi vocal, sweeping
statenent that vacci nes do not cause autism
correct?

A In the absence of evidence, one shoul d not
draw any concl usi ons except that there's no
evidence. And so | don't infer fromthe absence of
evi dence about a mllion different things that
they' re necessarily true.

One has to do studies to deternine
whether or not a phenonenon exists, and usually
those studies are done because there's sone
suspi cion that, of a relationship.

But in, we have no suspicions, at

Page 247:

least | don't, that autismis caused by DTaP.

Q Vell, you nmay not have that suspicion, but
it is one of the nost commonl y reported conditions,
adverse events, which is why it was reviewed in this
| OM report from DraP/Tdap, which we discussed
earlier.

So | just, |'mnot saying, |'mnot
asking you to say that vacci nes do cause autism
I"mnot asking that at all.

I"masking you, as a scientist, can
you nake the statenent that vacci nes do not cause
autismif you don't know whether DTraP or Tdap cause
autisn?

A As a scientist, | would say that | do not
have evidence one way or the other.
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Q Ri ght.

A As a practicing physician, | have to weigh
all kinds of things in making a decision about a
pati ent, whether to do sonething or not to do
sonething. And | make that, those decisi ons based
on the body of know edge, even in the absence of
definitive information for every case. This has
been true for nmedicine ever since its inception.

Q I'"masking you a sinple question. |'m

Page 248:

asking you, since the science has not yet been done
regardi ng whether DTaP or Tdap cause autism isn't
it true that you cannot nake the sweeping statenent
that vacci nes do not cause autisn¥
A I can make the statenent that there is no
evi dence that vaccines cause autism and,
therefore --
Q I''mnot asking you that question --
A -- and, therefore, and, therefore --
Q -- Dr. Plotkin.
M5. NI EUSMA: (I naudi ble.)
It's time to nove on.
MR. SIRI: He's not answering the

questi on.
THE W TNESS: -- and, therefore, vaccines

shoul d be given to protect against serious

di seases.
BY MR. SIRI:

Q Dr. Plotkin, we've already reviewed the
| OM report. The |OM could not find evidence that
DOraP or Tdap cause autism |'masking you, know ng
that, isn't it just a bit premature to make the
unequi vocal, sweeping statenent that vacci nes do not

cause autisn?

Page 249:
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A I would say it is logically true that you
cannot say, you cannot point to proof that it

doesn't cause autism But as physicians and public

heal th special ists, one has to make decisions in the

absence of thousands of pieces of information that
one would like to have.

And one of themis that vaccines
protect against serious infectious diseases, and
there's no evidence that they cause autism So,
therefore, | recommend vaccinations to this child
and every other child who does not have a
contrai ndi cati on.

Q But si nce there's no evidence that DTaP or
Tdap don't cause autism you can't yet say that
vacci nes do not cause autism correct?

M5, NI EUSMA: (I naudible.)
THE WTNESS: | could not say that as a,
as a scientist or a logician. But | can say as

a physician that, no, they do not cause autism

because as a physician, | have to take the

whol e body of scientific infornmation into

consi deration when | nmake a recommendati on for

a child.

Page 250:

Q The | OM revi ewed the science. They didn't

find a single study that supported whether or not
vaccines --
(Di scussion off the stenographic record.)
M5. N EUSMA: At this point, Dr. Plotkin,

just wait for himto nove on to the next

question.
MR. SIRI: |'mnot asking the sane
question, Counsel. Your objection is noted.

I"mresponding to his comments, which are
different every tine.

BY MR. SIRI:
Q So what you're saying is a physician or

| ogi cian, then, you couldn't say vaccines do not --
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you coul d not say vaccines do not cause autism

But as a pediatrician, you' re saying
that you would say that to a parent because you want
to nake sure they get the vaccine; is that right?

A You know, | can't be sure that DraP
doesn't cause leprosy. That doesn't mean that stops
ne fromusi ng OTaP vacci ne.

Q Are people claimng that DTaP has caused

| eprosy? Are you aware of any such conpl ai nts?

Page 251:

A I"'mnot aware of any such conplaints, but
I wouldn't be surprised to see it on the web one of
these days.

Q Okay. But peopl e have nmade enough
conpl ai nts about DTaP, Tdap causi ng autismthat the
Institute of Medicine at the commission of HHS
thought it was serious enough to do a scientific
review correct?

A Yes.

Q Okay. They didn't revi ew whether DTaP
causes | eprosy, did they?

A No.

Q Okay. 5So, and after conducting that
review they found that there was no evidence at al

that they could find whether DraP or Tdap caused
autism |'mjust asking you a sinple question

whi ch is since there's no evidence whether DrTaP or
Tdap cause autism isn't it a little prenature to
say, to nmake the sweeping statemnent that vacci nes do
not cause autisn?

A No, | do not agree with that. Because
absence of evidence works both ways. There's no
evidence that they do, and the ideal study has not

been done. | agree with that. But in the absence

Page 252:

of any reasonabl e evidence that they do, | continue
to reconmend their use,

Q So you're willing to nake a statenent that
a vaccine does not cause a condition even in the
absence of any evidence?
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A I"'mwlling to state that there is no
evidence that the vaccine causes the condition and,
therefore -- and there is a lot of evidence that
they do protect against disease. And, therefore,
the child shoul d recei ve the vaccines.

| nean, there are a mllion things on
the web, including all kinds of diet advice based on
ridiculous information. So why should | adopt that?

Q Are you saying that the | OM was engagi ng

in a ridicul ous revi ew here?

A They were doing a scientific review which
is certainly legitimate. And their conclusion that
there are insufficient data to draw a fornal
conclusion, | can understand that and appreci ate
that.

But that does not nean that the
vacci nes cause autism

Q You' ve never been asked that. The only

thing |'ve asked you is whether or not one can

Page 253:

assert that vaccines do not cause autism that they
do --

A Counselor, let's be, let's be real.
You're aski ng ne these guesti ons because you want ne
to legitimze the view that vaccines cause autism
and | will not do that because absence of evidence

is no proof whatsoever.

Q | think that record is very clear,
Dr. Plotkin. |'mnot trying to | egitimnmze anything.
I"mjust asking you to, |'mnot trying to |egitinze
that vaccines cause autism | think |'mvery clear

A I*"mglad to hear that.

Q -- we have very clearly established what

the IOMfound. The IOMfound in their estimation no

evidence, right?
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A Ri ght.

Q They found no evidence that vacci nes do
cause -- excuse ne -- that DTaP or Tdap cause
autism Let's nake that very clear, right?

A Ri ght.

Q They found no evidence that DraP or Tdap
cause autism--

A Yes.

Page 254:

Q -- peri od.

They found one study which they said
vas unreliable because it relied on VAERS data and
it had no control, right?

A Ri ght.

Q Okay. But simlarly, in the same vein,
they also didn't find any evidence that DraP/Tdap do
not cause autism Now that doesn't nean that

DOraP/ Tdap do cause autism correct?

A Correct.
Q It doesn't nean that, right?
A Yes.

Q That's right. All it neans is that they
couldn't find a study that showed, that supported
that it does not cause autism right?

A Yes.

Q Until -- and that's why they reached the
conclusion that they did, which is they said the
data is insufficient, right?

A Mm hnm

Q | assune you -- was that a yes?

A Yes.

Q Do you agree with the 10Ms concl usi on

that the data, the evidence is insufficient to

Page 255:

determine whether or not DTaP/Tdap cause autisn?
A | agree with their conclusion, but that

doesn't mean that | don't act on other infornation.
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Q Ckay. Okay. | can understand that. |

can understand that. But you nake -- |I'mnot, I'm
not saying that -- |I'mnot asking you to ignore any
benefits you believe accrued fromvaccines. Okay?
I'mnot asking you to do that at all, Dr. Plotkin.

I"'msinply asking you as a pure
matter of logic. As a pure natter of logic and
common sense, if you don't know whether A causes
sonething, can you say A B -- let ne not use that
hypot heti cal .

If you don't know whether DTaP or

Tdap cause autism shouldn't you wait until you do

know, until you have the science to support it to
then say that vacci nes do not cause autisnt

A Dol wait? No, | do not wait because |
have to take into account the health of the child.

Q And so for that reason, you're okay with
telling the parent that DraP/Tdap does not cause
auti smeven though the science isn't there yet to
support that clain?

A Absol utel y.

(Vaccinated vs. Unvaccinated Studies)

Page 262:

Q So with all of the governnment -- so the
pharnaceutical industry, you said, made
approxi nately $20 billion |ast year in revenue from

vacci ne sal es?

A | think so. | don't have --
Q | have the financial statenents. Should
we review them or do you think 20 billion is about

Page 263:
right?

A | think it's about right. |'mnot an
accountant -- | don't nake --

Q Gve or take a few, give or take a billion

or two, would you say?
A | think so, yes.
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Q Ckay. So the pharnaceutical industry has
$20 billion in revenue, and the DC spends hundreds
of mllions of dollars buying vaccines every year;
is that right?

A I think so.

Q But yet you don't think that the resources
can be done to do a single solitary study conparing
the health outcones of a for-profit product given to
al nost every child in this country to assess what
the rate of adverse reactions are between those who
get all those products and those who don't?

A Vhat | said is | sinply don't know whether
such a study is feasible or not, but | think it
woul d be difficult to do because it would not be a
randoni zed study; and, therefore, the concl usions
m ght be, might be questionable. But | don't know

whether such a study is feasible or not.

Q Aren't nost studies that are done that you

Page 264:

rely upon in that book that you have in front of you
not randonm zed?

A Many of themare not. Many of themare

Q Do you throw out the ones that are not
random zed?

A It depends on what the purpose of the
study is. If it's studying i mmune responses, it

doesn't necessarily have to have a control group

Page 273:

e —y e m e

Q Voul d you be surprised to know that the
CDC, in fact, issued a report in response to the
request for the calls for such a study?

A I wouldn't be surprised that there's a
response, no.

Q Ckay. So in |looking for such a study,
isn't it true that there actually has been one such
study conducted in the past, for the first tine ever
in the last year, correct?

A | amnot aware of that study
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(Exhibit Plaintiff-24 was
marked for identification.)
BY MR. SIRI:

Q Okay. |'mgoing hand you what's been
marked as Plaintiff's Exhibit 24. The title of the
study is a "Pilot Conparative Study of the Health of
Vacci nated and Unvacci nated 6- to 12-Year-O d United
States Children," correct?

A Yes.

Q And the authors of this study are
Professors at the Departnment of Epideniol ogy and
Bi ostatistics, School of Public Health, Jackson

State University, correct?

A Yes.

Q And the authors of this study are
Professors at the Departnent of Epidenmiol ogy and
Bi ostatistics, School of Public Health, Jackson

State University, correct?

Page 274:

Q Are you familiar with this pilot study
Dr. Plotkin?

A No. | see it's been published in the
Journal of Transl ational Science, which is not one
of the journals | read and is probably one of those
mul tiple so-called predatory journals that we are
trying to deal with currently.

Q So is anybody in any university that
publ i shes anything that's negative about vaccines
predatory or -- | forgot the other adjectives you

used earlier today
Page 275:

A No, it's not, it's not that. It's that

there are journals now that will publish anything

for noney

Q Oh.

A And | get about ten of those invitations a
day.

Q So does noney influence judgnent?

A It nay.

Q Conduct ?

A It may.
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Q Okay

A I cannot tell until | read this study
Q | understand. So, well, in this study, if
you look, if you take a quick look at it, you'll see

that it involves |ooking at total health outcones

bet ween vacci nated and unvacci nated honeschool ed

children?
A Yes.
Page 276:

Q Do you see that it says that vaccinated
children were 3.9 tines likely to have allergies?

A Yes.

Q 4.2 tines as likely to have ADHD?

A Yes.

Q 4.2 tines likely to have auti smspectrum
disorder?

A Yes.

Q 2.9 tines as likely to have eczema?

A Yes.

Q 5.2 tines as likely to have | earning
disability?

A Yes.
Page 277:

Q 3.7 tines as likely to have
neur odevel opnent di sorder?

A Yes.

Q And 2.4 times as likely to have any
chronic condi tion?

A Yes.

Q Wuldn't you like to see a larger-scale
study that refuted these clains?

A It would be ideal, yes. It would
certainly be inportant to repeat the study and to
enroll patients in a blinded fashion. | really

woul d have to read this to see exactly how they

Page 278:
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enrol led the children or the parents in this study.

Q Doesn't the existence of this study,
though, | nean -- strike that.

So it at least calls for further

simlar studies, hopefully, to either confirmor
di sapprove the findings in the study, correct?

A Yes. Mmhmm Yes, | would agree.

Q I'mgoing to show you one nore study that

was done with the sane data fromthis author.

(Exhi bit Plaintiff-25 was
nmarked for identification.)
BY MR. SIRI:

Q Dr. Plotkin, I'mgoing to hand you what's
been nmarked as Plaintiff's Exhibit 25. This is
another study by the, this is another publication
using the same data, | believe, fromthe sanme group
of professors at the Departnent of Epideniol ogy and
Bi ostatistics School of Public Health, Jackson State
Uni versity, correct?

A Appears that way, yes.

Q And the title of this one is "Preterm
Birth Vacci nati on and Neurodevel opnental Disorders:
A Cross-Sectional Study of 6- to 12-Year-Od

Vacci nated and Unvaccinated Children, " correct?

Page 279:

Q Can you start, can you read that sentence
and the next one?

A No association was found between preterm
birth and NDD in the absence of vaccination, but

vaccination was significantly associated with NDD in

Page 280:

children born at term (Odds ratio, 2.7.
ls that sufficient?
Q And the next sentence, please, sir. Thank

you.
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A However, wvaccination coupled with preterm
birth was associated with increasi ng odds of NDD,
ranging from5.4 conpared to vacci nated, but
non-pretermchildren to 14.5 conpared to chil dren

who were neither pretermnor vacci nated.

Q What does NDD stand for?

A Neur odevel opnental disorders

Q And in this study it was defined as
learning disability, attention deficit hyperactivity
disorder, and autismspectrumdisorder, correct?

A Yes. But I will also point out the
abstract says that it was a convenient sanple of 666
children. So clearly it was in no way a randonized
st udy.

Q Shoul dn't we do better studies?

A One woul d have to do a better study if --

Q Larger sanpl es?
A Larger sanples and enrolling not by
conveni ence

Q Right. | believe Dr. Mawson calls these

Page 281:

pilot studies, correct? Because nobody else is
doi ng them so he tried with linmted resources, not
the resources of pharmaceutical conpanies and the
CDC, to conduct such a study, right?

A Vell, that's your interpretation. | would
have to read the study.

Q Fair enough. More than fair.

Is it possible that his findings in

both of these studies could be correct?

A Is it possible? Yes, of course.

Possibility is always possible

Q Hopeful Iy and ideally, you would conduct a
larger or at |east additional sinmilar studies to
either confirmor dispute the findings in these
studi es, correct?

A | deal |y, vyes.
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(DPT)
Page 288:
DPT was taken off the market in the 1990s in the USA because of safety issues.

A But the DIP, the whol e-cell vaccine is
used very largely in Latin Anerica and Africa.

Q I n devel opi ng countri es?

A Yes.

Q Any reason that the life of a child in a
devel opi ng country is not equal to that in the

first-world country?

A No.

Q Ckay.

A But the whol e-cell vaccine is considerably
cheaper.

(Risk factors for adverse effects - Studies)

Q Dr. Plotkin, I'mgoing to hand you what's
being nmarked as Plaintiff's Exhibit 24 -- 27. This
is an excerpt fromthe 1994 | OMreport, correct?

A Yes.

Q Under risk-nodi fying factors, the first
sentence there says: The commttee was able to
identify little infornation pertaining to why sone
i ndi vidual s react adversely to vaccines when nost do
not, correct?

A Yes. Mmhnm

Page 289:

Q Ckay.

(Exhibit Plaintiff-28 was
narked for identification.)
BY MR. SIRI:

Q Handi ng you what's being narked as
Plaintiff's Exhibit 28. |1'mgoing to read you an
excerpt fromthis, and |'mgoing to ask you a
question. Ckay, Dr. Plotkin?

A Yes.
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Q Ckay. It says: Both epidemol ogic and
mechani stic research suggests that nost individual:
who experience an adverse reaction to vacci nes hav
a pre-existing susceptibility. These
predi sposi tions can exist for a nunber of reasons -
genetic variations i n hunan or mcrobi one DNA,
envi ronnental exposures, behavi ors, intervening
il ness, or devel opnental stage, to nane just a

few-- all of which can interact, as suggested
graphically in figure 3-1. Sone of these adverse
reactions are specific to the particul ar vaccine
while others nmay not be. Sone of these

predi sposi tions nay be detectable to prior to the
admi ni stration of vaccines.

And then skipping down a little

Page 290:

Much work renains to be done to el ucidate and
devel op strategies to docunent the inmmunol ogic
nechani sns that lead to adverse effects in
i ndi vi dual patients.

Do you disagree with what the | OM
wote here?

A Vell, not in principle. |f such factors
can be identified. So far it has been very
difficult to identify so-called predispositions.

Q Is it not because, Dr. Plotkin, the
science is just not being done to nmake those
i dentified?

A Sone attenpts have been nade. There's a
whol e literature by Dr. Poland at the Mayo Clinic on
such. But the things that he studi ed have been

rel atively minor reactions.

Q Are you aware of any serious |large-scale
studi es that have been done to assess the
predi spositions that mght result in adverse
reaction froma vaccine?

A There have been sone genetic studies done.

Q By whon?

A As | said, by the Mayo group in

particular, and also sone studi es done Vanderbilt.

92



Page 291:

Who did the studies Vanderbilt?
Vell, Janes Crowe was one of the authors.

What did the studies invol ve?

o = O

A The studies invol ved | ooking at certain
enzynes, particularly to see if there was an
association with -- let's see.

It was with -- I'mtrying to renenber
whi ch vaccine it was based on. Snall pox vacci ne.
Q Smal | pox. Do peopl e routinel y get

snal | pox vacci ne anynore in Anmerica?

A No.

Q Ckay. Oher than the researcher at
Vanderbilt and the one at the Mayo Cinic that you
nenti oned, is there anybody el se that you know of

that is conducting any serious science to identify

what might, what would render a child susceptible to
a vaccine injury?

A I think the people of British Colunbia are
doi ng sone work.
Who is that?
| can't renenber the guy's nane.
Is it Chris Shaw?

Sorry?

o r O »*» O

I's his nane Chris Shaw?

(Aluminum in Vaccines)

Page 292:

A Could be. It's a whole group of people at
British Col unbi a.

Q They' ve published good science in this
area?

A Yes.

Q Respectabl e science?

A Yes.

Q And they are the ones who | ooked at
al umi num adj uvants i njected into lab aninals in
particul ar, correct?

A They have done sorme work wi th al umnum
adj uvants, vyes.

Q By showi ng that injecting alumnumcan go
to different parts of the aninmal, right?

A Yes.
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Q | just want to nake sure we're talking

about the sane group of scientists --

A Mm hnm
Q -- at the University of British Col unbia.
Is, so do you recall if it's Chris

Shaw and his group?

A | don't recall specifically.

Q Is -- okay. But it's the group at the
Uni versity of British Colunbia that's looking in

Page 293:

particular at al um numadjuvants in vaccines,
correct, in animal nodels?

A They're | ooking at a |ot of different
things, including adjuvants.

Q Okay. Understood. And other than the
group at British Colunbia, Mayo Clinic, and
Vanderbilt, are you aware of anybody el se doi ng such
sci ence?

A Not that | recall, no.

Q Okay. |If anybody would know it'd be you,
right, Dr. Plotkin?

A Vell, | don't read -- | cannot read every
publ i shed scientific paper.

Q Dr. Plotkin, I'mgoing to refer to the
various forns of al unminum adjuvant used in vaccines

as alum is that okay?

A Yes.

Q Because there are different kinds,
correct?

A Yes.

Q Okay. What is an antigen?
A An antigen is usually a protein that
i nduces an inmune response.

Q Antigens in killed vaccines, though,
Page 294:
produce a very weak i nmune response, hence the need

to add alumto the vaccine formul ation, correct?

A Frequently, not al ways.
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Q And alum injected al umcan increase the
roduction of all kinds of cytokines, including
L-1, IL-2, IL-6, IL-17, correct?

A Yes.

0] Alumcan be recovered fromthe injection
ite menths or years after intramuscul ar injections
orrect?

A Vell, it's, yeah, it's possible to find
he alum OF course, alunminumis a frequent, shall

say, present in all of us? Ve ingest a lot of it.

Q I''mtal ki ng about injected aluminum [|'m
asking, can it be recovered fromthe injection site

nonths or years after intranuscul ar injection?

A | believe it's possible, yes.
Q In your book that you're holding in front
of you, do you know if it says, quote: It is

establ i shed that alumnumsalt can be recovered at
the injection site nonths or years after
i ntranuscul ar injections?

A Vell, 1'd have to look at it, but | don't
doubt that that's, that could be in the book, vyes.

Q Okay. And antigen that is absorbed by
alum can be taken up by nacrophages and dendritic
cells?

A Yes.

Q Macrophages is MA-C-R-O-P-H A GE-S.

Macrophages are immune cells,
correct?

A Vel l, they are scavengers, basically.

Q What do they do?

A They take up antigens and present themto
other cells.

Q So that neans that the alumas well as the

antigen that's bound to it are taken up by
Page 295:

rmacrophages and dendritic cells, correct?

A Yes.

Q Ckay. Alumnuminj ected into the brain --
into the body can travel to the brain, correct?
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A I don't know that for a fact, but wouldn't
be surprised.

Q You' ve never seen any studies that show
that al um numinjected into the body can travel to
the brain?

A | have not seen such studies, no, or not

read such studies.

Page 296:

BY MR. SIRI:

Q I"'mgoing to hand you what's being narked
as Plaintiff's Exhibit 29. Please take a | ook at
that.

In this study, do you have a problem

w th the journal that this study was published in?

A No.

Q I's the nane of the journal Vaccine?

A Yes.

Q Are you a editor in that journal?

A | was at one point.

Q And you consi der that to be a prestigi ous
journal ?

A Yes.

Q Okay. So in this study, conduct -- they

found that injecting rabbits w th al umnumand then

di ssected them they found aluminumin the brain of
the rabbits, correct?

A Yes.

Q Does that change your opinion of whether

injecting alumnumcan travel to the brain?

A Well, it shows experinentally that that's
Page 297:
the case. |1'd have to look at the concentrations

that were injected, whether they were reasonabl e

wth respect to what's injected into hunans.
(Exhibit Plaintiff-30 vas
narked for identification.)
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BY MR SIRI:

Q Here's another study. Here's another
study that's being narked as Plaintiff's Exhibit 30.
And this study invol ved mce. Can you please take a
look at it. That study is from2009, correct?

A Yes.

M5. RUBY: Ms. N eusna, did nunber 30 go
through for you?

M5, NNEUSMA: Yes. I'll let you knowif |
don't have anythi ng.

Q And that study found that injecting
alumnumin mce caused notor deficits and notor
neuron degeneration, correct?

A Apparently, yes. But, again, one has to
conpare the anounts injected with what's, what
anounts are injected with vacci nes.

Q So in this study the authors note that

they were attenpting to use dose-equi val ent anounts
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of alumvis-a-vis the vaccination schedule. 'l
post that as a question, but 1'Il leave it to you to
take -- you obviously, sounds |ike you never read
this study, so you can take your tine.

Ckay. Dr. Plotkin, there's no
question pendi ng about that study anynore. So let's
nove on.

A Okay.

Q Okay? So are you famliar with a study
entitled "Delivery of Nanoparticles to Brain
Met ast ases of Breast Cancer Using a Cellular Trojan
Horse" fromthe | ndiana University School of
Medi ci ne and Rice University?

A No.

Q Are you famliar with a study from2013
entitled "SIl ow CCL2-dependent Transl ocation of
Bi opersistent Particles fromMiscle to Brain"?

A No.

Q Are you famliar with the -- after this
deposi tion, |'mhappy to provide you copies of all
these studies. You can take an opportunity to | ook
at them

Are you famliar with a 2015 study
entitled "Hi ghly" -- actually, you know what?
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Before we continue, I'mgoing to nark this one. The
study | just spoke about, |'mgoing to mark as
Plaintiff's Exhibit 32.
(Exhi bits Plaintiff-31 and
Plaintiff-32 were narked for
identification.)
BY MR. SIRI:
Q I*'mgoing hand this to you.
In this study, if you turn to page 5,
you can actual |y see pictures of the brain of
di ssected mice injected with al uminumand pictures
of the aluminumin the brain. Let ne know when
you' ve had an opportunity to | ook at that.
A Yes. Okay.

(Exhi bit Plaintiff-33 was
marked for identification.)
BY MR. SIRI:

Q Ckay. That's from2013. |'mgoing to
show you another study from 2015 bei ng narked
Plaintiff's Exhibit No. 33.

This study invol ved 155 mce, again
injected with alumnum And, again, you can find
pi ctures of the alumnumin the dissected mce in

their brains.

Page 300:

Since we're running short on tine, |
won't hand you all the studies on this. But having
had an opportunity just for the last few mnutes to
| ook at a few of these studies, do you have any --
can alumnuminjected into the body travel to the
brai n?

A Vel I, there are experinents suggesting
that that is possible.

Q Okay.

A The, in particular, there's a, | know
there's a French group that's been, let's say,
working on the potential dangers of alumnumas well
as the British Col unbia group. What we lack is
evidence in hunans that such phenonena are causing

the probl ens that are being caused in nmice, and that

98



may relate to dose issues

Q Isn't that because those studies would be
unethical, Dr. Plotkin?

A No, | wouldn't say they'd be unethical.
woul d say that | ooking for alumnumdeposits in the
brai ns of people at autopsy, et cetera, that's
entirely feasible.

Q And so if they did autopsies of people's

brains and they found alumnum then that would be a

Page 301

cause for concern?

A It could be. But one would need to
conbi ne that or look at the synptons of the patients
whose brains are being exanined.

(Exhi bit Plaintiff-34 was
nmarked for identification.)
BY MR. SIRI:

Q I'mgoing to hand you one final study on
this. It's been marked Plaintiff's Exhibit 34
This one they were very careful, ny understandi ng
is, to do a nunber of different doses to see the
response

A This is the French group

Q That study is the French group, right,

that | think you were referring to earlier?

A Yes.
A Yes.
Q Okay. So in any event, if alum num bound

to antigen does travel to the brain, DOr. Plotkin
and remains there, would that cause an i nmune
activation event in the brain?

A | don't know whether it would or not. [|'m
not --

Q Do you think it could result in

neur odevel opnental disorders?

Page 302:

A Again, there's no evidence that that's the
case.
(Exhibit Plaintiff-35 was

marked for identification.)

99



BY MR. SIRI:

Q I'"'mgoing to hand you what's being
marked -- |1'magoing to hand you what's marked
Exhibit 35. Are you famliar with -- are you
famliar with this book?

A No.
Q Vell, then I'lIl give you a copy today when
you | eave.

M. RUBY: OCkay. Ms. Nieusna, Exhibit 35
is uploading, but it mght take just one

second.

M. N EUSMA:  Okay. No problem

BY MR. SIRI:

Q Dr. Plotkin, has an increase in |L-6 been
shown to induce autismlike features in [ab aninal s?

A Vell, IL-6 is an inflammatory cytokine.
And its relationship to autism | would say, is not
clear. But it is an inportant cytokine.

Q Has it been shown to induce autismlike

features in aninmals when injected into aninals for

Page 303:

experi nentati on?
A I'mnot aware of that, but it's quite
possi bl e that that could happen if you use enough

| L-6.

Q Do you know the naxi numarount -- strike
that.
Are you famliar wth the study out
of -- are you famliar with the study entitled

"I nhibition of IL-6 Trans-Signaling in the Brain
I ncreases Social Ability in the BIBR Mouse Mdel of
Autism'?

A No.

Q Are you famliar with the study call ed
"Maternal | nmune Activation Alters Fetal Brain

Devel oprent through | nterl eukin-6"7
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A Vaguel y, yes. Yeah.

Q Published in the Journal of Neurosci ence?

A Yeah, well, | don't renenber the journal

Q I's that one of the journals you consider
respectabl e?

A Yes.

Q And this was out of the University of
California Medical Center. This is fromCalifornia
I nstitute, CalTech. That institution did a nunber

Page 304:

of studies regarding -- that group did a nunber of
studies relating to inmune activation and
neur ol ogi cal disorder, correct?

A Yes.

Q And they found a connecti on between i nmune

activation and neurol ogi cal historical disorders,

correct?
A Mm hnm
Q And one of the -- is that a yes?
A Yes.

Q Okay. And one of the study's findings
they had was that immune activation alters fetal

brai n devel opnent through interleukin-6, correct?

A As | said before, IL-6 is an inportant
cytokine. | would point out in relation to i nmune
activation, that i mmune activation occurs as a

resul t of disease and exposure to a variety of

stinmuli, not just vaccines.
Q But it can be caused by vaccines, correct?
A | mmune activation is the objective of
vacci nes.
Q Do you know the nmaxi num anount of the

aluminumthat is injected into a child who fol | ows

the CDC schedul e?

Page 305:

A | haven't done the arithnetic, but |
believe it would anount to several nilligrans.
(Exhibit Plaintiff-36 was

nmarked for identification.)
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BY MR. SIRI:
Q I mgoing hand you what's been narked as
Plaintiff's Exhibit 36. Okay?

And before | do that, question for
you: The group out of the British Colunbia that you
were -- the group out of the University of British
Col unbia, that's out of the Departnent of
Opht hal nol ogy and Vi sual Sci ences?

A Yeah.

Q I"mgoing to hand you a letter from
what's been narked as Exhibit 36, which is a letter
fromone of the professors that runs the lab in that
group?

VI DEO OPERATOR: V& have four minutes |eft
on the disc.
MR. SIRI: Ckay.
BY MR. SIRI

Q Have you seen this |etter before?

A No.

Q Okay. This letter is fromthe group at

Page 306:

the University of British Colunbia you nenti oned
before, correct?

A Yes
And it's addressed to HHS, correct?
Yes
As well as NIH?
Yes.

FDA and CDC, correct?

> 0 » O P O

Yes

Q Okay. In the first paragraph, can you
read the first paragraph?

A | amwiting to you in regard to al um numr
adj uvants in vaccines. The subject is one ny
| aboratory works on intensively and, therefore

where | feel | have sone expertise.
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In particular, we have studied the

i npact of aluminum adj uvants in animal nodels of
neurol ogi cal disease, including autismspectrum
disorder. Qur relevant studies on the general topic
of al umi num neurotoxicity in general and
specifically in regard to adjuvants are cited bel ow

Q Now can you read the |ast sentence in the
next paragraph.

A In children there is growi ng evidence that

Page 307:

al um num adj uvants nay disrupt devel opnental
processes in the central nervous system and,
therefore, contribute to ASD in susceptible
chi I dren.

Q And just the next paragraph.

A Despite the foregoing, the safety of
al um num adj uvants in vacci nes has not been properly
studi ed i n humans, even though pursuant to the
reconmended vacci ne schedule published by the
Centers for Disease Control, a baby may be injected
with up to 3.675 mcrograns of al um numad uvants by
six months of age.

Q Just the next sentence and | guess we can

Wrap up.

A And in regards to the above, it is ny
belief that the CDC's claimon its website that
vacci nes do not cause autismis wholly unsupported.

So ny comments are, one, that ny
estinate was pretty nuch correct. Second, that,
unfortunately, Dr. Shaw has been associated w th the
party that | nentioned before, Tonijenovic, who, in
ny view, is conpletely untrustworthy as far as
scientific data are concerned.

So |' mconcerned about Dr. Shaw bei ng
Page 308:

influenced by that individual. And the, |'mnot
avware that there is evidence that alum numdisrupts

the devel opnental processes in susceptible children.
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Q Dr. Shaw is a scientist that studies
alumnumregul arly, correct?

A Yes.

Q Do you study alunminumregul arly?

A No.

BY MR. SIRI:
Q Now, Dr. Plotkin, |'mhanding you what has
been marked as Plaintiff's Exhibits 37 and 38.
(Exhi bits Plaintiff-37 and
Plaintiff-38 were marked for
identification.)
BY MR. SIRI:

Page 309:

Q Are these letters also witten by
i ndi vidual s who are very experienced in studying
al um num adj uvant?

A Yes. \ell, one of the letters --

Q Okay.

A -- is froma French group. And | would
poi nt out that --

Ms. N EUSMA:  Renenfer, just yes or no
answers, Dr. Plotkin. Ve're trying to get you

out of here -- out of there.
THE W TNESS: Yes.
BY MR. SIRI:

Q Okay. And is the content of these letters
simlar to that of the letter fromChris Shaw?

A Yes.

(Exhibi t Plaintiff-39 was
marked for identification.)
BY MR. SIRI:

Q Dr. Plotkin, I'mgoing to hand you what's
been marked as Plaintiff's Exhibit 39. GCkay. This
is a study entitled "Aluninumin the Brain Tissue in
Autism" correct?

A Yes.

Q And it was published in the ]Journal of

Page 310:
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Trace Elenents in Medici ne and Biology, correct?

A Yes.

Q And it found, and according to its author,
he found what he says is sone of the highest val ues
of alumnumin hunman tissue yet recorded in the
brai ns of these autistic children who died
prematurel y, correct?

A Vell, 1'd have to read the paper, but
apparently that's the case.

Q And do you know that the stand-out
observation in this study is that the al uni numthat
he found was in the i nmune cells of the brain,
including within i nmune cells traveling into the
brai n?

A Yes. But they were not associated with

neurons.

Q They also found al uminumin the neurons as
well, Dr. Plotkin, correct?

A But mostly in other cells.

Q And i mmune-rel ated cells, right,
i une-systemrel ated cel | s?

A Cells that travel, yes.

Q What is encephalitis?

A I nfl ammati on of the brain.

(Encephalitis side effect)
Page 311:

Q What is encephal opathy?

A Vell, it's a vague termthat neans
sonething's wong w th the brain.

Q Vihat is encephal onyelitis?

A I nfl ammati on of the brain.

Q Do all five of the DraP-containing
vaccines sold in this country list encephal opathy
wi thin seven days of a prior pertussis-containing
vaccine as a contraindi cation?

A In other words, if encephalitis is present
at the tine of vaccination?

Q Mm hmm

A Yes, | inagine so.

Q No. Meaning that if there was
encephal opathy w thin seven days of a prior

pertussis-containing vaccination, that's a

105



contraindi cation to getting nore pertussis
vaccinati on?

A Ch, yes.

Q Okay. And do all three of the
hepatitis A-containing vaccines sold in this country
list encephalitis or encephal opathy as a reported
adverse reaction in Section 6.2 of their product

inserts?
Page 312:

A Vell, | don't know that for sure, but |
imagi ne that it is a contraindication.

Q Do all three of the hepatitis B-containing
vaccines sold in this country list either
encephal i tis or encephal opathy as a reported adverse
reaction in Section 6.2 of their product insert?

A Yes.

Q Do alnost all of the flu vaccines sold in
this country list encephal opathy or
encephal onyel itis as a reported adverse reaction in
6.2 --

A Yes.

Q -- of their insert?

Does the only chicken pox vacci ne
sold in this country list encephalitis as a reported
adverse reaction?

A Yes.

Q Why do you think brain swelling after
vaccination is being reported in all of these
vacci nes?

A Anythi ng that happens after vaccinationis
included in contraindications. That they are
rel ated causally is not necessarily the case.

Q What is the total quantity of antigen in

(Vaccine ingredients)

Page 313:

most pedi atric vaccines?

A Well, that's vary variable. | rean,
perhaps up to 50 milligrans. Depends entirely on
the vaccine.

Q M ni scule amount, though, very tiny?

A Yes.
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Q Almost -- could you even see it with the
naked eye if you had it?

A Yeah, you could in sone cases, yes.

Q Some cases?

A M himm

Q But for nest vaccines, it would probabl y
be very difficult?

A Yes.

Page 314:

Q Ckay. Are there any ingredients in
vacci nes that you're aware of that can danage
neurons?

A Mot that |'maware of, no.

Q Are there any vaccines, any ingredients in
vacci nes that you' re aware of that can danmage hunan
cells?

A Ch, well, | nean, that depends on the
concentrations and so forth. Human cells, of

course, are susceptible to lots of substances. But,

again, it's very much dependent on the
concentrati on.
Q Do any of the vacci nes on the chil dhood

schedul e contain nonkey kidney cells?

A Well, the polio vaccine does.

Q Okay. Go ahead. |'msorry.

A Go ahead. |'ll stop there.

Q Are the nonkey ki dneys used in naking the
polio vacci ne renoved fromthe nonkey while the
aninal is still alive?

A These days nuch of the polio vaccine is
produced in a continuous cell line of, derived from

nonkeys rather than fromnonkeys, fromlive nonkeys,
so to speak. So |'mopretty sure that the | POL

vaccine, for exanple, is produced in vero cells.

Q Ckay. And when you say "continuous cell
line," what do you nean by that?

A | nean a cell that grows continuously
derived fromtissues that were normal tissues to
begin wth.
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Q |'"'msorry. Say that again, Doctor.

A So they are cells that continue to
nmultiply, unlike cells froma, let's say, froma
kidney that will not continuously multiply. These

Page 315:

are cells derived fromthe kidney that will continue
to nultiply and, therefore, can be used to nake
vaccines in.

Q Cells that continue to nultiply unabated
are typically considered cancerous, right?

A Vell, if, depends on the circunstances in
the cells. But it's true that cancer cells do
continue to replicate indefinitely. The vero cells
are only used at certain passage levels. They're
not used, you know a thousand passages further on.

Q In relation to the anount of polio antigen
in the final polio vaccine product, how much nonkey
kidney cell naterial is there in the final product?
Is it about the sane anount? |s there nore nonkey
kidney cell? |s there |ess?

A No. | can't give you a figure offhand.
But the, | ampretty sure that the ampunt of polio

antigen is superior to the anount of kidney antigen.

Q But you're not sure?
A | don't recall the exact anounts.
Q Monkey cel lular naterial remaining in the

vaccine is considered either inpurities or byproduct
of the manufacturing process, correct?

A Yes.
Page 316:

Q Do any waccines in the chil dhood vacci ne
schedul e contain bl ood serumfromcal ves or other
bovi nes?

A vell, frequently calf serumis used to
nake the vaccine, but calf serumis renoved before
the vaccine is used because you don't want to
sensitize the vaccinee to cows.

108



Q Meaning if there was cow serumrenaini ng
in the vaccine, the child coul d devel op anti bodi es

to essentially cow --

A Yes.
Q -- cow products?
A Yes.

Q And that would be -- and they coul d

develop an allergy to it, right?

A If there were, yes.

Q If there were calf serumin the vaccines,
correct?

A Yes.

Q But you're saying there's no calf serumin

vacci nes, right?
A It is renoved, yes.
(Exhibit Plaintiff-40 was

marked for identification.)

Page 317:

Q Dr. Plotkin, I'magoing to hand you what's
been narked as Plaintiff's Exhibit 40. What is
this?

A Vaccine Excipient & Media Summary.

Q And who produces this docunent, the CDC,
correct, or the FDA?

A | think it's the FDA

Q Okay. And this lists the ingredients
contai ned in various vaccines, correct?

A Yes.

Q Can you go to Kinrix on the first page.
That's K-1-N-R-1-X.

A Yes.

Q DraP-1PV.

Do you see in the third line down it

says: Calf serun?
A Yeah. \Vell, that is used to grow the

polio virus.

Q Right. And this is one of the ingredients
that remains in the vaccine?

A I do not believe so. | nean, the vaccine,
as | said, is nade using calf serumas a nutrient,

but it is then --

Page 318:
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Q Renoved because, otherwise, it would be
dangerous, you said, right?

A Yes. Yes.

Q Can you go to the top of this docunent.
You see it says -- you know what? Let ne ask you a
few other questions, and then we'll cone back to
this docurment, Dr. Plotkin. Few guick questions and
then we'll cone back to it.

Do any vacci nes on the chil dhood

schedul e contai n enbryoni ¢ guinea pig cul tures?

A Enbryoni c guinea pig. | don't think any
current vaccine is nade in guinea pig cells.
Varicella vaccine was passaged in guinea pig cells,

but certainly not nade in guinea pig cells.

Page 319:

Q Do you know i f any vacci nes contain cows'
mlk init or products fromcow --

A Cows' what?

Q Any product derived fromcows' mlk, any

conponent derived fromcows' mlk?

A Ch, well, could be, casein, for exanple,
could be --

Q Casein --

A -- could be used.

Q Dr. Plotkin -- Dr. Plotkin, and if there

was casein in the vaccine, a child could becone
sensitized to that, correct?
A Mo, |'mnot sure about that.

Q You're not sure anynore about that?

A No.
Q Yeah.
A | think there are other sensitizing things

incalf serum

Q Dr. Plotkin, can | see that a second. Did
| give you the right one?

So earlier you said -- okay. So do

any vacci nes contain egg protein?

A Oh, yes. Influenza vaccines.

Q And do those renain in the final product?

A | believe they do, yes. Not huge anounts,

but there are traces certainly.

110



Q Do any vaccines contain gelatin frompiags?
A Yes.

Q Do any vacci nes contain gelatin fromcows?
A Actually, | think in Mislimcountries,

they have tried to do that. But nostly it's from
pi g.

Q Do any vacci nes contain reconbi nant GVO
yeast?
Page 320:
A Reconbi nant GM3s. Yes, | inagine so, yes.

Q Are there any other ani nal products,
parts, cells, material, or any other kind that you
are aware of that are contained in any vaccine in

the pediatric schedul e?

A Véll, aside fromtrace anounts, no.
Page 322:
Q Do any vacci nes on the chil dhood vacci ne

schedul e contain MRC-5 hunan diploid cells?

A Yes.

Q What are these?

A Rubel la, varicella, hepatitis A

Q Vhat are MRC-5 cel | s?

A They are human fibrobl ast cell strain.

Q And how are they created?

A They were created by taking fetal tissue
and, froma particular fetus that was aborted by
maternal choice. And the cells, so-called
fibroblast cells were cultivated fromthat tissue.

The fibroblast cells replicate for about 50 passages

Page 323:
and then die.
Q So MRC-5 cells are cultured cell lines

fromaborted fetal tissue?
A They're not cell lines.
Q VWhat are they?
A They're cell strains cultivated froman

aborted fetus. ves.
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Q So cell strains froman aborted fetus?

A Yes. Yeah. They're not irmmortal.

Q They live for five generations and then
hey die?

A About 50 generati ons.

Q About 50 generations and then they die?

A Tes.

Q And then howis nore MRC-5 created?

A Vell, a seed stock is made of early
passage cells so that one can go back to the seed
stock, whichis, let's say, at the, nore or less the
eighth passage and nake new cells at the 20th
passage and use those to nake the vaccine

Q Okay. So these are, these cell strains

are hunen cells?

A Yes.
Q Do any vacci nes on the chil dhood vacci ne
Page 324:

schedul e contain W-38 hunan diploid lung
fibrobl ast?

A Well, they used to, but | don't think
anything is nade in those cells anynore. They have
been replaced by MRC-5.

Q So you're not aware of any vacci ne that
has in its final formul ation W-38 hurman dipl oid
lung fibrobl asts?

A As | said, at one point in the past,

RA 27/3, for exanple, rubella vaccine, was grown in
W-38. But the supply is insufficient, so MRC-5 is
now used.

Q And these, and W-38 was created froman
aborted fetus?

A Yes.
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Q They took the lung tissue fromthe aborted

fetus?

A Yes.

Q And fromthat they'd grown this cell line,
correct?

A Yes. Cell strain.

Q Cell strain.

Is this cell line imortal ?
A No.
Page 325:
Q Do any vaccines in the chil dhood vacci ne

schedul e contain hunan al bumi n?

A Ch, yes.

Q What is human al bunmin?

A Hunan al bumin is part of human serum

Q And what is human serun?

A What is hunman serun? Hunan serumis part

of the blood that is |iquid.
Q Right. It's the non-red blood cell part
of the --
A Yes.
Q -- of the blood, right?
Fromwhere was it obtained?

A The hurman serun?

A Vel l, that would be variable fromdonors
who are heal thy donors. That's all | can say to
that.

Q How is it used in the nanufacturing
process?

A I'"'msorry?

Q How is it used in the manufacturing
process?

A Vel |, serumis used to keep cells heal thy

Page 326:

during the process of naking a wvaccine. S0, in
other words, since the vaccines or sone vacci nes
have to be grown in cells, you have to keep the
cells in a good state.
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Q So the cells that are used -- the virus or
bacteria -- the viruses used in sone of the vaccines
are grown in this human bl ood conponent?

A Vell, yes. | believe that the serumis
removed in the final product, but certainly it's
important to keep the cells heal thy during the
manuf acture of the vacci ne.

Q Do you think that -- so none of it remains
in the final product?

A | don't believe so, no.

Q Because that could be problematic, right?

A VWell, it could be. | nmean, if the
i ndi vidual is not, not heal thy.

Q Right. O if naybe sone of the, you know,
hurman bl ood conponents bind to sone of the aluninum
and devel op anti bodi es, sel f-antibodies, correct?

A If they devel op antibodi es agai nst the
serum conponent, that woul d not be good.

Q Right. \hat, do any vacci nes contain

human material in themthat -- I'msorry. Strike
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that. Apol ogi es.
Do any vacci nes in the chil dhood
vacci ne schedul e contain reconbi nant hunan al bumn?

A Yes.

Q What is reconbi nant human al bum n,
A-L-B-U-MI-N?

A So it's a conponent of hurman serum whi ch
is useful to stabilize cells and keep them heal thy,
and it's made by genetic engi neering.

Q Okay. So it's genetically engineered
hurman serum basi cal | y?

A Part of human serum vyes.

Q Is that, are these genetically engineered

protein structures?
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A Yes. And the idea was to eli mnate any
possi bility of a contaninant from hunan al bumn
obtai ned fromthe donors. So it's made in cells,
using the CNA for albumin, and that way one can be
sure that there's no contam nant.

Q And, again, you pretty nuch want to nake
sure that none of that remained in the final
product, too, right?

A Well, hurman albunmin is probably not nuch

of a problemin terns of causing reactions. So --
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Q But in terns of it potentially binding to
the alum that could be problenatic, correct?

A Vell, | don't know the answer to that
question.

Q Okay. The vacci nes that contain hunan
material in them they also contain human DNA and
protein, correct?

A They nay, yes.

Q Isn't it true that hunan DNA in vacci nes
is typically purposefully fragnented to bel ow 500
base pairs in | ength?

A Yes. One doesn't, you know, | would say
nostly for theoretical reasons, doesn't want to put
DNA into, attacked DNA into vaccines. | think the

actual risk is zero, but that's ny opinion.

Q Isn't it true that MR Il contains
approxi mately 150 nanograns cells substrate
doubl e-strand DNA and single-strand DNA per dose
purposeful | y fragnented to approxi natel y 215 baste
base pairs in |ength?

A Yeah, that's probably correct, vyes.

Q And is it true that VARIVAX, vaccine for
chi cken pox, is manufactured usi ng W-38 and

MRC-5 --

Page 329:
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A Yes.
Q -- and contai ns approxinatel y two

micrograns of cell substrate doubl e-strand DNA or

approxi mately 1 trillion fragnents of hunan DNA?
A It may be true.
Q Isn't it true that the Havrix, the

hepatitis A vaccine, also contains nmillions of
fragnents of human DNA?
A Li kel y.
Q Do you know whether strands of DNA bel ow
500 base pairs are now known to insert thensel ves
into living cells w th which they cone into contact?
A | do not have that information, but the
l'i kel i hood that they would be genetically included

in the genone of vaccinees, in ny view is zero.
Q Do you have a study to support that view?

A | do not have a study that supports that
view But it is, to ne, unlikely that the DNA woul d
travel fromthe site of injection to the senen or
the ovari es.

Q Could it insert into itself DNA even in
the nuscle tissue or if it gets into the bl ood
into --

A Theoretically. But that's not going to

Page 330:

mean that it's going to have any inpact on the
i ndi vi dual .

Q Are you famliar with the insertional
rmut agenesi 57

A Yes.

Q Do you have any study to show that
injecting mllions of pieces of human DNA into
babies and children is safe?

A The only studies are all the safety
studi es that have been done on vacci nes.

Q And you can produce those studies, right?

A Vell, those studies are available fromthe
nanuf acturers and fromCDC, and |' mnot aware of any
data show ng that the inheritable characteristic was

transmtted by a vaccine.
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Q So you don't, you don't personally don't
know of any study that shows the safety of injecting
human, nmillions pieces of human DNA into babies?

A Such studies are general safety studies,
and | haven't yet seen the vacci nee devel op a new
genetic trait as a result of vaccination.

Q Is it possible it can cause cancer?

A Anything is possible, but there are no
data to support that.

Page 331:

Q |s there data to showthat it doesn't do
that?

A Yes. Cbservations nade over nillions of
vacci nees.

Q Okay. And you have the studies to show
that, right?

A The studies are easily available in terns
of vaccine safety studies that have been done by
nany, nany peopl e.

Q Excellent. Then it should be very easy
for you to direct ne to those and can provide
copi es?

A Yes.

Q Wonderf ul .

A You can read the chapter on vacci ne
safety.
Q Vacci nes contain dead or weakened polio

virus, correct?

A | PV does, vyes.

Q Begi nning in the 1950s, polio vacci nes
were routinely grown on nonhuman prinate ki dney
cells, correct?

A Correct.

Q Are you aware of any sinian nonkey

Page 332:

viruses, neaning viruses that cone fromprimates,
that contami nated polio vaccines and infected
i ndi vidual s receiving the polio vaccine?

A Yes. SV40.

Q Vhat does that SV40 stand for?

A Siman virus 40.
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Q Was it the 40th siman virus found?

A Yes.

Q Are you aware of any other siman viruses
that are in any vaccine?

A At this stage, no.

Q Are you aware of any bovine virus that is
in any vacci ne?

A VWell, bovine virus. Nothing cones to nind

at the nonent.

Q Are you aware of any virus fromany ani nal
other than simian or bovine that is in any vaccine?

A Yes. There's a pig virus present in one
of the rotavirus vaccines.

Q What is that virus called?

A Circovirus.
Q |'s there nore than one type, or is there
only one?

A There's nore than one type, but | think

Page 333:

only one was recovered fromthe vaccine.
Q Vhich one is that?

A I think it was 2.
Q Circovirus 2.
A I think so.

Q Are you aware of any retrovirus that are
in any vacci ne?

A Retroviruses? No.

Q Are you aware of any prions that are in
any vacci ne?

A No.

Q Are you aware of any human viruses that
are in any vaccine apart fromthe virus for which

the vaccine is intended?

A Na.

Q You indicated that they did find a porcine
circovirus type 2 in rotavirus, correct?

A Yes.
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Q Was that unintentional ?

A Yes.

Q Wen it was released to the narket, they
didn't know that virus was in there, correct?

A Correct.

Q And when they released the polio vacci ne

Page 334:

on the market, they didn't know SV40 was in there,
carrect?

A Correct.

Q Are you aware of how nany micrograns of
2-phen, P-HE-NO X-Y-E-T-HA-N-O-L? How do you
pronounce that?

A 2- phenoxyethanol .

Q Yeah. Are you aware of how nmany
mi crograns of 2-phenoxyethanol a child foll owi ng the
chi | dhood vacci ne schedul e woul d be injected wth?

A No. |'d have to | ook that up.

Q Do you think it's close to around a
hundred m crograns?

A It could be, but |I'd have to look it up.

Q Do you think it's close to around a
hundred m crograns?

A It could be, but I1'd have to look it up.

Q Do you know safe level in terns of that
i ngredi ent?

A I amnot aware that there, that there is
toxicity associated w th 2-phenoxyethanol. It's a
fairly harmiess substance, as far as |'maware.

Q Do you know any vacci nes in the chil dhood
schedul e that include ferric nitrate?

A Ferric nitrate? MNo, | don't recall that.

Q Are you aware of how many micrograns of

pol ysorbate 80 a child fol low ng the vaccine

Page 335:

schedul @ woul d be injected wth?

A | don't have the amount, no.

Q MNow |'magoing to give you back
Exhibit 40, Dr. Plotkin. Take a look at that a
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nonent. You indicated that you weren't aware that
W-38 was in the final vaccine product. |I|f you
could turn to page 3 for MR and MR V.

A (Wtness conplies.)

Q Do you see that within the ingredient |ist
that lists W-38 hunan diploid lung fibroblast?

A Yes, | do see that.

Q | believe that of the ingredients that we
di scussed until now the rest of themyou indicated
you are aware are in vaccines except for -- are
there any ingredients we discussed until now that

you believe are not in vaccines?

A Vell, 1'd have to go back over all the
guestions you asked, but | do went to say that
W-38, as | said before, was the original fibroblast
cell line. And | think that manufacturers have

significantly shifted to MRC-5. But W-38 could

still be used. | don't see anything wong with
that.
Q Are there any vaccine ingredi ents that are
Page 336:

not listed on the FDA's official wvaccine excipient
and nedia summary table that you're aware of?

A | don't see how | can really answer that
question w thout reading the whole thing. But I
imagine that it's a conplete |ist.

Q Okay. Isn't it true that an adjuvant will
bind not only to the target antigen but also to the
i npurities and byproduct of the nanufacturing
process?

A Probabl y, yes.

Q And those inpurities and byproducts are
all listed in what has been narked as Exhibit
No. 40, correct?

A Yes.

Q Ckay. Once the inpurities or byproducts
are bound to the aluninum the body may al so devel op
anti bodi es to these inpurities and byproducts,

correct?
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A "May" 1s the operative word, but not
necessaril y.

Q The entire purpose of the al um num bi ndin
to a protein structure, be it an antigen or sone
other protein structure, is to cause an i nmune

response that woul d devel op anti bodi es, correct?

Page 337:

A Yes. But the protein has to be of the
right size and presentation in order to induce an
i nmune response. And that will not always be the
case if the protein is snmall or is sanething not
recogni ze by the human i nrmune system

Q Do you know whether the protein structure
for any of the ingredients on Exhibit 40 are not the
right size to bind to alun?

A Vell, | think it's unlikely. The
nonosodi um gl utamate, for exanple, wll cause an
i nmune response. | have to | ook through the whole
thing. Anmino acids probably are unlikely to induce
an i mmune response.

Q Anything else?

A You want ne to read this whole thing?

Q Ch, no. |'mjust asking, in terns of just
the stuff that's got protein structures init.

A Well, things like calf serum if they were
present, would, would possibly induce an i nmmune
response. But the things on this list, the vast

majority of themare unlikely to do so.

Q Because they're not protein structures?
A They're not proteins or they're very
snal | .
Page 338:

Q Ckay. COher than the -- strike that.

How about, and we tal ked earlier,
human albumn, that would be of a big enough protein
structure to bind to alum correct?

A It could, although the fact that it's
hunan neans that individuals night well not respond
to -- that is, not respond to hunan albunmn as a

forei gn protein.
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Q Ri ght. Maybe not alone, right? But bound
to alumit might, correct?

A It might. But I'mnot avare of evidence
that it does.

Q Are you aware of a study that | ooked at
that issue?

A | have not read such a study, no.

Q How about the human DNA, do you believe
that the human DNA strands can bind to the alum

A No.

Q Why is that?

A | don't see any chemical reason why it
shoul d.

Q Any reason why it shouldn't?

A Proving a negative is always nore
difficult.
Page 339:

Q Vell, I"'mjust trying to know if you know
or you're just, you're not sure. That's all. |'m
not asking -- I'mjust saying if you don't know,

just say you don't know That's fine.

A | have no reason to believe that DNA will
bi nd to al bumn.

Q But you don't know for sure?

A | have not done the experinment, no.

Q Okay. And do you know whether it will
bind to any of the cellular debris fromMC-5 or
VI - 387

A VWhether human al bumn woul d bi nd?

Q No. Vhether alumwoul d bind to MRC-5 or
any of the cellular debris that's in the final

product fromMRC-5 or --

A Ch, | think it could, but | don't know
that it does.

Q Do you know whether alumcould bind to any
of the cellular debris fromW- 387

A It mght, but | don't know that for a
fact.

Q Do you know whether alumwould bind to any
of the gelatin frompigs?

A I think that's unlikely.

122



Page 340:

Q Vhy is that?

A | don't think that alumwould bind to
gel atin, but | don't know that for a fact.

Q What about egg protein; could alumbind to
egg protein?

A Possi bl y.

Q And to casein?

A | suppose it's possible, but |'mnot aware

of any evidence.

Q You don't know?
A | don't know
Q Okay. |In your work related to vacci nes,

how many fetuses have been part of that work?

(Fetal Tissue in Vaccines and Subjects used for Vaccine Experiments)

A My own personal work? Two.

Q Two. So in your, in all of your work
rel ated to vacci nes throughout your whol e career,
you' ve only ever worked with two fetuses?

A In terns of naking vaccines, yes. Yes.

{Exhibit Plaintiff-41 was
marked for identification.)
BY MR. SIRI:

Q I "mgoing to hand you, |I'mgoing to hand

you what's been marked Plaintiff's Exhibit 41.

Ckay? Are you familiar with this article,

Page 341:
Dr. Plotkin?
A Yes.

Q Are you listed as an author on this
article?

A Yes.

Q This study took place at the Wstar

Institute, correct?

A Yes.

Q You were at the Wstar Institute, correct?
A Yes.

Q How many fetuses were used in the study

described in this article?
A Quite a few But ny answer to the
previ ous question was what did | use to make

vacci nes. and the answer was two.
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Page 342:

Q So I'mgoing to ask that question again.
I'n your work rel ated to vacci nes, how nany fetuses
were involved in that work?

A There were only two fetuses involved in
naking vaccines. \When fetal strains of, fibroblast
strains were first devel oped, | was involved in that
work trying to characterize those cells; but they
were not used to nake vaccines.

Q VWasn't the purpose of this study to help

devel op a human cell line or to support the use of
human cell lines in the creation of vaccines?
A The idea was to study the cell strains

fromfetuses to determine whether or not they coul d

be used to nmake vaccines.

So this was related to your work?
Vell, yes, in a sense --
To vaccines, correct?

Yes. |t was preparatory.

o r» O r» O

So this study invol ved 74 fetuses,

Page 343:

correct?

A | don't renenber exactly how nany.

Q If you turn to page 12 of the study.

A Sevent y-si x.

Q Seventy-si x. And these fetuses were all
three nenths or ol der when aborted, correct?

A Yes.

Q And these were all nornally devel oped
fetuses, correct?

A Yes.

Q Okay. These included fetuses that were

aborted for social and psychiatric reasons, correct?
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A Correct.

Q What organs did you harvest fromthese
fetuses?

A Well, | didn't personally harvest any, but
a whole range of tissues were harvested by
co-workers.

Q And these pieces were then cut up into

littl e pieces, right?

A Yes.

Q And they were cul tured?

A Yes.

Q Sone of the pieces of the fetuses were

Page 344:

pi tuitary gland that were chopped up into pieces
to --

Mm hnrm

I ncluded the | ung of the fetuses?
Yes.

I ncl uded the skin?

Yes.

Ki dney?

Yes.

Spl een?

Yes.

Heart?

Yes.

Tongue?

O Fr Or O Fr O r OFr O PF

| don't recall, but probably yes.

Q So | just want to neke sure | understand
In your entire career -- this was just one study
So |'mgoing to ask you again, in your entire
career, how many fetuses have you worked with
approxi matel y?

A Vell, | don't renenber the exact nunber,
but quite a few when we were studyi ng them
originally before we decided to use themto nake

vacci nes.

Page 345:
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Q Do you have any sense? | mean, this one
study had 76. How many other studies did you have
that you used aborted fetuses for?

A | don't renenber how nany.

Q You're avare, are you aware that the, one
of the objections to vaccination by the plaintiff in
this case is the inclusion of aborted fetal tissue
in the devel opnent of vaccines and the fact that
it's actually part of the ingredients of vaccines?

A Yeah, |'mawvare of those objections. The
Catholic church has actually issued a docunent on
that which says that individuals who need the

vaccine shoul d receive the vaccines, regardless of

the fact, and that | think it inplies that | amthe
i ndi vidual who will go to hell because of the use of
aborted tissues, which | amglad to do.

Q Do you know if the nother's Catholic?

A I have no idea.

Q Ckay.

A But she should consult her priest.
Q If she has a -- if she's, in fact,

Christian, | guess, right?
In any event, so we have 76 in this

study. Would you approxinate it's been a few

Page 346:

hundred fetuses?

A Oh, no, | don't think it was that nany.
Probabl y not many nore than in this paper.

And | should stipul ate that we had
nothing to do with the cause of the abortion.

Q Sone of these were for psychiatric
institutions, correct?

A Actually, all | can say is that the
fetuses that | personally worked with actually cane
fromSweden, froma Swedish co-worker. And so |, in
no case, was able to determne what exactly the
reason for the abortion was.

Q I*'mjust asking you, sone of the fetuses
that you did use did cone fromabortions from peopl e

who were in psychiatric institutions, correct?

126



A | don't know that. What |'mtelling you
is that | got themfroma co-worker; and if it's
stated in the paper, it's true. But, otherwise, |
do not know.

Q So if it's in the paper, you don't contest
it, right?

A | don't contest it, no

Q COkay. Have you ever used orphans to study

an experi nental wvacci ne?

Page 347:

A Yes.

Q Have you ever used the nentally
handi capped to study an experinental wvacci ne?

A | don't recollect ever doing studies in
nental | y handi capped individuals. At the tine in
the 1960s, it was not an unconmon practice.

Q So you're saying -- I'mnot clear on your
answer. |'msorry. Have you ever used nentally
handi capped to study an experinmental wvacci ne?

A What I'msaying is | don't recal
specifically having done that, but that in the
1960s, it was not unusual to do that. And I

woul dn't deny that | may have done so.

Page 348:
Q Vell, in any event, you're not denying
that you, that you -- well, there's an article

entitled "Attenuation of RA 27/3 Rubella Virus in
W-38 Hunan Diploid Cells." Are you famliar with
that article?

A Yes.

Q In that article, one of the things it says
is 13 -- is one of the things it says is:
13 seronegative nentally retarded children were
gi ven RA 27/3 vaccine?

A Ckay. Well, then that's, in that case
that's what | did.
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Q Have you ever expressed that it's better
to performexperinents on those less likely to be
abl e to contribute to society, such as children with
handi cap, than with children w thout or adults
wi thout handi caps?

A | don't renenber specifically, but it's

Page 349:

possible. And, again, | repeat that in the 1960s,
that was nore or |ess common practice. |1've since
changed ny mind. But those were, that was a | ong
tine ago.
Q Do you renenber ever witing to the editor
of "Ethics on Hunman Experi nentation"?
A I don't renenber specifically, but | may
wel | have.
Q Ve'll mark this.
(Exhibit Plaintiff-43 was
nmarked for identification.)
BY MR. SIRI:
Q I'mgoing to hand you what's been narked
as Exhibit 43. Do you recognize this letter you

wote to the editor?

A Yes.

Q Did you wite this letter?

A Yes.

Q Is one of the things you wote: The

guestion is whether we are to have experinents
perforned on fully functioning adul ts and on
children who are potentially contributors to society
or to performinitial studies in children and adul ts

who are hunan in formbut not in social potential?
(Vaccines and Religion)

Page 357:

Q Do you believe that soneone can have a
valid religious objection to refusing a vacci ne?

A No.
Q Do you take issue with religious beliefs?
A Yes.
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Q You have said that, quote: Vaccinationis
al ways under attack by religious zeal ots who believe
that the will of God includes death and disease?

A Yes.

Q You stand by that statenent?

A | absol utely do.

Page 358:
Q Are you an atheist?
A Yes.

(Adverse Reactions - VAERS)

Page 386:
Q Is it inportant to get a tetanus vaccine?
A Vell, it's inportant if you don't want to

get tetanus, yes

Q The tetanus vacci ne was introduced i nto
routi ne child schedule in the |ate 1940s, correct?

A Yes.

Q VWhen the tetanus vacci ne was introduced
there were only about four cases of tetanus per
million people, correct?

A If you say so. | don't renenber.

Q Are you familiar wth what, the CDC Pink
Book?

A Yes.

Page 387:

Q If the CDC Pink Book said that it was four
cases of tetanus per mllion, would you dispute
that?

A 1'I'l accept that.

Q You do accept that. And that's just the
nunber of cases, not deaths, right?

A Yes.

Q And you think it's a public health
i nperative for people to be vacci nated agai nst

tetanus, correct?
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A I think it's the wise thing to do if you
don't want to be under risk of getting tetanus if
you have an injury.

Q To prevent sonething that was a few cases
inamllion, correct?

A Yes. But a deadly disease.

Q Do we know whether the tetanus vaccine
causes nore or less than a few cases of serious
adverse reactions after vaccination?

A | don't believe it causes a whole | ot of

serious reactions, no.

Page 388:

Q The CDC and FDA mai ntai ned sonething
cal l ed the Vacci ne Adverse Events Reporting System
correct?

A Yes.

Q And that's where anybody, including
doctors, can go and report what they believe to be

an adverse reaction froma vaccine --

A Ri ght.
Q -- right?
A Correct.

Q There's no, anybody can subnmit a report,

A That's correct.
Q Ckay. And the FDA and CDC conpil ed that

data and nake it available online, correct?

Page 389:
A Yes.
Q Ckay. |'mgoing hand you a, what's been

marked as Plaintiff's Exhibit 46, Ckay? And this
is a printout of the VAERS data for all adverse
reactions reported to tetanus-containing vaccines in
the |ast ten years.

If you take a |look, do you see that
in the |ast ten years, there have been 985 deaths
reported --

A Yes.
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Q -- to have followed any tetanus-containin
vacci ne?

A Yes.

Q That woul d average to about 98.5 reports
of death per year --

A Yes.

Q -- over the last ten years.

Okay. And there's also 23,981

energency roomor office visits after
tetanus- contai ning vaccine in the last ten years?

A Yes.

Q And it also lists, |last one, 1,256
pernanent disabilities reported after

tetanus- contai ni ng vaccine in the last ten years

Page 390:

correct?
A Yeah.

Q That woul d be about an average of 125 per

year, right?
A Yes.
Q So, but we don't, because these are just

reports and not done in sone kind of randonized
control l ed study, we don't actually know whether or
not the tetanus vaccine is causing these deaths and
per nanent disabilities, correct?

A Correct.

Q Okay. But it's possible it could be
correct?

A It's, anything is possible, yes

Q Don't you think a study should be done to
determine -- strike that. Strike that.

Page 390:
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Isn't it true that VAERS only
receives a tiny fraction of the reportabl e adverse
events after vaccination?

A Vell, | can't give you a percentage, but
all physicians are asked to report putative
reactions to the VAERS system So | don't think the
VAERS systemcovers a tiny portion of alleged

reactions. | think, rather, probably nost are
Page 391:
reported. But |, | cannot confirmthat.

(Exhibit Plaintiff-47 was
narked for identification.)
BY MR. SIRI:

Q Dr. Plotkin, I'mgoing to show you what's
been marked as Plaintiff's Exhibit 47. This is a
report entitled "Electronic Support for Public
Heal th - Vaccine Adverse Events Reporting System"
correct?

Let re know when you're ready,
Dr. Plotkin.

A ' mready.

Q The title of this report, Dr. Plotkin, is
"El ectroni c Support for Public Health - Vaccine
Adverse Event Reporting System" correct?

A Yes.

Q And this was a study conducted by Harvard
Medi cal School and the Harvard PilgrimHeal thcare,
correct?

A Yes.

Q And it was are done via a grant froman
agency w thin HHS, correct?

A Yes.

Q And the purpose of this study was to

Page 392:

132



attenpt to automate VAERS reporting?

A Yes.

Q The reason that Harvard did this study and
the reason that HHS paid for it, if you lock at

page 6 --

A Yes.

Q -- do you see where it says: Fewver
than 1 -- it's right in the nmddl e paragraph: Fewer
than 1 percent of vaccine adverse events are
reported?

A Well, yes, | see the statenent. | don't

see the reference, but...

Q Let's take a |ook at the results of that
study, then. |If you go to the first sentence of the
page that you're on right now --

A Yeah.

Q -- where it says "results," isn't it true
that it says: Prelinmnary data were collected from
June 2006 through October 2009 on 715 -- 715,000
pati ents?

A Yes.

Q And 1.4 million doses of 45 different
vacci nes were given to 376, 452 i ndi vi dual s?

A Yes.

Page 393:

Q So about 376, 000 individual s received a
vaccine, correct?

A Yes.

Q CQut of these doses, 35,570 possible
reactions were identified, correct?

A Yes.

Q So out of 376, 000 peopl e that received

vacci nes, they identified 35, 570 possible reactions,

right?

A Yes.

Q And now --

A Vell, it's out of 1.4 mllion, which is
2.6 percent.

Q Doses, correct?

A Yes.
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Q Meani ng maybe sone individuals had --

A More than one vacci ne.

Q And had reactions at different tines to
di fferent vaccines, right?

A Yes.

Q Maybe sone peopl e were nore susceptible to
a vaccine reaction, and so they got, had a reaction
every tine they had a vaccine, right?

A Vell, we don't know that.

Page 395:

Q W don't know
Assuning that each individual only
had one vaccine reaction, then 10 percent of the
i ndi vidual s woul d have had a vaccine reaction?

A Mnhmm  Yes.

Q All right. So, now, at the beginning of
this study, the CDC was cooperating with these grant
partici pants, correct -- grant recipients, correct?

A Yes.

Q And they hel ped define what is an adverse
reaction, right?

A Yes.

Q And they hel ped define the algorithns to
use, right?

A Yes.

Q And they also hel ped to defi ne what
reports should be excluded, correct?

A | guess so.

Q What events, |'msorry, should be excl uded
frombei ng consi dered, you know, reportable, right?

A Yes.

Q After, however, they collected this data
and they generated these 35, 000 reports, they then

wanted to submt those reports to VAERS and autonate

Page 395:
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submtted, correct?

A Yes.

Q But the CDC woul dn't cooperate with them
correct?

A Vell, | have no idea whether that's true
or not.

Q On page 5 Dr. Plotkin, at the end of the
second paragraph, it says: Real -- does it say:
Real data transm ssi on of nonphysi ci an-approved
reports to the CDC were unable to commence by the
end of this -- as by the end of this project, the
CDC had yet to respond to nultiple requests to
partner for this activity?

Is that what it says?

A That's what it says.

Q Ckay. So, and this study says that |ess
than 1 percent of adverse events are reported to
VAERS, right?

A Well, | have to check that, but | think
that's correct.

Q Ckay. Are you avare that there are other,
other governnental reports that make simlar
esti mates for VAERS?

Page 396:

A I"maware that not everything is reported
to VAERS, yes.

Q Are you aware that governnental reports
show that, that governnental reports |like this one
show that the rate of reporting to VAERS is
extremely low and in this i nstance they say Harvard
said less than 1 percent?

A Yes, apparently, yes. However, it has to
be reminded that reporting to VAERS is supposed to
occur whether or not you think there's been a
reaction. So whether or not the reactions are true
or not is not sonething that VAERS decides.

Q Right. But let's just assume for a second
here, so if, let's go back to what's been narked as

Exhi bit 46, okay? Let's assune that a full
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1 percent of associated adverse events are reported;
woul dn't that take the nunber of deaths to 98, 000,
then, that were associated w th the vacci ne?

A | think it's likely the deaths are
reported nore often than trivial reactions. 5o |

woul dn' t be able to extrapol ate fromthat nunber.

Q Ri ght.

A But, you know obviously death is nore
dramati c.
Page 397:

Q I'mgoing to hand you what's been nmarked

as Plaintiff's Exhibit 48
(Exhibit Plaintiff-48 was
marked for identification.)
BY MR. SIRI:
Q This is the VAERS report for all adverse
events for all waccines just since January of 2016.
Do you see that?
Yes.
If this --
My wife is getting upset.

o r O r

Vell, don't tell her you offered her up

for a deposition.

If this represents even 3 percent or
5 percent of reported events, doesn't this concern
you in that naybe it really indicates -- strike
that.

It reports 751 |life-threatening

reactions, correct?

Page 398:

A Yes.

Q And that's only since January of 2016,
correct?

A Yes.

Q If that's only, if that's a full
1 percent, then that would be 75, 000
life-threateni ng reactions that woul d have been
reported, correct?

A That's the arithnetic, yes.
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Q That's the kind of event that woul d happen
pretty soon after vaccination, correct?
A Vell, events that happen after

vacci nation, yes --

Q Ckay.
A -- but not necessarily because of
vacci nati on.
Q But until a properly controlled saline
pl acebo study is actually done or -- strike that.
Until we conpare the total health
outcomes -- strike that.
Vbul d you support a study that
conpared total health outcones between vacci nated

and unvaccinated children, Dr. Plotkin?

A Wil | support such a study? Yes. |f the
Page 399:
protocol was scientifically valid, yes, | would
support such a study. | don't really put nuch faith

into the VAERS systemfor a nunber of reasons, sone

of which you've cited.

END
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