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             August 14, 2024        9:08 a.m.
               P R O C E E D I N G S
                 PHILIP KRAUSE, M.D.,
being first duly sworn or affirmed to testify to the
truth, the whole truth, and nothing but the truth, was
examined and testified as follows:
                     EXAMINATION
BY MR. FISHER:
    Q.   Good morning, Dr. Krause.
    A.   Good morning.
    Q.   I'm going to start by marking your
declaration in the IRP.  I see you have a copy in
front of you; is that right?
    A.   That is correct.
    Q.   Are there any notes in that copy, or is it a
clean copy?
    A.   To my knowledge there are no notes, but
you're welcome to check it if you'd like.
    Q.   I'll take your word for it.
            MR. FISHER:  Why don't we mark that as
Krause Exhibit 1, which is cross-referenced in the IRP
as Moderna 2200.
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            (Exhibit 1 marked for identification.)
    Q.   So you have in front of you the declaration
of Philip Krause, M.D.; is that right, Doctor?
    A.   That is correct.
    Q.   The declaration lists two proceedings on the
cover; right?
    A.   Yes, it does.
    Q.   The two proceedings are IPR2023-01358 and
IPR2023-01359?
    A.   That is correct.
    Q.   You understand that IPR2023-01358 involves
U.S. Patent No. 10,702,600?
    A.   That's correct.
    Q.   And IPR2023-01359 involves Patent No.
10,933,127?
    A.   Correct.
    Q.   I'll refer to the first patent, 10,702,600,
as the '600 patent throughout the day.  Is that all
right?
    A.   Yes, it is.
    Q.   And I'll refer to 10,933,127 as the '127
patent.  Okay?
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    A.   Sounds good.
    Q.   Now, your declaration is identical for both
proceedings.  Let me strike that and ask it a
different way.
            You have one declaration as it relates to
both proceedings; right?
    A.   That is correct.
    Q.   And you're here to testify today in both
those proceedings that are pending before the Patent
Office; right?
    A.   That's correct.
    Q.   And the testimony you're providing today will
apply to both proceedings unless we indicate
otherwise; right?
    A.   That's my understanding.
    Q.   Now, if you turn to Appendix B in your
declaration, there's a materials-considered list.
    A.   Yes, there is.
    Q.   How did you go about assembling this
materials-considered list?
    A.   Well, the materials-considered list obviously
represents all of the materials that went into the
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declaration.  Some of these materials considered
obviously came from the attorneys at WilmerHale.  Some
of them actually relate to the IRP itself.  Some of
these are references that I suggested as being
relevant to some of the issues at hand.  But of
course, as I understand is customary for these kinds
of declarations, it's the law firm that actually
assembles the full list and maintains the references
in proper order and makes sure indeed that the entire
declaration has the formatting that it needs to have
in order to meet the requirements.
    Q.   Do you remember, sitting here today, any
particular references in that materials-considered
list that you identified?
    A.   Sure.  Well, I think there are a number of
references, for instance, related to the FDA's
guidance for industry in June 2020 that I pointed them
to.  That actually is a difficult one to find, because
it has disappeared from the Internet except via the
Wayback Machine.  So that's an example.
            I also pointed them to obviously FDA
advisory committee meeting briefing documents.  I
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pointed them to the chapter in the Plotkin vaccines
textbook that talks about regulatory -- well,
Regulation of Vaccines by Marion Gruber and Valerie
Marshall.
            I pointed towards, well, the Summary Basis
for Regulatory Action is an FDA document, No. 2154.
            And a number of others of these I also
identified, including some from the literature,
although I can't right now tell you which ones I
identified and which ones that they did.
    Q.   Okay.  So you identified a number of FDA
documents -- for example, the ones that you've
identified.  Right?
    A.   Well, these are not all FDA documents.  But I
identified documents in my specific field of expertise
and based on my background that I thought were
relevant to the declaration and to specific points
that I wanted to make in the declaration.
    Q.   Did you do a literature search to find any of
the papers that you mentioned?
    A.   Yes, I did, in fact, for some of them, using
PubMed, and sometimes Google is easier to find these.
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But, of course -- and some of these papers I was aware
of beforehand as well.
    Q.   So I'm going to hand you three exhibits.
We'll mark them as Krause Exhibit 2, Exhibit 3, and
Exhibit 4.  Krause Exhibit 2 corresponds to Exhibit
1009 from the IRP.  Krause Exhibit 3 corresponds to
Exhibit 1010.  And Krause Exhibit 4 corresponds to
Exhibit 1012.
            (Exhibit 2 marked for identification.)
            (Exhibit 3 marked for identification.)
            (Exhibit 4 marked for identification.)
    Q.   Do you have those three exhibits in front of
you, Dr. Krause?
    A.   Yes, I do.
    Q.   I'm just going to take them one at a time.
In terms of Krause Exhibit 2, which is Exhibit 1009, I
don't see a reference to it anywhere in your materials
considered or in your report.  Do you happen to know
whether or not you cite Krause Exhibit 2 in your
declaration?
    A.   I can review the declaration and double-check
that.  I know that -- and this is the so-called Schrum
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patent -- that the materials in the Schrum patent
isn't directly germane to the major points that I make
in the declaration.  But I can't tell you one way or
the other right now whether or not that reference is
glancingly referred to in the declaration, without
going through line by line, which I'm happy to do now
if you'd like me to.
    Q.   I don't know that it's worth the time to do
that.  But I'll represent to you that we've checked
four or five different times.  We can't find it cited
in your declaration.  We don't see it in the
materials-considered list.
            Will you accept my representation that
it's not there?
    A.   I will accept your representation that it's
not there.
    Q.   You don't have any particular opinion in your
declaration that is based on Exhibit 1009, the Schrum
reference; right?
    A.   The major opinions in the declaration, that's
correct, are based on other references.
    Q.   Same set of questions for Exhibit 1010, which
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is Krause Exhibit 3.  Do you have that in front of
you?
    A.   Yeah, and this is a patent by Andrew Geall,
and it's the World Intellectual Property Organization.
And I think it's correct:  I'm not -- my declaration
doesn't directly address material in this patent.  But
I can't rule out the possibility that it glancingly
does.
    Q.   All right.  Again, I'll represent to you that
we checked a number of times.  We don't see it cited
anywhere.  Okay?
    A.   Okay.
    Q.   But sitting here today, you can't think of a
particular opinion that is based on Exhibit 1010?
    A.   That is in the declaration?
    Q.   That is in the declaration.
    A.   So I can't rule out the possibility that my
understanding of any of these patents informed some of
my opinions, because I certainly was aware of these
documents.  But I don't believe that any of the
opinions in the declaration are based on these
documents.
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    Q.   Let's just move to Exhibit 1012, for
completeness.  That is Krause Exhibit 4.  Do you have
that in front of you?
    A.   I do indeed.
    Q.   And again, I'll represent that we searched a
number of times.  We don't see it cited in your
declaration.  Will you take that representation?
    A.   I accept that representation.
    Q.   Sitting here today, you can't identify any
particular opinion in your declaration that is based
on Exhibit 1012; correct?
    A.   That's correct -- with the same provisos that
I made for the other references.
    Q.   You can put those aside.
            Your declaration, Krause 1, you say in
Paragraph 6 that "I was actively involved in leading
the regulatory evaluation of COVID-19 vaccines,
including Spikevax and Comirnaty."
    A.   That's correct.
    Q.   And then in Paragraph 10, you go on and
say -- and this is on Page 7 -- you're talking about
what you considered in preparing your declaration.
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And about halfway through the paragraph you say, "I've
also consulted my many years of experience, including
in FDA and vaccine matters generally and the review of
COVID-19 vaccines in particular."  Do you see that?
    A.   Yes, I do.
    Q.   What, if any, information from the review of
COVID-19 vaccines in particular did you use in forming
your opinion?
    A.   Well, I provide opinions in the declaration
on three main topics; right?  One of them has to do
with the significance and meaning of certain
statements that are present in documents that were
submitted to the FDA.  And so, of course, my
experience at FDA in reviewing these kinds of
documents plays a substantial role in my thinking
about how to interpret those statements.  And, of
course, I saw those statements in the context of
review of COVID-19 vaccines.
            I also opine on issues related to enhanced
disease, in the context of COVID-19 vaccines,
coronavirus vaccines in general.  And I was actively
involved in thinking about that as a major issue while
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I was at the FDA, as well as in the context of
consultations with other organizations, such as the
WHO.  And so I certainly bring that experience into my
opinions and thinking about this.
            And the fact is that in the context of
being at the FDA it's not just a question of reading
confidential regulatory documents, but it's -- what we
do at the FDA, or what we did at the FDA while I was
there, is you try to apply current cutting-edge
science to regulatory decisions.
            And so the specific scientific knowledge
which goes into making the kinds of decisions that the
FDA needed to make are informed by that scientific
information.  And the need to do these kinds of
reviews, then, also dictates that one needs to obtain
that scientific information.
            And so by being directly involved in this,
most people would say that I became an expert on
various aspects of COVID-19 vaccines.
            And so these are the kinds of things that
my experience at the FDA helps to inform.
    Q.   Okay.  So in terms of the COVID-19-related
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experience, this is from work that you did at FDA in
the post-January 2020 time frame and beyond; right?
    A.   So as far as COVID-19 vaccines specifically
are concerned, I would say I would include work done
in January of 2020.  But very few people knew anything
about COVID-19 specifically before that.
    Q.   Okay, so post-January 2020 work with respect
to COVID-19 vaccines.
    A.   Post January 1st, 2020.  I don't know if you
mean February.
    Q.   But post January 1st, 2020 and beyond and
afterward was the time frame in which you gained
experience with COVID-19 vaccines; right?
    A.   That is correct.
    Q.   You mentioned in your testimony, I think you
refer to confidential documents.  Is there any
confidential information that's not available to the
public that you're relying on to express the opinions
in your declaration?
    A.   No.
    Q.   Did you receive permission from FDA to
testify in this matter?
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    A.   No, I did not.
    Q.   Did you ask anyone for permission?
    A.   I did not request permission.
    Q.   Have you ever been an expert before in a
patent case?
    A.   No, I have not.
    Q.   Were you familiar with patents prior to this
case?
    A.   I have some experience with patents, but I'm
certainly no patent attorney.
    Q.   Just generally speaking, how do you have
experience with patents?
    A.   A number of years ago I prosecuted some
patents as a pro se inventor, and some of them were
awarded.
    Q.   Generally speaking, what scientific area was
that in?
    A.   It was in the field of text processing --
yeah, text processing I think is -- and -- well, and
presentation, I guess, also.
    Q.   Were any of those patents in relation to
vaccine work?
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    A.   No.
    Q.   Your brother is Thomas Krause?
    A.   Thomas Krause is my brother, yes.
    Q.   Mr. Krause is the Deputy General Counsel for
intellectual property and law and a solicitor at the
Patent Office; is that right?
    A.   I don't know of his current job title, but he
does work for the USPTO.
    Q.   Have you talked to Mr. Krause about your
testimony in this case?
    A.   No.
    Q.   Is he aware that you're appearing in this
case?
    A.   I don't think so, no.
    Q.   During the -- I want to talk a little bit
about the IND process at FDA.  Do you follow me?
    A.   Yeah.
    Q.   During the IND process the FDA has an
expectation of candor and truthfulness from the
sponsor; correct?
    A.   Yes, absolutely.
    Q.   And FDA relies on a sponsor's statements in
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the IND in making an assessment to allow a particular
product to be used in humans in clinical trials;
right?
    A.   Well, the FDA relies on candor, certainly, as
one of the many things it relies on.  The FDA isn't so
naive as to rely only on the statements that are made
by a regulated industry.
    Q.   The FDA expects a sponsor to be accurate and
truthful in its representations to FDA; right?
    A.   The FDA does expect sponsors to be accurate
and truthful.
    Q.   FDA relies on a sponsor's statements and
citations in documents in assessing whether a product
is likely to be safe and effective; right?
    A.   I guess I'm trying to understand what you
mean there, because the IND process, while the end of
the IND process is a biologics license application,
during which the safety and efficacy of a product is
assessed, the IND process represents a fairly lengthy
process that ultimately gets the FDA to that point.
            And so I don't think the statement as you
made it is completely accurate as regards the IND
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process, because that's not the goal of individual
steps in the IND process.
    Q.   Fair enough.  The FDA relies on a sponsor's
statements and citations in documents in assessing
whether to allow a product to move forward in clinical
trials as part of the IND process; right?
    A.   The FDA certainly relies on those statements
as well as other information in making those
determinations.
    Q.   And there are penalties for making
misstatements to FDA in submitting materials; is that
right?
    A.   Yeah, I'm not an FDA lawyer, so I can't speak
to what the penalties are for one or another thing.
But I can tell you that there is -- I agree that
there's an expectation that these statements are
correct.
    Q.   And in terms of materials like investigator
brochures that clinicians rely on to assess whether to
provide the product to a patient, there's a medical
ethics issue involved in including material in those
brochures; right?
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    A.   The -- I don't think of this as primarily a
medical ethics issue.  I just regard this as being
part of good clinical practice, which is a
requirement, to make sure that the investigators are
adequately informed to be able to conduct clinical
trials in a way that respects the rights of the
participants in the trial.
    Q.   Okay.  If at the time that a sponsor is
submitting an IND the sponsor is aware of a particular
risk associated with the product, the sponsor is
required to identify that risk to FDA; right?
    A.   If the sponsor's aware of a risk, then -- and
I think if the sponsor thinks that FDA doesn't know
about the risk already, then I think that that would
be a reasonable thing -- that's a reasonable
expectation.
    Q.   Particularly where you're dealing with newer
technology that the FDA doesn't have a lot of
experience with, it's important to identify any
particular risk that the sponsor's aware of associated
with that product; right?
    A.   Again, I suspect that you're leading towards
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this question of the degree to which a potential or
theoretical risk of enhanced disease might need to be
disclosed to the FDA specifically.  And if, for
example, the FDA has already requested that
information from the company, the company would know
that the FDA's already aware of that risk.
            And so expecting the company then to go
back and tell the FDA what it already knows may not
be -- may not be so essential.  I think you would
understand.
    Q.   Uh-huh, sure.  We'll talk a little bit more
about the vaccine-enhanced disease a little bit later
in the day.
            But, you know, absent the FDA asking for
information on a particular risk, it's important to
bring to the attention of the FDA risks associated
with the product; right?
    A.   You're saying that if the FDA doesn't ask for
information, if the FDA's not already aware of that
information, then yes, the company should let the FDA
know about those risks.
    Q.   And in terms of a clinical investigator
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that's receiving information on a product, the
investigator will not have asked the sponsor for
particular information; right?
    A.   The investigator might ask the sponsor for
this particular information.  But normally the
information that the investigator needs will be
present in documents that are provided to the
investigator by the sponsor.
    Q.   Got it.  In formulating your opinions in the
declaration, did you speak to anyone at Moderna who
was involved in preparing the materials for FDA?
    A.   I did not.
    Q.   And in formulating your opinions in your
declaration, you're not relying on how anyone at FDA
actually interpreted the materials back in 2020 or
2019 or 2018, are you?
            MR. PRUSSIA:  Object to the form of the
question.
    A.   So I was at FDA then; right?  And while I
can't speak to exactly my reaction to specific
language in some of these documents, I certainly am
looking at this through the eyes of somebody at FDA
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who would be reading this.  And I have no doubt that
my opinions would be similar to those of somebody at
FDA who was looking at that.
    Q.   Fair enough.  I guess let me be very
specific:  You don't have a recollection of reviewing
these particular documents when they were submitted on
whatever dates they were submitted -- 2020, 2018,
2019 -- and thinking to yourself, "Gosh, I remember
reviewing this.  I remember the meaning of this, and
that's what I'm including in my declaration as the
interpretation."
    A.   That's correct.  I don't have a recollection
of having looked at these specific documents at that
time and bringing into my evaluation now an opinion
that came from FDA back then.
    Q.   So in your declaration at Paragraph 22, you
say, "Furthermore, a POSA" -- let me stop there.  Do
you understand a POSA is a person of ordinary skill in
the art?
    A.   Yes, I do.
    Q.   "Furthermore, a POSA must have a reasonable
expectation of success in achieving the claimed
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