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PROCEEDI NGS
(10: 04 a.m)

CHI EF JUSTI CE ROBERTS: We'Il hear argunent
first this norning in Case 12-398, Association for
Mol ecul ar Pat hol ogy v. Myriad CGenetics, Inc.

M. Hansen?

ORAL ARGUMENT OF CHRI STOPHER A. HANSEN
ON BEHALF OF THE PETI TI ONERS

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

One way to address the question presented by
this case is what exactly did Myriad invent? And the
answer i s nothing.

Myri ad unl ocked t he secréts of two human
genes. These are genes that correlate with an increased
ri sk of breast or ovarian cancer. But the genes
t hemsel ves, their -- where they start and stop, what
t hey do, what they are made of, and what happens when
they go wong are all decisions that were nmade by
nature, not by Myri ad.

Now, Myriad deserves credit for having
unl ocked these secrets. Mriad does not deserve a
patent for it.

JUSTI CE G NSBURG: M. Hansen, Respondents

say that isolating or extracting natural products, that
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has | ong been consi dered patentable, and give --
exanpl es were aspirin and whoopi ng cough vacci ne. How
is this different from-- those start with natural --
nat ural products.

MR. HANSEN. Well, in -- in essence, Your
Honor, everything starts with a natural product. And
this Court has said repeatedly that just extracting a
natural product is insufficient. For exanple, this
Court has used the exanple of gold. You can't patent
gol d because it's a natural product.

The exanples that you cite all involve
further mani pul ation of a product of nature, so that the
product of nature is no |longer what it was in nature;
It's beconme sonething different. And i n many i nstances
has taken on a new function.

But --

CHI EF JUSTI CE ROBERTS: Do you dispute that
you can patent, however, a process for extracting
natural |l y-occurring things?

MR. HANSEN. O course. | think that is
totally acceptable. And what's interesting in this case
I's, the process that Myriad uses to extract the genes is
not at issue in this case. |It's a process that's used
by geneticists every day all over this country. It is

routi ne, conventional science.
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CHI EF JUSTI CE ROBERTS: So isn't that -- why
isn't that a way to, in effect, have patent protection
for the product? Does sonebody who wants to use the
product, the DNA -- extracted DNA in this case, have to
find a new process from-- to extract it if they want to
have it avail abl e?

MR. HANSEN. Well, the -- the process by
which it's extracted is now very routine.

CHI EF JUSTI CE ROBERTS: Oh, no -- yes, |
know. ['massumng it isn't, that they discover this
process and it leads to a -- a particular product. Does
anybody who wants to use the product either have to get
a license for the process or find a different way of
extracting it?

MR. HANSEN: | think they have to find a
different way of extracting it, in the sane way that
finding a nmethod of extracting gold does entitle you to
a patent on the nethod of extracting gold, it may al so
entitle you to a patent on the use of gold. For
exanple, if you find a new way of using gold to make
earrings, or if you find a new way of using DNA to do
sonet hing, you may be entitled to a patent on that
because --

JUSTI CE SOTOMAYOR: Can you tell ne why

their test wasn't given a patent? | know the nethod of

5
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extraction wasn't, and why. Why would the tests --
woul d the tests be subject to a patent?

MR. HANSEN: The tests are also routine and
conventional science, but in this particular case, there
were sonme nethod clainms that we chall enged. The nethod
claims in this case involved taking the genes that you
extracted fromthe woman and the gene that you -- the
way you think it should be, and sinply |ooking back and
forth to see if they're the sane or different. And the
Federal Circuit that -- found that that was an abstract
i dea and not patentable.

And, in fact, that's --

JUSTI CE SCALIA: Well, I'"mcurious as to why
t he nmet hodol ogy of extracting the geﬁe has not been
patented. You say everybody -- everybody uses it. Wy
wasn't that patented?

MR. HANSEN: The original -- the origina
met hodol ogy was patented, and is -- is patentable. In
fact, if they cane up with a new process, it would be
patentable. But it has -- but that -- it has been very
freely licensed. 1In fact, the patent may now have
expired. And so it's used all over the country every
day.

JUSTICE ALITO Can | take you back to -- to

Justice G nshurg' s question because I'm-- | don't --
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" mnot sure you got at what troubles ne about that.
Suppose there is a substance, a -- a
chem cal, a nolecule in the -- the leaf -- the | eaves of
a plant that grows in the Amazon, and it's discovered
that this has trenmendous nedicinal purposes. Let's say
it -- it treats breast cancer
A new di scovery, a new way -- a way is

found, previously unknown, to extract that. You mke a

drug out of that. Your answer is that cannot be
patent -- patented, it's not eligible for patenting
because the chem cal conposition of the -- of the drug

is the same as the chem cal that exists in the | eaves of
t he plant.

MR. HANSEN: If there is\no alteration, if
we sinply pick the leaf off of the tree and swallow it
and it has sone additional value, then I think it is not
patentable. You m ght be able to get a nethod patent on
it, you mght be able to get a use patent on it, but you
can't get a conposition patent.

But as --

JUSTICE ALITO. But you're making -- you

keep maki ng the hypotheticals easier than they're

i ntended to be. It's not just the case of taking the

| eaf off the tree and chewing it. Let's say if you do

that, you'd have to eat a whole forest to get the -- the
7
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val ue of this. But it's extracted and -- and reduced to
a concentrated form That's not patent -- that's not
eligible?

MR. HANSEN: No, that may well be eligible
because you have now taken what was in nature and you've
transformed it in two ways. First of all, you' ve made
It substantially nore concentrated than it was in
nature; and second, you' ve given it a function. If it
doesn't work in the diluted form but does work in a
concentrated form you've given it a new function. And
the -- by both changing its nature and by giving it a
new function, you my well have patent --

JUSTI CE ALITO. Well, when you concede that,
then I'"m not sure how you distinguisﬁ the isol ated DNA
here because it has a different function. WII you
di spute that? |Isolated DNA has a very different
function fromthe DNA as it exists in nature. And
al t hough the chem cal conposition may not be different,
it -- 1t certainly is in a different form So what is

the distinction?

MR. HANSEN. Well, | don't think it has a
new function, Your Honor, with respect. | believe that
what -- Myriad has proffered essentially three functions

for the DNA outside the body as opposed to inside the

body. The first is we can look at it. And that's true,
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but that's not really a new function. That's sinply the
nature of when you extract sonething you can | ook at it
better.

The second two rationales that Myriad has
proffered are that it can be used as probes and priners.
Three of the -- three of |ower court judges found that
full-1ength DNA, which all of these patent clains
i ncl ude, cannot be used as probes and prinmers. But nore
I nportant, finding a new use for a product of nature, if
you don't change the product of nature, is not
patentable. If I find a new way of taking gold and
maki ng earrings out of it, that doesn't entitle me to a
patent on gold. If I find a new way of using lead, it
doesn't entitle nme to a new -- to a ﬁatent on | ead.

JUSTI CE KENNEDY: From what you know and
fromwhat the record shows, would the process of tagging
the isol ated DNA be patentable? The process of tagging,
we just don't know about that or is there a patent on
t hat ?

MR. HANSEN: The very patents in this case
i nclude clainms on -- on DNA that is tagged so that it
can be used as a probe. W have not chall enged that.

We are not asking the Court to strike down that.
JUSTI CE KENNEDY: Under our -- our law, is a

patent ever divisible so that if it's valid in part but

9
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invalid in another part, it can still stand as to the
part?

MR. HANSEN:. No, it is not perm ssible under
patent law to do essentially a narrowing -- narrow ng
construction of the -- of the claim

JUSTI CE KENNEDY: But if you haven't
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chal l enged this, then -- then where are we with respect
to the tagging? | don't quite understand. Because

the -- the entire patent, which includes tagging, would
fail under your argunent.

m sunder st ood.

not

use as probes.

chal l enging that are limted to probes.

MR. HANSEN: Oh, |'"'mso

are not |limted to tagging,

rry, no.

are not

The clainms that we are chall engi ng do

limted to

There are other clains that we are not

Those woul d

remain, but the -- but the clains that we're chall enging

woul d in fact

limted. In fact --

when you said you can't narrow. You said earlier

can't

sonet hi ng t hat

It

JUSTI CE SOTOVAYOR: The

narr ow.

MR. HANSEN: Yes. If a claimreaches

the claimis invalid, period.

JUSTI CE SOTOVAYOR: Al |

10
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i ndi vidual claimis invalid.

MR. HANSEN: That i ndividual claim

JUSTI CE SOTOVAYOR: But the patent with
respect to clainms that are not invalid would still
st and.

MR. HANSEN: That is correct, Your Honor.

JUSTI CE SOTOMAYOR: The prinmers and probes
st and.

MR. HANSEN: Wbuld -- would still remain.
Even if you were to rule for Petitioners, you would not
have to rule concerning the use of DNA as a probe or a
primer.

JUSTI CE KAGAN: M. Hansen, could you tell
me what you think the incentives are\for a conpany to do
what Myriad did? |f you assune that it takes a | ot of
work and takes a lot of investnment to identify this
gene, but the gene is not changed in conposition, and
what you just said is that discovering uses for that
gene woul d not be patentable, even if those new -- even
i f those uses are new, what does Myriad get out of this
deal ? Why shouldn't we worry that Myriad or conpanies
like it will just say, well, you know, we're not going
to do this work anynore?

MR. HANSEN: Well, we know that would not

have happened in this particular case, Your Honor. W

11
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know t hat there were other |abs |ooking for the BRCA
genes and they had announced that they would not patent
themif they were the first to find it. W also know
that prior to the patent actually being issued, there
wer e ot her |abs doing BRCA testing and Myriad shut al
that testing down. So we know in this particular case
t hat probl em woul d not have arisen.

But the point of the whole -- the whole
poi nt of the product of nature doctrine is that when you
| ock up a product of nature, it prevents industry from
i nnovating and -- and nmaki ng new di scoveries. It --
that's the reason we have the product of nature
doctrine, is because there may be a mllion things you
can do with the BRCA gene, but nobody but Myriad is
allowed to ook at it and that is inpeding science
rat her than advanci ng science.

JUSTI CE SCALI A: But you still haven't
answered her question. Why? Wiy would a conpany i ncur
massi ve investnment if it -- if it cannot patent?

MR. HANSEN:. Well, taxpayers paid for nuch
of the investnent in Myriad' s work, but --

JUSTI CE SCALI A:  You're still not answering
t he questi on.

MR. HANSEN: But -- yeah. But | think

scientists ook for things for a whole variety of

12
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reasons, sonetimes because they're curious about the
worl d as a whol e, sonetines because --

JUSTI CE SCALIA: Curiosity is your answer.

JUSTI CE KAGAN: | thought you were going
to --

MR. HANSEN: Sonetinmes because they want a
Nobel Prize. Sonetines --

JUSTI CE KAGAN: | thought you were going to
say sonething else, M. Hansen, and | guess | -- | hoped
you were going to say sonmething else, which is that,
notw t hstandi ng that you can't get a patent on this
gene, that -- that there are still, you know, various
things that you could get a patent on that would make
this kind of investnment worthwhile, {n t he usual case.
But if that's the case, | want to know what those things
are rather than you're just saying, you know, we're
supposed to leave it to scientists who want Nobel
Prizes.

And | agree that there are those scientists,
but there are al so, you know, conpanies that do
i nvestnents in these kinds of things that you hope won't
just shut them down.

MR. HANSEN:. Let ne give a specific exanple
that may be hel pful in doing a better job of answering

the question. One of the -- one of the am ci has

13
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worried a | ot about whether a decision for the
Petitioners in this case would invalidate reconbi nant
DNA. Reconbinant DNA is in fact what all the mjor

I nnovations in the industry are doing these days. |It's
DNA where the scientist decides the sequence rather than
nat ure deci di ng the sequence.

There is nothing in our position that would
prevent reconbi nant DNA from bei ng patented, but there
Is -- It is the cases that if the patents are upheld,
reconmbi nant DNA is frustrated.

Peopl e can't use pieces of the BRCA gene to
reconbi ne them and find new treatnents and find new
di agnoses and find new things that will advance nedici ne
and science as a result of these paténts. It's a
perfect exanple of what the point of the product of
nature doctrine is.

JUSTI CE SCALI A: Yes. But, of course, to
profit from-- fromthat reconbi nant DNA, you have to
not just isolate the gene, but then you have to do
something with it afterwards. So you really haven't
given us a reason why sonebody would try to isolate the
gene.

MR. HANSEN:. Well --

JUSTI CE SCALIA: | nmean, sure, yes, | can do

stuff with it afterwards, but so can everybody el se.

14
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What advantage do | get from being the person that or
the conpany that isolated that -- that gene. You say
none at all.

MR. HANSEN: No, | think you get enornous
recognition, but I don't think --

JUSTI CE SCALI A: Well, that's |ovely.

MR. HANSEN: But | think that we know that
that's sufficient. We know it's sufficient with respect
to these two genes. W also knowit's sufficient with
respect to the human genone project.

JUSTI CE KENNEDY: Well, |I'm not sure the
Court can decide the case on -- on that basis. [|'msure

that there are substantial argunents in the am cus bri ef

that this investnent is necessary and that -- and that
makes sense. To say, oh, well, the taxpayers will do
it, don't worry, is, | think, an insufficient answer.

As Justice Kagan's follow up questions
i ndi cated, | thought you m ght say, well, there are
process patents that they can have, that this is
sufficient.

MR. HANSEN: And that's certainly true.

JUSTI CE KENNEDY: But I -- | just don't
think we can decide the case on the ground, oh, don't
worry about investnent, it'll come. | -- | just don't

think we can do that. It may be that the |law all ows you

15
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to prevail on the fact that this is -- occurs in nature
and there's nothing new here, but that's quite
di fferent.

MR. HANSEN. And it is certainly true, as
Your Honor suggests, that one of the incentives here is
a process patent or a devel opnent patent. |If you -- if
you' ve isol ated the gene and you find a new use for it,
you could get a patent on the new use for the patent.

JUSTI CE SOTOVMAYOR: That's the whol e point,
isn't it? The isolation itself is not valuable, it's
t he use you put the isolation to. That's the answer,
isn't it?

MR. HANSEN: That's exactly correct. Thank
you. Yes, that is the answer. \

JUSTI CE SOTOVAYOR: And so that is the
answer, which is in isolation it has no value. [It's
just nature sitting there.

MR. HANSEN:. Interestingly, it has one
value. And that is you can look at it to see if there's
a nutation in it. And when you find a nutation in the
i sol ated gene, you wite back to the woman who provi ded
t he sanple and you say to her because the isolated gene
is the same as the gene in your body, | can tell you
that there's a nutation in your body.

JUSTI CE SOTOVAYOR: That's a failure of the

16
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patent law. |t doesn't patent ideas.

MR. HANSEN: And it shouldn't patent ideas,
and -- but it also nakes the point that isolated gene
and the gene in the body are the sane.

JUSTI CE SOTOVAYOR: Can we go to -- can we
go to cDNA a nonment ?

MR. HANSEN: Sure.

JUSTI CE SOTOVAYOR: That is artificially
created in the |l aboratory, so it's not bound in nature.
It's not taking a gene and snipping something that's in
nature. And yet you claimthat can't be patented. The
introns are taken out, the exons are left in, and
they're sequenced together. G ve nme your brief argunent
on that. | read your brief, but it {s not a product of
nature, it's a product of human invention.

MR. HANSEN: There are two big differences
bet ween cDNA and DNA. The first is exactly the one Your
Honor just discussed, which is that the introns, the
noncodi ng regi ons, have been rempoved. That is done in
t he body, by the body. That's done in the process of
DNA goi ng to mRNA.

What the scientist does who's creating the
cDNA is they take the mRNA out of the body and then they
sinply have the natural nature-driven nucl eotide binding

processes conplenment the mRNA. So that if the mRNA has

17
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a C, the scientist just puts a -- the correspondi ng
nucl eotide in there and nature causes themto bind up.

The scientist does not decide --

JUSTI CE BREYER: | know, but | don't see the
answer because | gather, if I -- if I've read it
correctly, that when you have an R -- the nessenger RNA

does not have the sanme base pairs. There's a U or
sonet hing instead of an A or whatever it is.

MR. HANSEN: Yes.

JUSTI CE BREYER: So when you actually | ook,
if you could get a super-m croscope and | ook at what
they have with the cDNA, with their cDNA, you would
di scover sonmething with an A, not a U. Is it AU? |Is
that the one?

MR. HANSEN: Yes.

JUSTI CE BREYER: Ckay. Okay. So -- so you
woul d di scover sonething with an A there, you see, and
you woul dn't discover sonmething with a U there. And
there is no such thing in nature as the no-introns AGG,
what ever, okay? |It's not there. That's not truly
i sol ated DNA. But you can go | ook up the Amazon,
wherever you want. Hence the question. Now, on that
one, how? How is that found in nature? The answer is
It isn't.

MR. HANSEN:. Well, but | woul d suggest, Your

18
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Honor, that the question is not whether it is identical
to sonmething in nature. The question is whether there
was a human invention involved, whether it is markedly
different fromwhat is found in nature.

JUSTI CE SOTOVAYOR: But that goes to
obvi ousness. That does not in ny mnd go to the issue
of whether it's patent eligible. You may have a very
strong argunent on obvi ousness, but why does it not --
It's creating sonething that's not found in nature at
all.

MR. HANSEN:. The sequence of the nucl eotides
Is dictated by nature. The order that they go in is
di ctated by nature.

JUSTI CE SOTOVAYOR: MEII; that's a separate
gquestion --

MR. HANSEN: It is true --

JUSTI CE SOTOVAYOR: -- about whether this
claimis too expansive because it's claimng every 15
nucl eoti des and nature produces 15 randomy. But
assum ng the claimwas for the entire nutated gene and
not the small snippet that they want to capture the
whol e gene with, that's -- that whole gene w thout the
introns is just not found in nature.

MR. HANSEN: It is not -- the -- the exons

with the exact same conposition and in the exact sane

19
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order are found in nature, and the question is whether
when the body renoves the introns, has the body made
sonet hing markedly different than what is in nature, and
it is our view --

JUSTI CE KENNEDY: When | first | ooked at
this case, | -- | thought that naybe the cDNA was ki nd
of an econony class gene, was -- it wasn't. But ny
understanding is that it may have a functionality that
the -- the DNA isolate does not, easier to tag, et
cetera. That may be incorrect for the record, but that
was ny present understanding.

MR. HANSEN: It is sonewhat easier to work
with cDNA to make reconbi nant DNA, and it's reconbi nant
DNA that is the place where all of tﬁe i nnovati on and
all the efforts are taking place. And if we |ock --

JUSTI CE KENNEDY: |Is all the tagging done on
recombi nant DNA?

MR. HANSEN:. All of the change -- all of the
useful things that we are inventing is done -- is done
t hrough the process of recombinant DNA. And if we |ock
up the cDNA, it makes it harder to do the reconbi nant
DNA. So that if someone owns all the cDNA, | can't do
recombi nant DNA usi ng what the conpany owns.

JUSTI CE G NSBURG:. M. Hansen, you answered
my initial question by saying they start -- everything

20
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starts with a national -- natural product, but these
others, the exanples that | gave, you said they involve
mani pul ation. The -- the cDNA can't be characterized as
I nvol vi ng mani pul ati on?

MR. HANSEN:. It certainly -- there's --

there is some manipul ation, although it's -- it's
| etti ng nature mani pul ate, not doing -- not the
scientist manipulating. But it -- what the other factor

t hat distinguishes aspirin and the other exanples you
use fromcDNA is that they have -- the alteration of the
substance has also altered the function, and cDNA has
exactly the same function as DNA with the exception of
Justice Kennedy's, that it's easier to use wth.

JUSTI CE SCALIA: Do you . you' ve really
| ost me when you say that it's nature that does the
alteration rather than the scientist. | nean, whenever
a scientist does an alteration, he does it, you know, by
some force of nature.

MR. HANSEN: No --

JUSTI CE SCALIA: | nean, he doesn't do it
unnaturally, does he? | nmean, there's sonme --

MR. HANSEN: Well, let nme try an anal ogy,
Your Honor, that m ght be helpful. In our view, it's

| i ke Funk Brothers in the sense that the five bacteria

in Funk Brothers didn't sit together in nature.
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The scientists took them and put them
together in nature. Here the scientist takes the exons
and lets the natural processes of the body put them
together in -- in the laboratory. |It's exactly the sane
as Funk Brothers.

If I could reserve the remai nder of my tinme,
Your Honor.

JUSTI CE BREYER: Can | ask a question, which
| don't think will be taken from your tine.

MR. HANSEN: Sure, of course.

JUSTI CE BREYER: But | have to ask you this.
Look, you say don't reach the cDNA issue and the reason
i s because of the nature of the claim Ckay, | |ook at
their claim Their claimsays they ﬁant, “"the isol ated
DNA of claim 1l wherein said DNA has the nucl eoti de
sequence set forth in SEQID No. 1."

Then we turn to that and the first thing it
says right there is it says, "The nol ecule invol ved
I s" "Mol ecule type: <cDNA." And then it has a | ong
list and that long list is a list of the basis, okay.

So nmol ecul e type, cDNA. So they say what do
you nean they aren't claimng cDNA? That's what they
say they're claimng.

MR. HANSEN: No --

JUSTI CE BREYER: Because of the word
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"wherein.” So | go back to the "wherein" in Pronmetheus
and the "wherein" -- you read "wherein" as in context,
and in this context you nean to say that a person who
makes isolated DNA that has lots of introns in it as
well as the sequence is going to be an infringer under
claim2?

MR. HANSEN: Yes, Your Honor.

JUSTI CE BREYER: |s there any support for
that other than the treatise that you cited?

MR. HANSEN: There --

JUSTI CE BREYER: | nean, | |ooked at that
and it said read the "wherein" depending on context.

MR. HANSEN:. Well, that certainly --

JUSTI CE BREYER: And theﬁ dependi ng on --
okay. Then you got -- you heard what | said, so | want
to know is there anything else | should read?

MR. HANSEN: Yes. The other support for it
is the definition of the DNA in the patent itself, which
we cite, which says that whenever we use the term " DNA"
we mean bot h.

JUSTI CE BREYER: Yes, | saw that. | saw
t hat .

CHI EF JUSTI CE ROBERTS: Thank you, counsel.

MR. HANSEN: Thank you, Your Honor.

CHI EF JUSTI CE ROBERTS: General Verrilli?
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ORAL ARGUMENT OF DONALD B. VERRI LLI, JR.
FOR THE UNI TED STATES, AS AM CUS CURI AE,
SUPPORTI NG NEI THER PARTY

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

Enforcing the distinction between human
I nvention and a product of nature preserves a necessary
bal ance in the patent system between encouragi ng
I ndi vi dual inventors and keeping the basic building
bl ocks of innovation free for all to use. |Isolated DNA
falls on the ineligible side of that divide because it
Is sinply native DNA extracted fromthe body. The claim
that it is a --

JUSTI CE SOTOVAYOR: Are ﬁe fighting over
not hi ng? Are you fighting over nothing? If -- if they
can patent this cDNA in the way they have, what does it
matter, since it appears as if research has to rely on
the cDNA to be effective?

GENERAL VERRI LLI: | actually think that --
| think we're -- we're fighting about sonething of
i mportance. That question gets right toit. | want to
answer the question directly, Your Honor. 1'd like to
make a prefatory point before doing so.

The claimthat isolated DNA is a human

i nvention rests entirely on the fact that it is no

24
Alderson Reporting Company



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Official - Subject to Final Review

| onger connected at the nolecular |evel to what
surrounded it in the body. But allow ng a patent on
that basis would effectively preenpt anyone el se from
using the gene itself for any nmedical or scientific
purpose. That is not true about a patent on cDNA. A
patent on cDNA | eaves the isolated DNA avail abl e for

ot her scientists and other -- and others in the nedical
profession to try to generate new uses.

JUSTI CE KAGAN: M. Hansen -- M. Hansen
just said that to do reconbi nant technol ogy, you have to
use the cDNA rather than the native D -- the isolated
DNA. Do you disagree with that?

GENERAL VERRI LLI: That's not ny
under st andi ng, Justice Kagan. My understanding I's that
you -- that the native DNA can be used for reconbi nant
DNA wi t hout the step of cDNA. We do think cDNA is
I mportant and the position of the United States is that
cDNA is patent eligible. W disagree --

JUSTI CE KENNEDY: Well, suppose his
understanding is correct. Suppose your
m sunder st andi ng -- suppose your understanding is not
correct.

GENERAL VERRI LLI: Qur position, though, is
that cDNA is patent eligible because we think, unlike

the isolated DNA which is just taken from your body,
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cDNA is an artificial creation in the |aboratory that
doesn't correspond to anything in your body.

JUSTI CE GI NSBURG. But M ster -- Ceneral
Verrilli, | got the distinct inpression fromyour brief
that your view was that, although the cDNA may be
patentable, it mght very well be rejected as obvious.

GENERAL VERRI LLI: That's true now, Justice
G nsburg, but obviousness is determ ned at the tinme that
the patent is issued, so what may be true now m ght not
have been true at the tinme the patents were initially
i ssued. And --

JUSTI CE SOTOVAYOR: | understand --

CHI EF JUSTI CE ROBERTS: But I -- 1 thought
t he basic general approach here was ﬁe have a very
expansi ve view of what is patent eligible and then we
narrow t hings through things -- issues |ike obviousness
and so on. Wy -- wouldn't it make nore sense to
address the questions at issue here in the obviousness
real nf?

GENERAL VERRI LLI: That's a little --

CHI EF JUSTI CE ROBERTS: If you got something
that's big, it seens to ne pretty obvious that you could
take a smaller part of it. That the idea -- a smaller
part of sonmething that's bigger is obvious. Now, yes,

you can have a patent on the process of extracting that
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smal | part, but | don't understand how a small part of
sonmet hing bigger isn't obvious. And if it is, | don't
understand why this -- these issues aren't addressed at
t hat stage.

GENERAL VERRILLI: Well, | think my answer
to that, | guess, Your Honor, would -- would point first
to Mayo, in which the Court recognized that the
threshol d test under Section 101 for patent eligibility
does do work that the obviousness test and a novelty
test and a specification test do not do, and the work
that it does here, | would respectfully submt, is to
ensure that the natural substance, the product of nature
itself, is not subjected effectively to a nonopoly
because if it can be deenmed to be a Hunan i nvention
solely as a result of the change that occurs when you
extract it fromthe body, then that neans, as a -- as a
practical matter that you have granted a patent on the
gene itself because no one el se can extract it because
extracting it is isolating it, isolating it violates the
pat ent .

And so as a result of that, no one else can
try to develop conpeting tests for breast cancer, no one
el se can try to use this gene for recombi nant DNA.

CH EF JUSTICE ROBERTS: |'m-- |'mnot sure

that's responsive to ny concern. Your answer said well,
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here are a | ot of reasons why this shouldn't have patent
protection. M question goes to whether we ought to
focus on those reasons at the eligibility stage or at

t he obvi ousness st age.

GENERAL VERRI LLI: Well, the Court
identified in Chakrabarty and then reiterated in Mayo
that -- that it is -- that the right answer to that
gquestion, Your Honor, is to focus on them at the
eligibility stage because the -- because getting the
bal ance right is of critical inportance.

JUSTICE ALITG Well, the issue here is a
very difficult one. [It's one on which the governnment
has changed its position, isn't that correct?

GENERAL VERRI LLI: Yes, Your Honor .

JUSTICE ALITO It seens that there is
di sagreenent within the Executive Branch about it. This
case has been structured in an effort to get us to
decide this on the broadest possible ground, that
there's no argunent, that it's just about 101, it's not
about any other provision of the Patent Act.

Wy -- why should we -- why should we do
that? We have clainms that if patent eligibility is
denied here it will prevent investnents that are
necessary for the devel opnment of new drugs or it wll

| ead those who devel op the new drugs to -- new
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di agnostic techni ques, to keep those secret, not
di sclose themto the public. Wy -- why should we junp
in and -- and deci de the broadest possible question?

GENERAL VERRI LLI: Well, | would -- again, |
woul d point the Court to what the Court said |last term
in Mayo, which is that the determ nation of patent
eligibility really is a doubl e-edged sword.

And it may be that in a -- in a particular
case, maybe this case, although we are not expressing a
view on it, you could sort the issue out on sone of the
other criteria, but that won't generally be true, and
t he proposition of whether you can patent the gene
itself is a question we think of fundamental inportance,
and it raises exactly the two-edged émnrd concern that
| ed the Court to conclude what it did in Mayo. And Mayo
was a situation very nmuch -- |'msorry.

JUSTI CE Gl NSBURG: General Verrilli, there's
an assertion nade in Respondents' brief that the United
States would be in a singular position. That is, they
suggest that in every other industrialized nation this
coul d be subject -- could be patentable.

GENERAL VERRI LLI: Yes, and that --

JUSTICE GINSBURG. |s that so?

GENERAL VERRI LLI: No. | think the picture
I's much nore conplicated than that. In many ot her
29
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nations it wouldn't be patentable and the patent law is
different fromnation to nation.

"Il give one exanple | think helps
illustrate the point. |In Germany and France, for
exanpl e, you can get a patent on isolated genom c DNA,
but only for a particular use. So you would get what is
t he equi val ent of a use patent, which is a patent that
we woul d think under our patent |aws is acceptable, too.

If you -- just as with the question that
Justice Alito asked earlier about identifying a -- a
useful substance in a plant in the Amazon, if you
I solate that and it proves to have therapeutic effects,
you can get a patent on that use of it, but what you
can't do is get a patent on the subsfance itself so that
no one else can explore it for different uses and for --

and for different therapeutic purposes or to try to

reconmbine it and turn it into a -- an even nore
t herapeutic -- therapeutically valuabl e substance. And
that's --

JUSTI CE SOTOVAYOR: | understand why you are
saying cDNA is patentable as a subject matter. | am

| ooking at the way the claimis phrased, however, and it
says that it's patenting a DNA segnent 15 nucl eoti des
|l ong or longer. The reality is that 15 nucleotides

doesn't necessarily bridge a sequence that goes between
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exons. It -- it can -- one exon can be 15 or nore
sequences long. So are you arguing that this claimas
written i s sustainable?

GENERAL VERRI LLI: Your Honor, as a -- | am
going to invoke ny privilege as an amcus in this
situation. | think that's a fight between the parties.
The point that we wanted to make is that as a conceptual
matter cDNA is patent eligible.

JUSTI CE SOTOMAYOR: So you are not taking
the position that this claimas witten is patentable?

GENERAL VERRI LLI: That's right, Your Honor.
We're just saying as a conceptual matter that we think
CDNA is a creation of the lab, it's an artificial
creation, it's as a general matter pétent eligible.

JUSTI CE SOTOVAYOR: Because as | understand
it, 15 nucleotides long exists naturally in nature.

They get reproduced in that sequence of 15.

GENERAL VERRI LLI: That -- that may well be
right, Your Honor. As | said, we're not taking a
position on the particul ars.

But if |I -- just to return to the point that
Justice Alito nade, the Court really was faced with a
simlar situation in Mayo. On the one side you had
the -- the industry comng in and sayi ng, | ook, we have

got a lot of reliance issue, PTO has issued nore than
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150, 000 patents here. You are going to really disrupt
those reliance issues. On the other side you had the
Ameri can Medi cal Association, as you have here, com ng
I n and saying, actually, these patents inhibit nuch nore
i nnovation than they incent.

And what the Court said is that -- as
Justice Kennedy alluded to earlier, that the Court's not
in a position to resolve that dispute conclusively. It
doesn't have the institutional wherewithal to do it.
But what the Court is in a position to do is to apply
t he general principles of |law as they were articul ated
in Mayo, and then if there needs to be a particular
different set of rules for the biotech industry,
Congress can provide that different éet of rules.

JUSTI CE KAGAN: General Verrilli, could
| understand what you said because | think it m ght be a
little bit different from M. Hansen and | just want to
under stand your position. You said that a conpany can't
get a -- a patent on the thing, but can get it on the
uses. So if | find this plant, let's say, in the Amazon
and | can't get a patent on the thing itself, but can I
get a patent when | discover that if you eat this plant
It has therapeutic effects?

GENERAL VERRILLI: My | answer briefly,

M. Chief Justice?

32
Alderson Reporting Company



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Official - Subject to Final Review

CHI EF JUSTI CE ROBERTS: Briefly, please.

GENERAL VERRILLI: Yes, you certainly can,
and that illustrates the difference. That patent is
just for the use, it doesn't tie up all other potenti al
uses of the substance and that's the key.

Thank you.

CHI EF JUSTI CE ROBERTS: Thank you, General.

M . Castanias?

ORAL ARGUMENT OF GREGORY A. CASTAN AS
ON BEHALF OF THE RESPONDENTS

MR. CASTANIAS: M. Chief Justice, and may
It please the Court:

It is now 33 years after Chakrabarty,
31 years after the first isol ated geﬁe mol ecul e patents
I ssued, and 12 years after the Patent and Trademark
Office issued its carefully reasoned Utility Guidelines
confirmng that new i sol ated gene nol ecules are eligible
for patents. And it's alnost 16 years after Myriad's
patents began to issue, Patents which -- yes?

JUSTI CE SOTOVAYOR: Is that on the basis of
a new extraction process?

MR. CASTANIAS: On a -- a new extraction
process, no. Mst of the processes are known. But
that's not relevant to patent eligibility or, for that

matter, patentability. As the |last sentence, Justice
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Sot omayor, of Section 103A says, "Patentability shal
not be negated by the manner in which the invention was
created.”

JUSTI CE SOTOVAYOR: | -- | have a sort of
anal ytical problem I find it very, very difficult to
concei ve how you can patent a sequential nunbering
system by nature, in the same way that | have a problem
in thinking that sonmeone could get a patent on the
conputer binary code nerely because they throw a certain
nunmber of things on a piece of paper in a certain order.

| always thought that to have a patent you
had to take sonet hing and add to what nature does. So
how do you add to nature when all you are doing is
copying its sequence? \

MR. CASTANIAS: Well, | guess I'IIl --

JUSTI CE SOTOVAYOR: How do you add to it
besi des process or use?

MR. CASTANIAS: Sure. Well, Justice
Sot omayor, | guess I'l|l take issue with the notion that
there is nothing additive here. VWhat Myriad inventors
created in this circunstance was a new nol ecul e that had
never before been known to the world. Now remenber,
genes are thenselves human constructs. And this points
up sone of the serious analytical problenms with the

Product of Nature Doctrine as the |ine-drawi ng exercise
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t hat you've asked General Verrilli and M. Hansen to
engage in has illustrated.

Now, the line-drawing is what is the product
of nature to start with? Is it me? 1Is it the genonme?
Is it the chrombsonme? 1Is it the -- and the gene
ultimately --

JUSTI CE SOTOVAYOR: Look, | can bake --

MR. CASTANI AS: -- is what was defined.

JUSTI CE SOTOVAYOR: | can bake a chocol ate
chip cookie using natural ingredients -- salt, flour,
eggs, butter -- and | create ny chocol ate chip cookie.
And if | conbust those in sone new way, | can get a
patent on that. But | can't inmagine getting a patent
sinply on the basic itens of salt, ffour and eggs,
sinmply because |'ve created a new use or a new product
fromthose ingredients.

MR. CASTANIAS: And that's --

JUSTI CE SOTOVAYOR: Explain to ne --

MR. CASTANI AS: Sure.

JUSTI CE SOTOVAYOR: -- why gene sequences,
whet her in the actual nunbers, why gene sequences are
not those basic products that you can't patent.

MR. CASTANIAS: Okay. |I'Il start by -- by
showi ng you how this is actually a different structure.

It actually has an entirely different chem cal name when
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you give it the C --

JUSTI CE SOTOVAYOR: That's the cDNA.

MR. CASTANIAS: No, no, no. That's
absolutely true with regard to the isol ated nol ecul e as
well. Because if you were to wite it out in those --

t hose interm nable chem cal equations that we had to do
i n high school, it's a "C' very different, "H' very
di fferent.

JUSTI CE SOTOMAYOR: So | put salt and flour,
and that's different?

MR. CASTANIAS: Well, that is -- that is the
conmbi nati on, yes, of two different things, and that's
sort of like -- that's sort of like --

JUSTI CE SOTOVAYOR:  So if | take them apart,
now you can get a patent on the salt and now you can get
a patent on the flour?

MR. CASTANI AS: Well, they were apart
before, but they were both old. But that's the problem

wth using the really sinplistic analogies, with all due

respect, Your Honor, about you know, |ike coal --
JUSTI CE SOTOVAYOR: Well, | guess --
MR. CASTANIAS: -- like |leaves and that sort
of thing.

JUSTICE ALITO Wiy is the chem cal

conposition in the isolated DNA different? You were
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about to explain that.

MR. CASTANI AS:. Yes, thank you,
Justice Alito. It -- it's got 5,914 nucleotides. The
genone itself has over 3 billion. 1It's arranged in the
way set forth -- as set forth in the SEQ I Ds nunmber 1
and 2. Number 2 is the so-called genomic DNA, SEQ ID
nunber 1 is the, as Justice Breyer understood, the cDNA
nmol ecul e.

When you | ook at those particul ar sequences,
there was invention in the decision of where to begin
t he gene and where to end the gene. That was not given
by nature. In fact --

JUSTI CE SCALIA:  Well, well, well, well,
this is something | was going to ask\you. | -- | assune
that it's true that -- that those abri dged genes,

what ever you want to call them do exist in the body.

That they do exist. You -- you haven't created a type
of gene that does -- does not exist in the body
natural ly.

MR. CASTANI AS: But we've -- 1" -- 1"11
use nmy own sinplistic anal ogy which we offered in our
brief and which we offered to the |ower court. A
basebal | bat doesn't exist until it's isolated froma
tree. But that's still the product of human invention

to decide where to begin the bat and where to end the
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bat .

JUSTI CE BREYER: Well, that's true, but then
you were saying sonmething that | just didn't understand
because | thought the -- the scientists who had filed
briefs here, as | read it, said it's quite true that the
chromosone has the BRCA gene in the mddle of it and
it's attached to two ends.

But also in the body, perhaps because cells
die, there is isolated DNA. And that neans that the DNA
strand, the chronosone strand is cut when a cell dies,
and then isolated bits get around, and there nay be very
few of themin the world, but there are sonme, by the
| aws of probability, that will in fact match precisely
t he BRCALl gene. \

Now, have | m sread what the scientists told
us, or are you saying that the scientists are wong?

MR. CASTANIAS: Well, | will tell you
t hat --

JUSTI CE BREYER: | probably msread it.
There's a better chance that |'ve msread it.

(Laughter.)

MR. CASTANIAS: Well, no, | think -- I think
you may have read sone of the subm ssions correctly,
Justice Breyer. | think that's a question --

JUSTI CE BREYER: Well, which one have | not
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read --

MR. CASTANIAS: | think that's a question of
sone dispute in this record.

JUSTI CE BREYER: So in other words, you're
sayi ng that the Lander brief is wong.

MR. CASTANIAS: Well, what | will tell
you - -

JUSTI CE BREYER: | want to know because
have to admt that | read it and | did assune that as a
matter of science it was correct. So | would like to
know whet her you agree, as a matter of science, that it
Is correct, not of |aw, but of science, or if you are
di sagreeing with it, as a matter of science.

MR. CASTANI AS: What | mfll tell you is that
what are call ed pseudogenes --

JUSTICE BREYER: 1'd |like a yes or no
answer .

MR. CASTANIAS: Yes. So the answer --

woul d say the answer is no because there is no

evi dence --

JUSTI CE BREYER: Was the answer no, you do
not disagree with it? | wonder, | disagree or | do
di sagree?

MR. CASTANIAS: | do disagree with it with

the follow ng --
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JUSTI CE BREYER: As a matter of science.

MR. CASTANIAS: As a matter of science with
the follow ng -- okay.

JUSTI CE BREYER: Okay. Very well. If you
are saying it is wong, as a matter of science, since
neither of us are scientists, | would like you to tell
me what | should read that will, froma scientist, tell
me that it's wong.

MR. CASTANI AS: You want nme to tell you
sonething froma scientist that you should read that
tells you that it is wong?

JUSTI CE BREYER: No, | need to know --

MR. CASTANIAS: | think you could | ook at
the declaration in the -- the Joint Appendix for
Dr. Kay, for exanple. Dr. Kay's declaration appears
at -- starting at page 370. You'll find an extensive
di scussion in there of the technol ogy here and -- and of
t he geneti cs.

But, Justice Breyer, just to explain the
finishing thought, what -- what Dr. Lander says in his
brief is that these pseudogenes, which are un --
undi fferentiated fragnents, exist in the body. What
hasn't been brought to the -- to the forefront is
sonething that is new and useful and available to the

public for -- for allowi ng wonen to determ ne whet her
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t hey have breast or ovarian --

CH EF JUSTI CE ROBERTS: Can | --

MR. CASTANIAS: -- mutations that are likely
to result in cancer.

Yes, M. Chief Justice?

CHI EF JUSTI CE ROBERTS: Can | get back to
your basebal |l bat exanple?

MR. CASTANI AS: Sure.

CHI EF JUSTI CE ROBERTS: MW understanding --
nmy understanding is that here, what's involved,
obvi ously through scientific processes, but we're not
t al ki ng about process. Here, what's involved is
sni pping. You' ve got the thing there and you snip --
snip off the top and you snip off thé bottom and there
you' ve got it.

The baseball bat is quite different. You
don't look at a tree and say, well, |1've cut the branch
here and cut it here and all of a sudden |I've got a
basebal |l bat. You have to invent it, if you will. You
don't have to invent the particular segnent of the -- of
the strand, you just have to cut it off.

MR. CASTANIAS: Well, | -- 1 guess I'll even
take issue with that because the -- the story of how the
SEQ I D nunber 2, the genom c DNA segnent cane about is

exactly the opposite of that. |If you |ook, for exanple,
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at page 488 of the Joint Appendix, that's the

decl aration of one of the inventors, Donna Shattuck, at
paragraph 27, what -- what she explains is that the
Myriad inventors first created the cDNA, which we agree
at least on that score with the Solicitor CGeneral, is

i ndeed eligible for patenting. But then -- and by the
way, that cDNA was created from hundreds of different
patient sanples to create what was called a consensus
sequence.

CHI EF JUSTI CE ROBERTS: Okay. You've got
t he cDNA.

MR. CASTANI AS: And then what the -- what
the Myriad inventors then did to create what is called
SEQ | D nunber 2 and what is clained {n claiml of the
'282 patent is to take -- actually manipul ate that
further to add in the introns. It was in -- actually,
the inventive process was additive.

Now, ultimately, again, going back to the
| ast sentence of section 103, the patentability should
not be negative -- or negated by the manner in which an
i nventi on was made, maybe that shouldn't matter. But it
is a --

CHI EF JUSTI CE ROBERTS: | still don't
under stand what -- in what sense it's different than

just snipping along -- along the |ine.
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MR. CASTANIAS: Well, first of all, you
woul dn't even know where to snip until the Myriad
i nvention. That's the first problem

CHI EF JUSTI CE ROBERTS: Okay. So that's a
particular -- where you snip. W're talking about
t hough the patentability of what's left --

MR. CASTANI AS: Ri ght.

CHI EF JUSTI CE ROBERTS: -- after you've
sni pped it.

MR. CASTANIAS: And -- and that is indeed a
product of human ingenuity and that has substantial new
uses. Now, ny friends on the other side have said --

JUSTI CE KAGAN: M. Castanias, go back to
Justice Alito's plant in the Anazon,\right because it
takes a ot of ingenuity and a | ot of effort to actually
find that plant, just as it takes a | ot of effort and a
| ot of ingenuity to figure out where to snip on -- on
the genetic material.

But are you -- are you saying that you could
patent that plant because it takes a lot of effort and a
| ot of ingenuity to find it?

MR. CASTANI AS: The plant itself, | think
not, Justice Kagan, but | think the question that was --
t hat was posed was whether | could take an extract from

t hat plant.
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JUSTI CE KAGAN. Well, but can you patent the
thing itself?

MR. CASTANIAS: The thing itself I would --
I n that hypothetical, | would say the answer is no.

JUSTI CE KAGAN: Even though you know you
have to extract the plant itself --

MR. CASTANIAS: It's a lot of --

JUSTI CE KAGAN: -- fromthe Amazon forest.

MR. CASTANI AS: Ah, but you see, now you're
addi ng the mani pul ation --

JUSTICE KAGAN:. [I'mnot -- | nmean, | don't
know what mani pul ati on neans. | nean, you have to take
the plant and uproot it, all right?

MR. CASTANI AS: Okay.

JUSTI CE KAGAN: And carry it away and
isolate it. Can you now patent the thing itself?

You' ve now taken it out of the Amazon forest. Can you
now patent it?

MR. CASTANIAS: Well, what | -- what |
haven't done is isolated a new thing. All | have done
is isolate the plant fromthe forest. And that's the
distinction | think I"'mtrying to get across to the
Court, not particularly well at least in ny colloquy
with Justice Breyer, but |I'll try again. And that is

t hat what -- what was, quote, nmerely snipped out of the
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body here is fundanentally different in kind from what
was in -- what is in the body. The nost inportant
reason it's different in kind is that it cannot be used
in the body to detect the risk of breast and ovarian
cancers.

JUSTI CE KAGAN.  Well, the plant in the
forest can't be used for any purpose either. It only
has a use when it's taken out -- you know, when it's
uprooted and taken out of the forest. But it's still
the same thing. And | guess what you haven't gotten ne
to understand is howthis is different than that. |It's
still the same thing, but now that you've isolated it,

it in fact has | ots of great uses.

MR. CASTANI AS:  Well, | fhink there are two
ways -- two ways to | ook at that.

First of all, if you want to ook at it from
the -- the perspective of the so-called product of

nature doctrine, which I think has some very dangerous
consequences if it's not cabined and understood
correctly. But if you look at it strictly froma
product of nature doctrine, you could say, well, that's
the same plant and it says in the 1930 | egislative
history of the Plant Patent Act that plants that are
unmani pul ated by the hand of nman are not eligible for

patents, and that's fine, in terns of their breeding and
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genetics and that sort of thing.

But the product of nature doctrine is
t roubl esone for this reason, nodern nmedicine -- go
beyond just the isolated DNA patents here. Mbdern
medi ci ne, particularly the area of personalized
medicine, is trying to get to a point where what we are
adm nistering to individual patients is giving themthe
opportunity to mmc the actions of the body. And -- so
actually, the goal of nedicine is to get closer to
nature, rather than farther away. And anything that
t akes the product of nature doctrine beyond the sinple
truismthat the product of nature is sonething that is
not a human invention, then that's very dangerous, not
just for our case -- \

JUSTI CE KENNEDY: But when you -- when you
i solate the DNA, that by itself cannot be used as -- as
a probe until you add tags and -- and other chem cals
that nmake it a probe.

MR. CASTANIAS. As a probe, that's true. As
a prinmer, that wouldn't be required.

JUSTI CE KENNEDY: So it seenmed to nme your --
your answer was not quite accurate when you said, well
it can't be used in the body to detect breast cancer.
Nei ther can the isolate w thout sone additions.

MR. CASTANI AS: Well, since this Court --
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' m sorry.

JUSTI CE KENNEDY: Now, if it's -- if it's
the process or the additions that make it patentable,
fine. But you're say that the nonent it's snipped, it's
patentable, and that it seens to ne was -- was the point

of Justice Kagan's questi on.

MR. CASTANIAS: Well, | -- | will say that
that is the final inventive act. It's not the only
i nventive act. It's the final inventive act. [f -- if

i ndeed you were creating it --

JUSTI CE G NSBURG: Do you concede --

MR. CASTANIAS: |'m sorry.

JUSTI CE GI NSBURG. Do you concede at | east
that the decision in the Federal Ciréuit, t hat Judge
Lourie did make an incorrect assunption, or is the
Lander brief inaccurate with respect to that, too? That
I's, Judge Lourie thought that isolated DNA fragnents did
not exist in the human body and Dr. Lander says that
wr ong.

MR. CASTANI AS: No, what -- | think
Justice -- Judge Lourie was exactly correct to say that
there is nothing in this record that says that isolated
DNA fragnents of BRCAl1 exist in the body. Neither does
Dr. Lander's brief, for that matter. And for that

matter, those isolated fragnents that are discussed in
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Dr. Lander's brief again are -- are what are known
not -- not in any way as isolated DNA, but as
pseudogenes. They're typically things that have been
kKilled off or nutated by a virus, but they do not --
JUSTICE ALITO. But isn't this just a

question of probability? To get back to your basebal

bat exanple, which at least | -- | can understand better
t han perhaps sone of this biochem stry, | suppose that
I n, you know, | don't know how many mllions of years

trees have been around, but in all of that tinme possibly
sonepl ace a branch has fallen off a tree and it's fallen
into the ocean and it's been mani pul ated by the waves,
and then sonmething's been washed up on the shore, and
what do you know, it's a baseball baf.

s that --

(Laughter.)

JUSTICE ALITO -- is that what Dr. Lander
is tal king about?

MR. CASTANIAS: That's pretty nuch the sane
as what he's tal king about, is that there m ght be
sonet hing that was out there somewhere. But -- but
that's really -- the search for this sort of thing that
m ght be very simlar to the thing but never was known
before. The patent |aw has taught -- the patent lawis

all about pushing the frontiers.
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JUSTI CE BREYER: All right. So when you are
on that, that's good. A nore basic question to ne is
when you use the word "dangerous.” | had thought -- and
you can -- |'d be interested in your view -- that the
patent lawis filled with uneasy conpron ses because on
t he one hand, we do want people to invent. On the other
hand, we're very worried about themtying up sone kind
of whatever it is, particularly a thing that itself
coul d be used for further advance.

And so that the conprom se that has been
built historically into this area is, of course, if you
get a new satisfying process to extract the sap fromthe
plant in the Amazon, patented. OF course, if you get
t he sap out and you find that you caﬁ use it, you
mani pul ate it, you use it, you figure out a way to use
it to treat cancer, wonderful, patented. But what you
can't patent is the sap itself.

Now, in any individual case that m ght be
unfortunate or fortunate. But consider it in the m ne
run of things. |It's inportant to keep products of
nature free of the restrictions that patents there are,
so when Captain Ferno goes to the Amazon and di scovers
50 new types of plants, saps and nedi ci nes, discovers
t hem although that expedition was expensive, although

nobody had found it before, he can't get a patent on the
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thing itself. He gets a patent on the process, on the
use of the thing, but not the thing itself.

Now, that's my understanding of what |'d
call hornbook patent |aw, which you | confess probably
understand better than I.

MR. CASTANI AS: Well --

JUSTI CE BREYER: And | would like you to
express your view on that because that's the framework
that | am bringing to the case.

MR. CASTANIAS: | -- | wll offer the view,
Justice Breyer.

First of all, in this Court's decision in
Brenner v. Manson, followed repeatedly by the Federal
Circuit, it has been hornbook patent\lamn to use your
term that you do not need to -- to call out the utility
of an invention in a particular claim Wat you do have
to do is have utility for the invention itself described
in the specification.

And that's what the Patent Office | ooked to
inits Uility Guidelines in 2001. But ultimtely,
neither -- | think this case is very -- very easily
deci ded on a straightforward ground that does not
require the Court to go making fine distinctions between
cDNA and DNA.

And that ground is this: The reasoned
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Uility Guidelines issued in 2001 by the Patent Office,
who has not, in a very significant decision, joined the
brief of the Solicitor General in this case -- and which
t hey continue to apply under Section 2107 of the Manual
of Patent Exam ning Procedure, this -- these guidelines
not only tell exam ners what to do, but in the Federal
Regi ster they had notice and comment and 23 specific
reasoned, supported by case | aw, supported by science,
responses to the objectors. Alnpbst every objection that
is made to our patents here was nade there and answered
t here.

The PTO i ssued those guidelines to the
public. They have been relied on now for 12 years, and
they confirma practice that has beeﬁ in place much
| onger than that. And if you take -- whether you can
call it the Skidnore deference or just giving respect to
t he agency that sits at the intersection of |aw and
science -- Justice Breyer, as your opinion for the Court
I n Di ckinson v. Zurko pointed out -- those -- that
deci sion by the Patent Office is entitled to respect,
the reliance that has been placed --

JUSTI CE G NSBURG. Even though -- even
t hough the governnent has di savowed it, even though the
governnment, representing the United States --

MR. CASTANI AS: Even though, and -- and the
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reason for that is --

JUSTI CE GI NSBURG: At |east that the
strength of the presunption would be dil uted.

MR. CASTANIAS: | think you can dilute it a
little bit, but you can't take away the fact that it is
a 30-plus year practice that the Patent Office, despite
t he executive's position in this Court and in the
Federal Circuit, continues to follow

JUSTI CE KAGAN: M. Castanias, could | take
you away fromthe deference point and just ask again
about the -- the kind of |aw that you woul d have us
make. Do you think that the first person who isol ated
chromosones coul d have gotten a patent on that?

MR. CASTANIAS: | think {n theory that is
possi bl e, but | should say this because this case is
about Section 101, I'mtrying -- |I'm answering your
gquestion as though it's about 101, patent eligibility.

JUSTI CE KAGAN: Yes.

MR. CASTANIAS: Wuld it be obvious, would
it be novel? |1'mnot sure. Those are different --

t hose are different analytical structures.

JUSTI CE KAGAN: Ri ght.

MR. CASTANIAS: But would it -- and | think
really, the -- the statute does the work here. It is

new and useful conposition of matter --

52
Alderson Reporting Company



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Official - Subject to Final Review

JUSTI CE KAGAN: But the first --
MR. CASTANI AS: -- if it had use. If it had

a new utility, then yes.

JUSTI CE KAGAN: |'m sorry, because --
because -- because, |ike Justice Breyer, | consider
uses -- patents on uses in a different category.

So |I'mjust asking, could you patent the

i sol ated chronpsone?

MR. CASTANI AS: Again, | -- | perhaps am not
maki ng nyself as clear as | should. 1In Section 101, a
patent clai mnmst be shown to be useful. And that --

that is a utility that it has to be shown --

JUSTI CE KAGAN: Yes. Chronosones are very

useful .

MR. CASTANIAS: -- in any case.

(Laughter.)

JUSTI CE KAGAN: The first person who found a
chronosone and isolated it, I think we can all say that

that was a very useful discovery.

And the question is, can you then -- can the
person who found that chronpsome and isolated it from
t he body, could they have gone to the PTO?

MR. CASTANI AS: If they -- if --

JUSTI CE KAGAN: And the PTO seens very

pat ent happy, so could, you know, would -- would they
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have had a good patentability argunent?

MR. CASTANIAS: | think if -- to get through
the Section 101 gateway, if that chronosone had a
specific substantial and credible utility, in other
words, it could be used in sone --

JUSTI CE KAGAN: Yes, of course it does.

MR. CASTANI AS: -- diagnostic way in the way
that we're tal king about here, then yes, it would pass
t hrough the Section 101 gate. Whether it woul d pass
t hrough the Section 102 gate or the 103 gate, | don't
have any opi nion on

JUSTI CE KAGAN: Wbuld -- would -- okay.

MR. CASTANIAS: And then there's the
further -- \

JUSTI CE KAGAN: And that's interesting --

MR. CASTANI AS: Sure.

JUSTI CE KAGAN: -- because then it's not a
gquestion about, you know, breaking these coval ent bonds
or whatever Judge Lourie thought it was about. Right?

So you know, if -- if not DNA, if -- if not
the -- the nmore smaller unit in the chronpbsone, you
know, we could just go up fromthere and tal k about all
ki nds of parts of the human body, couldn't we? Couldn't
we get to, you know, the first person who found a liver?

MR. CASTANIAS: | -- | think -- 1 think
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Justice Kagan, you're really putting your finger on the
problemwith this, again, |I -- | keep wanting to refer
to as the so-called Product of Nature Doctrine because |
don't believe that as a separate doctrine it really
exists. It's just the flip side of the coin of

sonet hing that shows a | ack of invention.

And, of course, that's where Section 103
conmes into full force as the Chief Justice nentioned
earlier in the argunent. Section 103 allows you to make
conparisons to what was old and what was new. | don't
think the organ, the liver, gets past 103 in that
circunstance even if you say, well --

JUSTI CE BREYER: You are saying it gets past

101.

MR. CASTANIAS: Even if it gets through the
101 --

JUSTI CE BREYER: Well, that's -- that's the
problem | nean, all parts of the human body? Anything

frominside the body that you snip out and isolate?

MR. CASTANI AS: No.

JUSTI CE BREYER: And it gets through 1017?
Does it have to -- | nean, that's actually what's
bot heri ng ne.

MR. CASTANIAS: Okay. So let -- let ne try

to help you with that. Because -- because the
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distinction is between the liver or the kidney, which
was the one brought up in the federal circuit opinion,
but |iver, kidney, you know, gall bl adder, pick your
organ. But it's the sanme thing. It is the sane thing
when it's inside the body and it's out. That's where
our --

JUSTI CE SOTOVAYOR: But you're not
suggesting if you cut off a piece of the liver or a
pi ece of the kidney that that sonmehow nakes that piece
pat ent abl e.

MR. CASTANIAS: No. Absolutely not. It's
t he sanme thing.

JUSTI CE SOTOVAYOR: So what's the
difference? | nmean, if you cut off é pi ece of the whole
in the kidney or liver, you're saying that's not
pat ent abl e, but you take a gene and snip off a piece,
that is? Wat's the difference between the two --

MR. CASTANIAS: | would say that -- | would
say that under -- under your existing decisions in
Chakrabarty, J.E.M, that set forth a broad
under st andi ng of Section 101 and an under st andi ng of
what is within the limted exception, then what -- | --
| would -- | nean, honestly, | think that Section 103
does this work better than Section 101, but to the point

of Section 101, there's -- there is nothing different
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about that piece in the body.

JUSTI CE BREYER: Ah. Then -- then watch
what you're doing. That's very, very interesting.
Because, really, we are reducing, then, 101 to anything
under the sun, and -- and that, it seens to ne, we've
rejected nore often than we've followed it.

And particularly with a thing found in
nature doctri ne because, of course, it doesn't just --
human ki dneys and so forth. Everything is inside
sonet hing el se. Plants, rocks, whatever you want. And
so everything will involve your vast taking sonething
out of sonme other thing where it is, if only the
environment. And it's at that point that | | ook for
sonme other test than just that it maé found within sone
ot her thing.

MR. CASTANIAS: And | think, Justice Breyer,
there is where I've -- |I've tried to explain to you
about the different functions, the different values. |If
you t hink about patents as econom c instrunents, the
different econom c values that come out of this, the
different things that patients now have as a result of
this human ingenuity, they didn't have the BRCAl
i sol ated gene before the Myriad invention.

JUSTI CE KENNEDY: Well, we could have said

that with atom c energy, with electric, but so far the
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choice -- electricity -- but so far the choice of the
patent was that we have a uniformrule for al
i ndustries.

MR. CASTANIAS: Right, but in --

JUSTI CE KENNEDY: And -- and that avoids
gi ving special industries special subsidies, which is
very inportant it seens to ne.

Let me ask you this, and it's consistent
wthnmy -- ny preface. |If we were to accept the
governnment's position that the DNA is not patentable but
the cDNA is, would that give the industry sufficient
protection for innovation and research? And if not, why
not ?

MR. CASTANI AS: The -- tﬁe probl em of maki ng
t hat decision nowis that so much has happened since
t hese gene patents issued and since the Utility
Guidelines. | can't tell you for a certainty whether it
will hurt the industry as a general matter to not have
| sol ated gene but only have cDNA patents.

But here's what | think it will hurt, and
think it ultimately will hurt the doctrine that this
Court cones out of this case with. Because what you
will then be asking litigants to do and courts to do is
to draw fine distinctions under Section 101 between,

wel |, how nuch nore mani pul ati on.
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My friend on the other side used the term
I n response to Justice G nsburg, "further manipul ation
is required to take it out of the product of nature.”
He -- he said no alteration, to Justice Alito, would
make it a product of nature. But there's no dispute in
this case that there has been sone alteration of the
I sol ated DNA nol ecul es.

And that brings ne back to the Uility
Guidelines. This line was drawn. It was drawn by an
expert agency that sits at the intersection of |aw and
science, and it has said, wthout any apparent -- other
than the declarations and am cus briefs that have been
put into this case -- wi thout any apparent effect on the
expl osion in biotechnol ogy and the sdccessful,
econom cal |y successful, technologically successful, and
life-saving industry that is at the heart of these
I nventi ons.

That has not -- those -- that parade of
horri bl es has not happened. And you don't have to
hypot hesi ze at this point because you've got all of
t hese years of experience between the tinme these patents
I ssued and the tine that this -- this chall enge
bel atedly came al ong.

Justice Breyer, a point about no

| nper m ssi bl e preenption before | sit down. Your
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opinion for the Court in Mayo nade that very nmuch an
| mportant point, but | think what you -- what is
i nportant to understand here is that these patent clains
aren't for nethods. They don't prevent -- present that
probl em that the Court identified in that argument and
in the argunent in Bilski. These are for specific
nol ecul es that exist in the physical world. That --
that concern that is present with nmethod clainms is not
here, these patents cover -- these patent clains cover
only what is clainmed and no nore.

There is no risk of a natural law or a
physi cal phenonmenon |ike energy or electricity, neither
of which falls within the statutory categories. There
I's no risk of anything being preenptéd ot her than what
the clainms properly claim which are human- made
i nventions of isolated nol ecul es.

And | think one |last point to cl ose on.
It's inportant to note that npol ecul es have been patented
for a very long tinme. That's what drugs are. And drugs
are often made by taking one nol ecul e and anot her
nol ecul e, both of which are known, reacting themin a
test tube, which is a very common thing, reactions have
been around 100 years just |ike snipping has been, but
t hey make sonet hing new and useful and life saving from

t hat .
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CHI EF JUSTI CE ROBERTS: Well, | don't
understand how this is at all |ike that because there
you' re obvi ously conbi ning things and getti ng sonething
new. Here you're just snipping, and you don't have
anyt hing new, you have sonething that is a part of
sonet hing that has existed previous to your
I ntervention.

MR. CASTANI AS: Well, again,
M. Chief Justice, | -- | -- the discussion we had
earlier, the -- in -- in fact, the sequence that's
claimed in Claim1l of the '282 patent was not created by
snipping. If I can just conclude with one nore
sent ence?

CH EF JUSTI CE ROBERTS: éure.

MR. CASTANIAS: Only once it was created can

a scientist ever know how and where to make t he deci si on

to snip.
Thank you.
CHI EF JUSTI CE ROBERTS: Thank you, counsel.
M . Hansen, you have three m nutes
remai ni ng.

REBUTTAL ARGUMENT OF MR. HANSEN
ON BEHALF OF THE PETI TI ONERS
MR. HANSEN: Thank you, Your Honor.

JUSTI CE SOTOVAYOR: Is there sonme value to
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us striking down isolated DNA and uphol di ng t he cDNA?
If we were to do what the governnent is proposing in
this case, what's the consequences?

MR. HANSEN: O -- of course there would be
value in that in the sense that -- that, A it
reinforces the Product of Nature Doctrine, but nore
I mportantly, the effect of the patents in this case
allows Myriad to stop all research on a part of the
human body. |If you uphold the patents in this case,
Myriad can -- has the authority given it by the
governnment to stop anyone from doing research on a piece
of the human body. That would be a significant advance,
if you were to -- to nake it clear that was
| nper m ssi bl e.

JUSTI CE SOTOVAYOR: Now, how do you
under st and Judge Bryson's dissent with respect to cDNA?
| think he's saying that a gene created from-- into
cDNA as a whole is okay, but that he had a problemwth
t he description of that claimbecause it included 15
nucl eotide | ong segnents or fragnments which he says
reoccur in nature.

MR. HANSEN. Well, and yes, | -- | agree,
Your Honor, that he was focusing on Clains 5 and 6,
which are the ones that include 15 nucl eotides or -- or

| onger .
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JUSTI CE SOTOVAYOR: Now, |'m making your job
harder. How could they wite it to do what he thinks
woul d be patent abl e?

MR. HANSEN: Well, all --

JUSTI CE SOTOVAYOR: So assum ng we believe
that there is sonme human invention in this process,
whet her it's obvious or not, separate question. But
he's not creating -- the cDNA is not in nature
natural ly.

So make that assunption. Make the
assumption that they can nake a claimfor it. How do we
avoi d his probl enf

MR. HANSEN:. Well --

JUSTI CE SOTOVAYOR: | knéw you are hel ping
your adversary by answering this question.

MR. HANSEN: That's fine, Your Honor. |
think that the -- all of the clains in this case, al
nine clainms that we are chall enging include both
fragnents and the whole gene. So | don't think there is
anyt hing you can do with respect to these nine clains.

JUSTI CE SOTOVAYOR: | am putting that aside.

MR. HANSEN: | think by saying that when
genes are transfornmed in such a way that the scientist
deci des their sequence rather than the nature deci ding

their sequence --
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JUSTI CE SOTOVAYOR: Only if they do a
reconbi nant DNA, that's what you are saying.

MR. HANSEN: Right, right. Now | don't
think cDNA is reconbi nant DNA, that's what we've argued,
but that's -- that's at |east one plausible way of
| ooking at it.

The genes in this case, the patents on the
genes in this case cover the genes of every man, woman,
and child in the United States. And as | just said, it
gives the -- the governnment has given Myriad the
authority to stop research on every one of our genes.
That sinply can't be right.

And I would like to nake one ot her point
with respect to Dr. Lander's brief. \Ch page 16 of Dr.
Lander's brief he discusses specifically that the BRCA
genes appear in the body with coval ent bonds in
fragnents. There isn't any real -- there isn't any
scientific dispute about that fact.

CHI EF JUSTI CE ROBERTS: Why don't you take
another mnute. You weren't afforded an opportunity to
use the time you were reserved.

MR. HANSEN: Well, | guess the only other
thing I would say then, Your Honor, is to respond to
what | may have left a m sinpression with Justice

Kagan's questions. W agree that you could get a patent
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on a use of the leaf that is pulled out of the Amazon or
a plant that is pulled out of the Amazon. We don't
di spute that. We don't think you cannot get a patent on
the thing -- the plant itself just because you pulled it
out of the ground and took it to the United States.
CHI EF JUSTI CE ROBERTS: Thank you, counsel.
The case is submtted.
(Wher eupon, at 11:11 a.m, the case in the

above-entitled matter was submtted.)

65
Alderson Reporting Company



Officia - Subject to Final Review

66
A 8:1328:11,15 |anymore11:23 | attached38:7 272
able7:17,18 30:10 31:22 apart 36:14,17 | AU 18:13 billion 37:4
above-entitled 36:24 37:3 485 | apparent 59:11 | authority 62:10 | Bilski 60:6
1:12 65:9 48:17 59:4 59:13 64:11 binary 34:9
abridged37:15 | Alito's43:14 appear 64:16 available 5:6 bind 18:2
absolutely 36:4 | allowed12:15 | APPEARANC... | 25:6 40:24 binding 17:24
56:11 allowing 25:2 1:15 avoid 63:12 biochemistry
abstract 6:10 40:25 appears 24:17 avoids 58:5 488
accept 58:9 alows 15:2555:9 | 40:15 am1:14 3.2 65:8 | biotech 32:13
acceptable 4:21 62:8 Appendix 40:14 biotechnology
30:8 alluded 327 42:1 B 50:14
accurate46:22 | alteration7:14 | apply 32:1051:4 | B11826241 | it 32:17 525
act 28:20 45:23 21:10,16,17 approach26:14 | back 6:8,24 bits 38:11
47:8.9.9 59:4,6 April 1:10 16:21 23:1 41:6 | plocks 24:10
actions 46:8 altered21:11 aread6549:11 | 42184313 body 8:24,25
actual 35:21 Amazon 7:4 argued64:4 48:6 59:8 16:23,24 17:4
add34:121316 | 18213011 arguing 31:2 bacteria21:24 17:20,20,23
4216 46:17 32:20 43:14 argument 1:13 | bake35:7,9 20:2,2 22:3
adding 44:10 448174913 | 22,59,12 337 | balance24:8 24:12 252,25
additional 7:16 49:22 65:1,2 10:1017:13 28:10 26:2 27:16
additions 46:24 | American32:3 19:8 24:1 28:19 | base 187 37:16,18 38:8
473 amici 13:25 339541559 |baseball 37:23 40:22 45:1,2,4
additive34:20 | amicus 1:20 2.7 60:5,6 61:22 41:7,16,19486 |  46:8,23 47:18
42:17 15:13 24:2 315 | arguments 15:13 | 43:14 47:2353:22
address3:11 59:12 arisen12:7 basic24:926:14 | 54:2355:18,19
26:18 analogies36:19 | arranged37:4 35:14,22 49:2 56:5 57:1 62:9
addressed27:3 | analogy 21:22 | articulated32:11 | basis 15:12 62:12 64:16
adminigtering 37:21 artificial 26:1 22:20 253 bonds 54:18
467 analytical 34:5 31:13 33:20 64:16
admit 39:9 34:2452:21 | artificially 17:8 | bat 37:23,2538:1 | hothering 55:23
advance 14:13 | announced12:2 | aside 63:21 41:7,16,19 48:7 | pottom 41:14
49:9 62:12 answer3:137:9 |asked30:1035:1 | 4814 bound 17:9
advancing 12:16 | 1331516 asking 9:2353:7 | began33:19 branch 28:16
advantage 151 | 16:11,14,16 58:23 behalf 1:17,22 41:17 48:11
adversary 63:15 | 1852324:22 | aspirin4:221:9 24,11,1438 | BRCA 12:1,5,14
afforded64:20 27525287 | assertion29:18 33:1061:23 14:11 38:6
agency 51:17 32:2439:17,18 | Association1:3 | belatedly 59:23 | g4:15
£9:10 39:19,21 44:4 34 32:3 believe 8:2255:4 | BRCA1 38:14
AGG 18:19 46:22 assume 11:15 63:5 47:2357:22
agree13:19 answered12:18 | 37:1439:9 better 9:313:24 | preaking 54:18
39:11 424 20:24 51:10 assuming 5:10 38:2048:7 50:5 | preast 3:16 7:6
62:22 64:25 answering12:22 | 19:20 63:5 56:24 27:22 41:1 45:4
Ah 44:9 572 13:2452:16 assumption beyond 46:4,11 46:23
AL 1:4.7 63:15 47:1563:10,11 | big17:1626:22 | preeding 45:25
Alito6:247:21 | anybody 5:12 atomic57:25 bigger 26:24 Brenner 50:13

Alderson Reporting Company



Official - Subject to Final Review

67
Breyer 184,10 27:22 414 category 53.6 chewing 7:24 9:2110:12,14
18:16 22:8,11 46:23 49:16 causes 18:2 Chief 33,9 4:17 10:16 11:4
22:25238,11 | cancers 455 cDNA 17:6,17 51,9 23:23,25 28:22 60:3,8,9
23:14,21 37:7 | Captain 49:22 17:2318:12,12 | 24:426:13,21 60:15 62:23
38:2,19,24,25 | capture 19:21 20:6,13,21,22 27:24 32:25 63:17,18,20
394,8,16,21 carefully 33:16 21:3,10,11 331,7,1141:2 | class20:7
40:1,4,12,19 carry 44:15 22:12,19,21,22 41:5,6,9 42:10 | clear 53:10 62:13
44:24 49:1 50:7 | case 34,12 4:21 24:16,18 255,6 | 42:23434,8 close 60:17
50:11 51:18 4:2354 64,6 25:11,16,16,18 | 55:861:1,9,14 | closer 46:9
53555:13,17 7:239:2011:25 | 25:2426:1,5 61:19 64:19 coal 36:20
55:21 57:2,16 12:6 13:14,15 30:21 31:8,13 65:6 code 34:9
59:24 14:2 15:12,23 36:2 377 424 | child64:9 coin 55:5
bridge 30:25 206 28:17 299 | 42:7,1150:24 | chip35:10,11 colloquy 44:23
brief15:1317:13 | 29:9 46:14 58:11,1962:1 | chocolate 35:9 combination
17:14 26:4 49:18 50:9,21 62:16,18 63.8 35:11 36:12
29:18 37:22 51:3,8 52:15 64:4 choice581,1 combining 61:3
395 40:21 53:1558:22 cell 38:10 CHRISTOPH... | combust 35:12
47:16,24 48:1 59:6,13 62:3,7 | cells38:8 1:16 3.7 come 15:24
51:3 64:14,15 62:9 63:17 64:7 | certain 349,10 | chromosome 57:20
briefly 32:24 64:8 65.7,8 certainly 8:19 355 386,10 comes55:8
331 cases 14:9 1521164215 | 538,182154:3| 5822
briefs 38:5 59:12 | Castanias 1.22 23:13 332 54:21 coming 31:24
bringing 50:9 2:3,10,1333:8 | certainty58:17 | chromosomes 323
brings 59:8 339,11,22 cetera 20:10 52:1353:13 comment 51:7
broad 56:20 34:15,18 35:.8 | Chakrabarty circuit 6:10 47:14 | common 60:22
broadest 28:18 35:17,19,23 28:6 33:13 50:14 52:8 56:2 | companies11:21
29:3 36:3,11,17,22 56:20 circumstance 13:20
Brothers 21:24 37:2,20 38:17 | challenge 59:22 34:2155:12 company 11:14
21:25 22:5 38:22 39:2,6,14 | challenged6:5 cite4:11 23:19 12:18 15:2
brought 40:23 39:18,2440:2,9 | 922107 cited239 20:2332:18
56:2 40:13 41:3,8,22 | challenging claim10:5,22,24 | comparisons
Bryson's 62:16 42:12431,7,10 | 10:12,15,16 11:1,217:11 55:10
building 24:9 43:13,22 44:3,7| 63:18 19:18,20 22:13 | competing 27:22
built 49:11 44:9,14,19 chance 38:20 22:14,14,15 complement
butter 35:11 45:14 46:19,25 | change 9:10 23.6 24:12,24 17:25
47:7,12,20 20:18 27:15 30:22 31:2,10 | complicated
C 48:1950:6,10 | changed11:17 42:14 50:16 29:25
Cz131181 51:2552:4,9,14 | 28:13 53:1160:15 | composition7:11
36:1,7 52:19,23 53:2,9 | changing 8:11 61:1162:19 7:198:18 11:17
cabined45:19 53:15,23 54:2,7 | characterized 63:11 19:25 36:25
call 37:16 30:4 54:13,16,25 21:3 claimed42:14 52:25
50:1551:16 55:15,20,24 | chemical 7:3,11 | 60:1061:11 compromise
called39:15428 | 56:11,1857:16 | 7:128:1835:25 | daiming 19:18 49:10
42:13 584,14 61:8,15 | 36:6,24 22:22.23 compr omises
cancer3:16 7.6 | categories60:13 | chemicals46:17 | claims6:5,697 | 495

Alderson Reporting Company



Official - Subject to Final Review

68
computer 34:9 correspond 26:2 | curious 6:13 13:1 | detect 45:4 46:23 | 28:16
concede 8:13 corresponding cut 38:1041:17 | determination disavowed51:23
47:11,13 181 41:18,21 56:8 29:6 disclose 29:2
conceive 34:6 cough 4:2 56:14 determine 40:25 | discover 5:10
concentrated8:2 | counsel 23:23 determined 26:8 18:13,17,18
87,10 61:19 656 D develop 27:22 32:22
conceptual 31:7 | country 4:24 D312511 28:25 discovered7:4
3112 6:22 dangerous 45:18 | development discoveries
concern 27:25 | course4:20 46:1349:3 16:6 28:24 12:11
29:14 60:8 14:17 22:10 | day 4:246:23 diagnoses14:13 | discovering
concerning 11:11 | 49:11,13546 |days144 diagnostic 29:1 11:18
conclude 29:15 557 57:8 62:4 | deal 11:21 54:7 discovers 49:22
61:12 court 1:1,13 3:10 | decide 15:12,23 | pjickinson51:19 | 49:23
conclusively 4:7,996,23 183 28:18 293 | dictated19:12 | discovery 7:7
328 15:12 24:5 277 | 37-25 19:13 53:19
confess 50:4 285295515 |decided50:22 | die 38:9 discussed17:18
confirm 51:14 31:22326,10 |decides145 dies38:10 47:25
confirming 33:17 | 33:12 37:22 63:24 difference 33:3 | discusses64:15
Congress32:14 | 44:2346:25 | deciding 14:6 56:14,17 discussion 40:17
connected 25:1 50:2351:18 63:24 differences 61:9
consensus 428 | 5275822 60:1 | decision14:1 17:16 dispute 4:17 8:16
consequences 60:5 37104714 | different 43,14 | 32:839:359:5
45:19 62:3 courts 58:23 50:1251:2,20 5:13,16 6:9 64:18 65:3
consider49:19 | Court's32:7 58:1561:16 8:15,16,18,19 | disrupt 32:1
535 50:12 decisions 3:19 16:3 19:4 20.3 | dissent 62:16
considered4:1 | covalent 54:18 56119 30:2,15,16 distinct 26:4
consistent 58:8 64:16 declaration 32:1314,17 | distinction8:20
construction cover 60:.9,964:8 | 401415422 | 35242536:7,8| 24:6 44:2256:1
105 create 35:11 declarations 36:10,12,25 | digtinctions
constructs 34:23 | 42:8,13 5912 41:16 42:7,24 50:23 58:24
context 23:2,3 | created17:9 deemed27:14 45:1,3,11 52:20 | distinguish8:14
23:12 34:3,21 3515 |deference51:16 | 52:21 5356 distinguishes
continue 51:4 37:17 4247 5210 56:2557:18,18 | 21:9
continues52:8 61:11,15 62:17 | defined35:8 57:20,21 divide 24:11
conventional creating 17:22 | definition23:18 | gifficult 28:12 | divisible 9:25
4:25 6:4 19:9 47:10 63:8 | denied28:23 345 DNA 54,4,21
cookie 35:10,11 | creation 26:1 Department 1:19 | djjute 52:4 8:14,16,17,24
copying 34:14 31:13,14 depending 23:12 | gijuted8:9 52:3 97,17,21 11:11
correct 11:6 credible 54:4 2314 directly 24:22 14:3,3,5,8,10
16:1325:20,22 | credit 3:21 describeds0:17 | disagree25:12 14:1817:17,21
28:1339:10,12 | criteria29:11 | description 25:1839:22,22 | 18:2120:9,13
47:21 critical 28:10 62:19 39:23,24 20:14,17,20,22
correctly186 | curiae1:2027 | deserve3:22 disagreeing 20:23 21:12
38:23 45:20 24:2 deserves3:21 39:13 22:15,15 234
correlate3:15 | Curiosity 13:3 | despite 52:6 disagreement 23:18,19 24:10

Alderson Reporting Company



Official - Subject to Final Review

69
24:12,24 256 | eat 7:2532:22 environment expedition 49:24 51:6 52:8 56:2
25:12,15,16,25 | economic57:19 57:13 expensive 49:24 | Ferno 49:22
27:23 30:5,23 57:20 equations 36.6 experience fight 31.6
36:25 37:6 38:9 | economically equivalent 30:7 59:21 fighting 24:14,15
38:941:24464 | 59:15 ESQ1:16,18,22 | expert 59:10 24:20
46:16 47:17,23 | economy 20:7 2:6,10 expired6:22 figure 43:17
48:2 50:24 effect 5:259:13 | essence 4.5 explain 10:19 49:15
54:20 58:10 62.7 essentially 8:23 35:18 37:1 filed38:4
597 621 64:2 | effective 24:18 10:4 40:1957:17 filled49:5
64:4 effectively 25:3 | et 1:4,7 20:9 explains 42:3 final 47:8,9
doctrine 12:9,13 27:13 everybody 6:15 | explore 30:15 find 55,13,15,20
14:16 34:25 effects 30:12 6:15 14:25 explosion59:14 5:219:11,13
45:18,21 462 32:23 evidence 39:20 | express50:8 12:3 14:12,12
46:1155:3,4 effort 28:17 exact 19:25,25 | expressing 29:9 14:13 16:7,20
57.858:2162:6 | 43:15,16,20 exactly 3:12 extensive 40:16 32:20 345
doing 12:5 13:24 | efforts 20:15 16:1317:17 extract 4:22 55 40:16 43:16,21
14:4 21:7 24:23 | eggs 35:11,14 21:12 22:4 7892 27:16 49:14
34:1357:3 either 5:12 45:7 29:14 41:25 27:1843:24 finding 5:17 9:9
62:11 electric57:25 47:21 44:6 49:12 fine 45:25 47:4
DONALD 1:18 |édectricity581 |examiners51:6 |extracted54,8 50:2358:24
26241 60:12 Examining 51:5 6.7 81 24:12 63:16
Donna 42:2 eigibility 27:8 example 4:8,9 extracting 3:25 | finger 55:1
double-edged 28:3,9,22 29:7 5:20 13:23 4:7,18 5:14,16 | finishing 40:20
297 33:2452:17 14:15 30:3,5 5:17,18 6:14 first 34 86,25
Dr40:15,15,20 | €igible7:1083 40:15 41:7,25 26:2527:19 12:3 17:17 205
47:18,24 4811 84 197 25:18 487 extraction 6:1 22:17 276
48:17 64:14,14 | 25:24 26:15 examples4:2,11 33:21,22 33:14 424 431
draw58:24 31:8,14 33:17 21:2,9 43:3 45:16
drawn 59:9,9 42:6 45:24 exception 21:12 F 50:12 52:12
drug 7:9,11 encouraging 56:22 faced31:22 53:1,17 54:24
drugs 28:24,25 24:8 Executive 28:16 | fact6:1219.21 | fjye 21:24
60:19,19 ends 38:7 executive's527 | 10:17,18143 | flip 555
due 36:19 energy 57:25 exer cise 34:25 16:1 24:25 flour 35:10,14
D.C1:9,19,22 60:12 exist37:16,17,18 | 37:123813 369,16
Enforcing 24:6 37:2340:22 45:1352:5 focus 28:3,8
E engage 35:2 47:182360;7 | 61106418 | focusng 62:23
E21311 enormous 154 | existed61:6 factor 21:8 follow52:8
earlier 10:20 ensure 27:12 exiting56:19 | fail 10:10 followed50:13
30:1032.7 559 | entire 10:9 19:20 | exists 7:128:17 | failure 16:25 57:6
61:10 entirely 24:25 31:16 55:5 fallen48:11,11 | following 39:25
earrings 5:21 35:25 exon 31:1 falls 24:11 60:13 40:3
912 entitle 5:17,19 | exons 17:12 far57:25581 | follow-up 15:17
easier 7.22209 | 91214 19:24 22:2 31:1 | farther46:10 | force 21:18 55:8
20:1221:13 | entitled5:22 expansive 19:18 | federal 6:10 forefront 40:23
easily 50:21 51:20 26:15 411430113 | forest 7:2544:8

Alderson Reporting Company



Official - Subject to Final Review

70
44:17,21 45:7,9 | gallbladder 56:3 | getting 28:9 65:5 help 55:25
form 82,9,10,19 | gate 54:9,10,10 35:1361:3 grows 7:4 helpful 13:24
forth6:9 22:16 gateway 54:3 Ginsburg 3:24 guess 13.9 27.6 21:23
37:5556:20 | gather 185 20:24 26:3,8 34:15,19 36:21 | helping 63:14
57:9 gene 6.7,14 29:17,2347:11 | 41:2245:10 helps 30:3
fortunate 49:19 11:17,17,19 47:1351:22 64:22 high 36:7
found 6:10 7:8 12:1413:12 52:2 59:2 guidelines33:16 | historically
961823194 | 14:11,1922 | Ginsburgs6:25 | 50:2051:1,512 | 49:11
19:9,23 20:1 15:2 16:7,21,22 | give 4:1 13:23 58:17 59:9 higtory 45:23
49:2553:17,21 | 16:2317:3,4,10| 17:1330:336:1 honestly 56:23
54:24 577,14 19:20,22,22 58:11 H Honor 4:6 8:22
fragments40:22 | 20:7 25:4 27:18 | given5:25 88,10 | H 367 11:6,25 16:5
47:17,23,25 27:2329:12 14:2137:11 | hand45:24496 | 17:18191
62:20 63:19 33:14,17 35:5 62:10 64:10 49:7 21:23 22:7 23:7
64:17 35:20,21 37:11 | gives64:10 Hansen1:16 36 |  23:24 24:22
framework 50:8 | 37:11,1838:6 |giving811467 | 379244520 | 27628814
France 30:4 38:14 56:16 51:16 58:6 57,15 6:3,17 31:4,11,19
free24:1049:21 | 57:2358:16,19 | g03:1917:5,6 7:1484,21 36:20 61:24
freely 6:21 62:17 63:19 18:21 19:6,12 9:20103,11,22 | 62:2363:16
friend 59:1 general 1:18 2314313463 | 112691324 | 64:23
friends 43:12 23:25 24:4,19 50:23 54:22 12:20,24 13:6,9 | hope 13:21
frontiers 48:25 25:13,23 26:3,7 | goal 46:9 13:2314:23 hoped13:9
frustrated14:10 | 26:14,2027:5 |goes19:528:2 15:4,7,21 164 | hornbook 50:4
full 55:8 285,14 29:4,17 | 30:2549:22 16:131817:2,7| 50:14
full-length 9.7 29:22,2431:4 | going11:2213:4 | 17:16189,15 | horribles59:19
function4:1588 | 31:11,14,18 13:8,10 17:21 18:2519:11,16 | human3:14
810,12,15,17 | 32:11,15,24 235315321 | 19242011218 | 151017:15
8229121:11 | 3327351 37:14 42:18 20:2421:5,19 19:3 24:6,24
21:12 42551:358:18 | gold 49,10 5:17 | 21:2222:1024 | 27:1434:23
functionality generally 29:11 | 5:18,19,209:11| 237,10,13,17 37:24 43:11
20:8 generate 25:8 9:13 23:24259,9 46:13 47:18
functions 8:23 | genes3:15,15,16 | good 49:2 54:1 3217351 54:23 55:18
57:18 4:226:612:2 | gotten45:10 61:20,22,24 57:9,22 62:9,12
fundamental 15:9 34:23 52:13 624,22634,13 | 636
29:13 37:1563:23 | government 63:16,2264:3 | human-made
fundamentally 64:7,8,8,11,16 | 281251:2324 | 6422 60:15
451 genetic 43:18 62:2,1164:10 | happened11:25 | hundreds 42:7
Funk 21:24,25 | geneticists4:24 | government's 58:1559:19 hurt 58:18,20,21
22:5 genetics1735 | 5810 happens 3:18 hypothesize
further 4:12 40:18 46:1 granted27:17 | happy 53:25 59:20
42:16 49:9 genome 15:10 | great 45:13 har der 20:21 hypothetical
54:14 59:2 35:4 37:4 GREGORY1:22| 632 44:4
genomic 30:5 2:3,10,13339 | hear33 hypotheticals
G 37:6 41:24 ground 15:23 heard 23:15 7:22
G3l Germany 30:4 28:18 50:22,25 | heart 59:16

Alderson Reporting Company



Official - Subject to Final Review

71
| industries58:3,6 | invent 3:1241:19| 60:16 62:1 keep7:22 29:1
ID 22:16 37:6 indugtry 12:10 41:20 49:6 isolating 3:25 49:20 55:2

41:24 42:14 14:4 31:24 inventing 20:19 27:19,19 keeping 24:9
idea6:11 26:23 32:1358:11,18 | invention17:15 |isolation16:10 | Kennedy 9:15,24
ideas 17:1,2 59:16 19:3 24:7,25 16:11,16 10:6 15:11,22
identical 19:1 ineligible 24:11 2714 342 issue 4.23 19:6 205,16 25:19
identified 28:6 infringer 23:.5 37:10,24 42:21 22:12 26:18 32.7 46:15,21

60:5 ingenuity 43:11 43:3 46:13 28:11 29:10 47:2 57:24 58:5
identify 11:16 43:15,17,21 50:16,17 55:6 31:25 33:19 Kennedy's 21:13
identifying 30:10 | 57:22 57:23 63:6 34:1941:23 key 335
IDs 375 ingredients inventions 59:17 | issued12:4 26:9 | kidney56:1,3,9
illustrate 30:4 35:10,16 60:16 26:11 31:25 56:15
illustrated3s:2 | inhibit 32:4 inventive 42:17 33:15,1651:1 | kidneys57:9
illustrates33:3 | initial 20:25 47:8,9,9 51:12 58:16 killed48:4
imagine 35:13 initially 26:10 inventors 24:9 59:22 kind 13:14 20:6
impeding 12:15 innovating 12:11 | 34:2042:2,4,13 | issues26:16 27:3 | 45:1,349.7
impermissible innovation 20:14 | investment 32:2 52:11

10:23 59:25 24:10 32:5 11:16 12:19,21 | items 35:14 kinds 13:21

62:14 58:12 13:14 15:14,24 | it'll 15:24 54:23
importance innovations 14:4 | investments know5:10,25

24:21 28:10 insde 8.2455:19 | 13:2128:23 _ J 9:15,18 11:22

29:13 56:5 57:9 invoke 31:5 job13:24.63:1 11:24 12:1,3,6
important 9:9 instances4:14 | involve4:11 21:2 | joineds1:2 13:12,15,16,20

25:17 45:2 ingtitutional 32:9 | 57:11 Joint 40:1442:1 | 15789 18:4

49:20 587 60:2 | instruments involved6:6 19:3 | JR1:1826 241 | 21:1723:16

60:3,18 57:19 22:1841:10,12 |Judge47:14,17 36:2039:8,11
importantly 627 | insufficient 48 | involving 21:4 47:2154:19 40:12 43:2 44:5
impresson26:4 | 1516 isolate 14:19,21 | 6216 44:12 45:8 48:9
inaccurate 4716 | intended7:23 20:9 30:12 judges 96 48:9,14 53:25
incent 325 inter ested 49:4 44:16,21 46:16 |Jump29:2 54:18,20,22,24
incentives11:14 | interesting4:21 | 46:245519 | J.E.M 56220 56:3 61:16

165 54:1557:3 isolated 8:14,16 K 63:14
indude 9:8,21 I nterestingly 9:17 15:2 167 K a0an 1113 known 33:23

62:24 63:18 16:18 16:21,22 17:3 13_4 3 2'5_ 0.14 34:22 48:1,23
included62:19 interminable 18:21 22:14 A 60:21
) . 2 - 32:1543:13,23
includes10:9 36.6 234 24:10,24 41581115 3
incorrect 20:10 | intersection 25.6,11,25 30:5 45:6’5’2'5’) 1£3 2 .

4715 51:17 59:10 33:14,17 36:4 53121317 lab31:13 |
increased3:15 | intervention61:7 | 36:2537:23 Ea08 BAG .12 labO_rator_y 17:9
incur 12:18 introns 17:12,18 | 38:9,1144:20 o415 17 551 2242611
indicated 15:18 19:2320:2234 | 45:12 464 e labs 12:1,5
o : . Kagan's15:17 | |ack 55:6
individual 11:1,2 | 42:16 4r:17,22,25 476 64-25 _

249 467 49:18 | Ivalid 101,24 | 4825212838 | o T Lander39:5
industrialized 11:1,4 53182157:23 | YT 0 40:20 47:16,18

29:20 invalidate 14:2 | 58:19597 ySE 48:17

Alderson Reporting Company



Official - Subject to Final Review

72

Lander's47:24
48:1 64:14,15

Laughter 38:21
48:16 53:16

law9:24 10:4
15:2517:1 30:1
32:11 39:12
48:24,24 495
50:4,14 51:8,17
52:11 59:10
60:11

laws 30:8 38:13

lead 9:13,14
28:25

leads 5:11

leaf 7:3,15,24
65:1

leave 13:17

leaves 7:3,12
25:6 36:22

led29:15

left 17:12 43.6
64:24

legidlative 45:22

letting 21.7

let's 7:5,24 32:20

level 25:1

license5:13

licensed 6:21

life 60:24

life-saving 59:16

limited10:13,13
10:15,18 56:22

line 42:25 59:9

line-drawing
34:25 353

list 22:20,20,20

litigants 58:23

little 26:20 32:17
52:5

liver 54:24 55:11
56:1,3,8,15

lock 12:10 20:15
20:20

long 4:1 22:19,20

30:24 31:2,16
60:19 62:20
longer 4:13 25:1
30:24 51:15
62:25
look 8:25 9:2
12:15,25 16:19
18:10,11,21
22:12,13 31:24
357 3719 40:13
41:17,25 45:15
45:16,20 57:13
looked 20:5
23:1150:19
looking 6:8 12:1
30:22 64.6
lost 21:15
lot 11:15,16 14:1
28:1 31:25
43:15,15,16,17
43:20,21 44:7
lots 23:4 45:13
Lourie47:15,17
47:21 54:19
lovely 15:6
lower 9:6 37:22

M

major 14:3
making 7:21,22
912 12:11
50:23 53:10
58:14 63:1
man45:24 64:8
manipulate 21:7
42:15 49:15
manipulated
48:12
manipulating
21.8
manipulation
4:1221:3,4,6
44:10,12 58:25
59:2
manner 34:2

42:20
Manson 50:13
Manual 51:4
markedly 19:3

20:3
massive 12:19
match 38:13
material 43:18
matter 1:12

24:17 27:17

30:21 31:8,12

31:14 33:25

39:10,11,13

40:1,2,5 42:21

47.24,25 52:25

58:18 65:9
Mayo 27:7 28.6

29:6,15,15

31:2332:12

60:1
mean 14:24

21:16,20,21

22:22 23.3,11

23:20 44:11,12

55:18,22 56:14

56:23
means 27:16

38:9 44:12
medical 25:4,7

32:3
medicinal 7:5
medicine 14:13

46:3,5,6,9
medicines49:23
mentioned55:8
merely 34:9

44:25
messenger 18:6
method 5:17,18

5:2565,57:17

60.8
methodology

6:14,18
methods 60:4
middle 38:6

million12:13

millions 48:9

mimic46:8

mind 19:6

mine 49:19

minute 64:20

minutes61:20

misimpression
64:24

misread 38:15
38:19,20

Mister 26:3

misunder sand...
25:21

misunder stood
10:12

modern 46:3,4

molecular 1:3 35
251

molecule 7:3
22:18,19,21
33:14 34:21
36:4.37:8 60:20
60:21

molecules33:17
59:7 60:7,16,18

moment 17:6
474

Monday 1:10

monopoly 27:13

mor ning 3:4

MRNA 17:21,23
17:25,25

mutated19:20
484

mutation 16:20
16:20,24

mutations 41:3

Myriad 1.7 35
3:12,14,20,21
3:22 4:22 8:23
94 11:15,20,21
12:5,14 34:20
42:4,13 43:2
57:2362:8,10

64:10
Myriad's 12:21
33:18

N

N21,131
name 35:25
narrow10:20,21
26:16
narrowing 10:4,4
nation 29:20 30:2
30:2
national 21:1
nations 30:1
native 24:12
25:11,15
natural 3:25 4:3
4.4,6,8,10
17:24 21:1 22:3
27:12 35:10
60:11
naturally 31:16
37:1963.9
natur ally-occu...
419
nature 3:20 4:12
4:13,1385,8
811,17 92,9
9:10 12:9,10,12
14:6,16 16:1,17
17:9,11,15 182
18:19,23 19:2,4
19:9,12,13,19
19:2320:1,3
21:7,15,18,25
22:2,13 247
27:12 31:16
34:7,12,13,25
354 37:12
45:18,21 46:2
46:10,11,12
49:21 55:3 57:8
59:3,5 62:6,21
63.8,24
nature-driven

Alderson Reporting Company



Official - Subject to Final Review

73
17:24 62:20 opportunity 46:8 | 4219436541 | 61:23
necessarily nucleotides 64:20 patentable 4:1 phenomenon
30:25 19:11,19 30:23 | opposed8:24 6:11,18,20 7:17 | 60:12
necessary 15:14 | 30:24 31:16 opposite 41:25 9:11,17 11:19 | phrased30:22
247 28:24 37:3 62:24 oral 1:122:2,5,9 26:6 29:21 30:1 | physical 60:7,12
need40:12 50:15 | number 34:10 3.7 24:1 339 30:21 31:10 pick 7:15 56:3
needs 32:12 37:5,6,741:24 | order 19:12 20:1 47:3,5 56:10,16 | picture 29:24
negated 34:2 42:14 34:10 58:10 63:3 piece 34:10 56:8
42:20 numbering 34:6 | organ55:1156:4 | patented6:15,16 | 56:9,9,14,16
negative42:20 | numbers35:21 | original 6:17,17 6:18 7:10 14:8 5711 62:11
neither 1.20 2.8 ought 28:2 17:1149:13,16 | pieces14:11
24:3 40:6 46:24 O outside 8:24 60:18 place 20:14,15
47:2350:21 02131 ovarian3:16 patenting 7:10 51:14
60:12 objection51:9 41:1 454 30:23 42:6 placed51:21
never 34:22 objectors519 | gwns20:22,23 | patents 9:20 14:9 | plant 7:4,13
48:23 obvious 26:6,22 14:14 15:19 30:11 32:20,22
newl:16,16 4:15 | 26:2427.2 P 26:1032:1,4 43:14,16,20,22
55,20,216:19 | 5219637 P31 33:14,18,19,19 | 43:2544:6,13
7.7,7810,12 |obviousy4l:11 | page2240:16 45:25 46:4 44:21 45:6,22
8:229:1,9,11 61:3 421 64:14 49:21 51:10 45:23 49:13
9:13,14 11:19 | obviousness paid 12:20 53:6 57:19 65:2,4
11:20 12:11 19:6,8 26:8,16 | pairs 18:7 58:16,19 59:21 | plants 45:23
14:12,12,13 26:18 27:9 28:4 | paper 34:10 60:9.62:7,9 49:2357:10
16:2,7,8 25:8 | occurs 161 parade 59:18 64:7 plausible 64:5
28:24,25,25 27:15 paragraph42:3 | pathology 1:4 | please3:10 24:5
33:17,21,22 ocean 48:12 part 9:25 10:1,2 35 33:1,12
34:21 35:12,15 | offer50:10 26:2324 27:1,1 | patient 42:8 point 12:8,9
35:1540:24 | offered37:2122 | 61:56238 patients 46:7 14:15 16:9 17:3
43114420 | Office33:16 particular 5:11 57:21 24:23 27:6 29:5
49:12,2352:25 | 90:1951:1,20 6411:25126 | people 14:11 30:4 31:7,21
53:3 55:10 52:6 20:830:6 3212 | 496 46:6 47:5 52:10
60:2461:4,5 | ©oh5910:11 37:941:20 435 | perfect 14:15 56:24 57:13
nine 63:18,20 151523 50:16 period 10:24 59:20,24 60:2
Nobel 137,17 | 0Okay18:16,16 | particularly permissible10:3 | 60:17 64:13
noncoding 17:19 | 18:2022:1320 | 44:2346:549:8 | 10:23 pointed51:19
note 60:18 23:1535:23 57.7 person15:1 23:3 | points 34:23
notice 51:7 40:3,442:10 | particulars31:20 | 52:1253:17,21 | posed43:24
notion 34:19 434 44:14 parties31:6 54:24 position 14:7
notwithstanding | 94125524 parts 54:23 per sonalized 25:17,23 28:13
13:11 62:18 55:18 46:5 29:19 31:10,20
novel 52:20 0ld36:1855:10 | party1:2128 | perspective 32:8,10,18 52:7
novelty 27:9 once 61:15 24:3 45:17 58:10
no-introns 18:19 | ones62:24 pass54:8,9 Petitioners 1:5 | possible 28:18
nucleotide 17:24 | opinion51:18 patentability 1:1724,1438 | 29:352:15
18:2 22:15 5411562601 | 3325341 11:10 14:2 possibly 48:10

Alderson Reporting Company



Official - Subject to Final Review

74
practical 27:17 62:18 63:12 pseudogenes reaches 10:22 reiterated 28:6
practice 51:14 problems 34.24 39:1540:21 reacting 60:21 r¢j ected 26.6
52:6 Procedure 51:5 48:3 reactions 60:22 57:6
precisely 38:13 | process4:1822 | PTO31:2551:12 | read17:14185 |relevant 33:24
preempt 25:3 4:2355,7,11 53:22,24 23:2,12,16 385 | reiance 31:25
preempted60:14 | 5:136:199:16 | public29:240:25 | 38:2339:1,9 32.251.21
preemption 9171519166 | 51:13 40:7,10 relied51:13
59:25 17:20 20:20 pulled65:1,24 |real 64:17 rely 24:17
preface 58:9 26:25 33:21,23 | purpose25:5 reality 30:24 remain 10:16
prefatory 24:23 34:17 41:12 457 really 9:1 14:20 11:9
present 20:11 42:17 473 purposes 7.5 21:14 29:7 remainder 22:6
60:4,8 49:1250:1 636 | 30:16 31:22 3211 remaining 61:21
presented3:11 | processes17:25 | pushing 48:25 36:19 48:22 remember 34:22
preserves24.7 22:3 3323 put 16:11 22:1,3 52:2455.1,4 removed17:19
presumption 41:11 36:9 59:13 574 removes 20:2
52:3 produces19:19 | puts18:1 realm 26:19 reoccur 62:21
pretty 26:22 product 4:6,8,10 | putting 55:1 reason 12:12 repeatedly 4:7
48:19 4:12,1353,4 63:21 14:21 22:12 50:13
prevail 16:1 5:11,12 9:9,10 45:3 46:3 52:1 | representing
prevent 14:8 12:9,10,12 Q reasoned 33:16 51:24
28:23 60:4 14:15 17:14,15 | question3:11 50:25 51:8 reproduced
prevents 12:10 21:1 2472712 | 625121823 | reasons 13:1 31:17
previous 61:6 34:25 35:3,15 13:2518:22 28:1,3 require 50:23
previously 7:8 37:24 4311 191215201 | REBUTTAL required46:20
primer 11:12 45:17,21 46:2 20:2522:8 2:12 61:22 59:3
46:20 46:11,12 55:3 24:21,22 28:2,8 | recognition15:5 | resear ch 24:17
primers 9:5,8 509:3,5 62:6 293,13309 | recognized27:7 | 58:12628,11
11:7 products 3:25 4:4 | 38:24 39:2 recombinant 64:11
principles3211 | 35:22 49:20 43:2347:6 486 | 14:2,38,10,18 | reserve 22:6
prior 12:4 profession 25:8 49:2 52:17 20:13,13,17,20 | reserved64:21
privilege31:55 | proffered8:23 53:2054:18 20:21,23 25:10 | resolve 32:8
Prize 13.7 95 63:7,15 25:15 27:23 respect 8:22 10.7
Prizes13:18 profit 14:18 questions 15:17 | 4:2 4 11:4 15:8,10
probability 38:13 | project 15:10 26:1864:25 recombine 14:12 | 36:20 47:16
486 Prometheus 23:1 | quite 10:8 16:2 30:17 51:16,20 62:16
probably 38:19 | properly 60:15 33541:16 record 9:16 63:20 64:14
50:4 proposing 62:2 46:22 20:10 39:3 respectfully
probe 9:22 11:11 | proposition quote 44:25 47:22 27:11
46:17,18,19 29:12 R reduced8:1 respond 64:23
probes9.5,8 protection5:2 — reducing 57:4 Respondents
101415117 | 2825812  |R31186 r efer 55:2 1:232:113:24
problem12:7 proves30:12 raises 29 14_ regard 36:4 29:18 33:10
34:5,7 36:18 provide 32:14 randomly 19'19 regions 17:19 response 59:2
433552,18 | provided121 | Fationalesdd i povigers1:7 | responses5L9
58:14 60:5 provision 28:20 reach22:12 reinforces62:6 | responsive 27:25

Alderson Reporting Company



Official - Subject to Final Review

75
restrictions 20:25 30:21 184,17 44:9 9117:2424:12 | 35:2036:2,9,14
49:21 31:12,24 32.4 | segment 30:23 35:14,1564:12 | 36:2156:7,13

rests 24:25 38:3,16 395 41:20,24 singular 29:19 61:25 62:15
result 14:14 40:5 43:19 segments 62:20 | sit 21:25 59:25 63:1,5,14,21
27:15,21 41:4 55:1356:15 sense 15:15 sits51:17 59:10 64:1
57:21 62:17 63:22 21:24 26:17 dtting 16:17 so-called 37:6
return31:21 64:2 42:24 62:5 Situation 29:16 45:17 55:3
right 10:25 22:18 | says 22:14,18,18 | sentence 33:25 31.6,23 special 58:6,6
24:21 287,10 23:19 30:23 42:1961:13 Sidmore 51:16 | specific13:23
31:11,19 437 34:1 40:20 Sseparate 19:14 | small 19:21 27:1 51:7 54:4 60:6
43:14 44:13 45:22 47:18,22 | 554 63.7 271 specifically
49:1 52:22 62:20 SEQ22:16 375 |smaller26:23,23 | 64:15
54:19584 64:3 | SCALIA 6:13 37:6 41:.24 54:21 specification
64:3,12 12:17,22 13:3 42:14 snip41:13,14,14 | 27:1050:18
risk 3:16 454 14:17,24 156 | sequence 14:5,6 43:2,5,17 55:19 | stage 27:4 28.3,4
60:11,14 21:14,2037:13 | 19:1122:16 56:16 61:17 289
RNA 186 school 367 235 30:25 snipped43:9 stand 10:1 11.5,8
ROBERTS 33 |science4:2564 31:17 34:14 44:25 474 dart 3:17 4:3
417519 12:1516 14:14 | 42961:10 snippet 19:21 20:25 354,23
23:23,2526:13 | 39:10,11,12,13 | 63:24,25 snipping 17:10 garting 40:16
26:2127:24 40:1,2,551:8 sequenced17:13 | 41:1342:25 starts4:6 21:1
33:1,741:2,6,9 51:18 59:11 sequences31:2 60:2361:4,12 | States1:1,13,20
42:10,23 43.4,8 | scientific 254 35:20,21 379 |solely.27:15 2.7 24:2 25:17
61:1,14,19 41:11 64:18 sequential 34:6 | Solicitor 1:18 29:1951:24
64:19 65:6 scientist 14:5 serious 34:24 42:551:3 64:9 65:5
rocks 57:10 17:22181,3 set 22:16 32:13 | somebody 5:3 statute 52:24
routine 4:25 5.8 21:8,16,17 222 | 32:14375,5 14:21 statutory 60:13
6:3 40:7,10 61:16 56:20 someplace 48:11 | step 25:16
rule11:10,11 63:23 Shattuck 42:2 something's stop 3:17 62:8,11
582 scientists 12:25 | shore 48:13 48:13 64:11
rules32:13,14 13:17,1922:1 | showing 35:24 somewhat 20:12 | story 41:23
run 49:20 25.7 38:4,15,16 | shown 53:11,12 | sorry 10:11 graightforward
40:6 shows 9:16 55:6 29:16 47:1,12 50:22
S score 42:5 shut 1251322 | 534 strand 38:10,10
S2131 sear ch 48:22 side 24:11 31:23 | sort 29:10 34:4 41:21
salt 35:10,14 second 8:8 9:4 3224312555 | 36:13,13,22 | strength52:3
36:9,15 secr et 29:1 59:1 46:1 48:22 strictly 45:20
sample 16:22 secrets 3:14,22 | significant 51:2 | Sotomayor 5:24 | strike 9:23
samples42:8 section27:8 34:1 | 62:12 10:19,25 11:3,7 | striking 62:1
sap49:12,1417 | 42:1951:4 similar 31:23 16:9,15,25 17:5 | strong 19:8
saps 49:23 52:16 53:10 48:23 17:8 19:5,14,17 | struck 10:17
satisfying49:12 | 54:39,10557 |simple46:11 24:1426:12 | structure 35:24
saving 60:24 55:9 56:21,23 | smplistic36:19 | 30:2031:9,15 | structured28:17
saw23:21,21 56:24,2558:24 | 37:21 33:20 34:1,4,16 | structures52:21
saying 13:16 see 6:9 16:19 simply 6:8 7:15 34:19 35:7,9,18 | stuff 14:25

Alderson Reporting Company



Official - Subject to Final Review

76
subject 6:2 29:21 | swallow7:15 test 5:2527:8,9 50:2152:4,12 | true8:2515:21
30:21 sword 297,14 27:10,1057:14 | 52:14,2353:18 | 1614 19:16 25:5
subjected27:13 | system24:8 347 | 60:22 54:2,25,25 26:7,9,10 29:11
submissions testing 12:5,6 55:11 56:23 36:4 37:15 38:2
38:23 T tests 6:1,2,3 57:16,1958:20 | 385 46:19
submit 27:11 T211 27:22 58:21 60:2,17 | truism46:12
submitted65:7,9 | tag20:9 thank 16:13 62:17 63:17,19 | truly 18:20
subsidies58.6 tagged 9:21 23:23,24 336,7 | 63:2264:4 653 | try 14:21 21:22
substance 72 | tagging 9:16,17 37:261:18,19 | thinking 34:8 25:8 27:22,23
21:11 27:12 10:8,9,1320:16 |  61:24 65:6 thinks 63:2 30:16 44:24
30:11,14,18 | tags46:17 theory 52:14 thought 13:4,8 55:24
335 take 6:24 17:23 | therapeutic 15:18 20:6 trying 44:22 46:6
substantial 15:13 | 26:233412,19 | 30:12,16,18 26:13 34:11 52:16
43:11 54:4 36:1441:23 32:23 38:4 40:20 tube 60:22
substantially 87 | 42154324 | therapeutically | 47:17 49:3 turn 22:17 30:17
successful 59:14 | 44:1251:15 30:18 54:19 two 3:14 8:6 9:4
59:15,15 52:5,956:16 | thing 18:1922:17 | three8239:6,6 | 159 17:16
sudden41:18 59:3 64:19 32:19,2136:23 | 61:20 36:12 38:7
sufficient 15:8,8 | taken4:158:5 41:13 44:2,3,16 | threshold 27:8 45:14,15 56:17
15:9,20 58:11 17:1222:9 44:20 45:10,12 | throw34:9 two-edged 29:14
suggest 18:25 25:2544.17 46:148:22,23 |tie33:4 tying 49:7
29:20 45:8,9 49:850:1,2,2 |time22:6,926:8 |type 22:19,21
suggesting 56:8 | takes11:15,16 56:4,4,12 577 | 26:1048:10 37:17
suggests 16:5 222431516 | 57:121560:22 | 59:21,22 60:19 | types49:23
sun57:5 43:2046:11 64:23 65:4 64:21 typically 48:3
super-microsc... | talk 54:22 things4:19 12:13 | told 38:15
18:11 talking 41:12 12:2513:13,15 |top41:14 U
support 23:8,17 | 43548:18,20 13:2114:13 | totally 4:21 U18:7,13,18
supported51:8,8 | 948 20:19 26:16,16 | Trademark ultimately 35:6
supporting 1:20 | taught 48:24 34:10 36:12 3315 42:18 50:20
2:8 24:3 taxpayers 12.20 | 48:3 49:20 transformed86 | 9821
suppose 7:2 15:15 57:2161:3 63:23 un40:21
25192021 | techniques291 | think 4:205:15 | treat 49:16 understand 10:8
48:8 technologically | 687:168:21 |treatise23:9 26:1227:1,3
supposed13:17 | 9915 11:1412:24 | treatments14:12 | 30:2031:15
Supreme 1:1,13 | technology 25:10 | 154 57,16,23 |treats 7:6 32:16,18 38:3
wure 7:1 8:14 40:17 15:25 22:9 tree7:15,24 42:24 45111
14:24 15:11,12 | tell 5:2411:13 24:19,20 25:16 | 37:24 41:17 48:7 50:5 60:3
17:7 22:10 16:2338:17 25:24 27:5 48:11 61:2 62:16
27:24 34:18 39:6,1440:6,7 | 29:1324 30:3,8 | trees48:10 under standing
35:19 41:8 40:951:6 58:17 | 31:6,1232:16 |tremendous7:5 | 20:8,112514
52:2054:16 | tells40:11 38:22,22,24  |tried57:17 25:14,20,21
61:14 term23:19295 | 39:2 40:13 troubles7:1 41:9,10 30:3
surrounded25:2 | 90:155911 43:22,23 44:22 | troublesome 56:21,21
sustainable 31:3 | terms 45:25 45:14,18 47:20 | 46:3 under stood 37:7

Alderson Reporting Company



Official - Subject to Final Review

77

45:19 utility 33:16 Washington1:9 | wouldn't 18:18 62:24
undifferentiated | 50:15,17,20 1:19,22 26:17 30:1 43:2 | 150,000 32:1

40:22 51:1533,12 |was't5:2561 | 46:20 16 33:18 64:14
uneasy 49:5 54:458:1659:8 | 6:16 20:7 write 16:21 36:;5 | 193045:22
unfortunate watch 57:2 63:2

49:19 v waves48:12 written31:3,10 2
uniform 58:2 V16355013 | way31152,13 |wrong3:1938:16 | 2236 37.6,6
unit 54:21 5119 5:16,16,20,21 | 395405811 | 41244214
United1:1,13,19 | vaccine 4:2 6:87:7,7 9:11 47:19 200150:20 51:1

2.7 24:2 2517 | valid 9:25 9:13 24:16 20131:10

20:18 51:24 valuable 16:10 30:22 34:7 X 2107514

64:9 655 30:18 35:12 375 427 | X 12,8 23517
unknown 7:8 value 7:16 81 482 49:15 54:7 , 242:8
unlocked3:14,22 | 16:16,1961:25 | 547 63:23 64:5 - 27423
unmanipulated | 625 ways86 4515 | Yean12:24 28242:1561:11

45:24 values57:18,20 45:15 year 5§§13 u 3
unnaturall variety 12:25 weren't 64:20 years 33.1,

o Various 1312 | | 33 331518489 |324 374
upheld 14:9 vast 57:11 were 10:16 5L1359:21 | 30-plus 526
uphold 62:9 Verrilli 11826 | 11:2213:16 60:23 313314
upholding62:1 | 23:25241,419| 2420203112 | YOk 11616 3321133113
upr oot 44:13 2513232647 | 31:1941:11 - 37040:16
uprooted45:9 26:22027:5285 | 435497548 | 70105119 2
use5:3,12,19 281429417 | we've 37:20 575 188101

718991014 | 29:22,2431:4 57:6 64:4 1 '

11:11 14:11 31:11,18 32:15 | wherewithal 329 | 122:15 16 37:5.7 5

16:7,8,1121:10 | 32:24 332351 | whooping 4:2 42:1461:11 562:23

21:1323:19 view20:4 21:23 | woman6:7 16:21 | 10:04 1:14 3:2 5,914 37:3

24:10 25:11 265152910 | 64:8 10060:23 5049:23

27:23306,7,13| 49450810 | women40:25 101 27:8 28:19

334 34:17 violates27:19 | wonder 39:22 52:16,17 53:10 6

35:1537:21 | Virus4g4 wonderful 49:16 | 54:3955:14,16 | 662:23

45:8 49:3,14,15 W word22:25493 | 5521 56:21.24 | 61214

49:1550:2,14 words 39:4 54:5 56:25 57:4

532 64:21 65:1 | WA S5 136,15 1\ 1 89.911:16 | 5goa
useful 20:19 13:1718:22 11231221 | 1025410

30:11 40:24 1921 22:14 20:1227:9,10 | 10342-1954:10

5205531114 | 23152421 52:24 56:24 55:7.9.11 56:23

53:19 60:24 82173716 1 \yr1q13:2 3422 | 103 341
uses4:226:15 | 9984094516 | 5595 67 11-1165.8

11:1820258 | 4965710 | \ried141 | 1233155113

30:15 32:20 Want_ed 31'_7 49:7 12-398 15 3:4

3354312 wanting o5i2 worry 11:21 151:10 19:18,19

4513536,6 | Wantss3,12 15:16,24 30:23.24 31'1
usual 13:14 washed48:13 worthwhile13:14 | 31:16,17 62:19

Alderson Reporting Company



