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Hartmut Schneider, M.D., Ph.D.

WASHI NGTON, D. C., WEDNESDAY, AUGUST 30, 2017,
9:03 A M
HARTMUT SCHNEI DER, M D., PH. D.
havi ng been first duly sworn/affirnmed,

was exam ned and testified as foll ows:

EXAM NATI ON
BY MR. KANE

Q Good norning, M. Schneider.

A. Good norning.

Q Could you please state your nane and spell
your name for the record, please.

A. My nane is Hartnut Schneider, Ha-r-t-mu-t,
| ast name Schneider, S-c-h-n-e-i-d-e-r.

Q And what's your current business address?

A.  The business address is -- primary address is
Johns Hopki ns, 5501 Bayvi ew Boul evard in Baltinore.
That's the asthma and allergy center of the departnent
of pul nonary critical care nedicine of Johns Hopkins
Uni versity.

Q Dr. Schneider, have you ever been deposed

bef ore?
A.  No.
Q So l'll go over a few of the ground rules. |
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Hartmut Schneider, M.D., Ph.D.

I magi ne your counsel has done the sane.
You understand this deposition is being taken

In connection with a series of |IPRs between ResMed and
Fi sher & Paykel ?

A.  Yes.

Q And you understand that you're under oath
t oday?

A.  Yes.

Q And that your testinony today is just as if

you were giving it in a court of lawin front of a

j udge?
A.  Yes.
Q And the court reporter will be taking down

t he questions and answers today. So it's inportant
that we try to nake it easier on her. One thing is |
wll try to make sure that | let you finish an answer
before | start tal king and ask a question, and
li kewise, if you can let nme finish my questions before
you start answering, that would be hel pful. All
right?

A Al right.

Q The other thing that's hard to do is you have

to answer audi bly, a "yes" or "no, not a nod of the
head or a shaking of the head or an "uh-huh" or an

"“uh-uh" because those are hard for the court reporter,
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Hartmut Schneider, M.D., Ph.D.

obviously. All right?

A. Al right.

Q If you don't ever understand a question
today, please let us know, and | will try to clarify
and make it nore understandable for you. Okay?

A, Ckay.

Q If you ever need to -- sonmewhere along the
way you want to nodify an answer, you have sone
addi ti onal thoughts in your head that cone to m nd
that you want to add to your testinony, please |let ne
know and we'I| take care of that. All right?

A Al right.

Q Your attorney may object fromtime to tine,
but in general, you will answer the questions unless
the attorney instructs you otherw se. Ckay?

A, kay.

Q And we will try to take breaks approxi mately
once an hour or so, but if you ever need a break, just
l et me know and we will break. Just sort of a caveat
wi Il be that we ask that we not take a break when
there's a question pending. W'Ill let you give an
answer audi bly, and then we can take our break. All
right?

A. Yes. Al right.

Q Is there any reason why you cannot give
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Hartmut Schneider, M.D., Ph.D.

accurate and truthful testinony today?

A. No, there's no reason.

Q Okay. Dr. Schneider, what did you do to
prepare for your depositions today?

A. | got a substantial amount of docunents that
is related to the patent and the claimand the case,
and over the last six nmonths | was readi ng and
preparing nmy decl aration, and that was tens of hours.

Q Ckay. Specifically, say, in the last few
weeks since you' ve | earned of your deposition, what
have you done to prepare for today?

A. Just reading and the -- the materials again
and agai n, over and over again.

Q Did you neet with anyone to prepare for your
deposition?

A. | did not neet with anyone from any conpany,
fromany of this. ResMed or Fisher Paykel. And the
only nmeeting we have had was with ny attorneys this
nor ni ng and occasionally there was a neeting.

Q COccasionally -- I"msorry?

A. Occasionally, if | have questions in the case
of the declaration, how to put this in wording, there
was phone calls too.

Q Okay. So in terns of preparing for today,

you reviewed the materials again?
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Hartmut Schneider, M.D., Ph.D.

Yes.
And you had a neeting with your |awers --
Yes.

-- this norning?

> O »>» O »

Yes.

Q And other than that, did you have any ot her
preparation?

A. W have had general neetings with ny
attorneys about what the deposition is. What is the
form Exactly what you have witten -- what you said
before, that | have to swear, the formof how a
deposition goes, speak to the end, all of what you
menti oned before, | was instructed by ny attorneys.

MR. BELLI NGER: You shouldn't get into the
content of the conmunications.

THE W TNESS: Yes.
BY MR, KANE:

Q Ckay. Have you ever spoken to anyone at
Fi sher & Paykel regarding this dispute, or these
di sput es?

A.  No.

Q Have you spoken to any person other than your
| awyers in connection with these di sputes?

A. |1've been talking to ny coll eagues that |

need to spend tine on the case, yes. Not telling
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Hartmut Schneider, M.D., Ph.D.

about the contents of the case.

Q Certainly.

(Previously marked Exhi bit 2004 was handed
to the witness.)
BY MR. KANE

Q I'mgoing to hand you one of your
declarations. And this was a declaration that you
filed in connection with the IPRs relating to the
7,111,624, the 8,091,547, and the 8,550,072 patents.
It's been previously marked as FPH Exhi bit 2004 and
| PR2016-01716.

Are you famliar with this docunent?

A. Yes, | am

Q And just could you turn to Page 96 for ne at
the end of the docunment. That's your signature?

A. That is ny signature.

Q Al right. You nentioned earlier that you
had been working on this dispute for approxi mately six
nmonths. Do you recall when you first started working?

A. No, | don't renenber exactly. It could be
April, My, end of March. Mire in the April range.

Q Ckay. Do you recall when you began wor ki ng
on the actual physical docunent for the declarations?

A.  The docunents may have been sent maybe four

weeks later than after signing all the contractual
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Hartmut Schneider, M.D., Ph.D.

wor k and NDAs and all of that.

Q Ckay. Wthout getting into any specific
communi cations, can you describe the process by which
t he docunents were drafted?

MR. BELLINGER: [|'mgoing to instruct you,
consi stent with the question, to not reveal
contents --

THE W TNESS: Yes. Yes.

MR. BELLINGER: -- of communications with
your attorneys.

THE W TNESS: You nean this docunent

(i ndicating)?

BY MR, KANE
Q Yes.
A. It's the same nmethod than what | do usually

when | wite scientific papers. You m ght have seen
|'ve done lot of scientific papers. I'mdrafting the
paper first. The nmethod is drafting the first
proposal and then going over and over this again,
dictating, getting this witten out, and then in the
end, in such a docunent as it is in a scientific
paper, 50 versions of it.

Q Ckay. Wen the drafting began, did you start
the drafting process or did your counsel send the

draft to you?
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Hartmut Schneider, M.D., Ph.D.

A. No. |It's the other way around. |'mdrafting
and then, of course, with the counsel needs to be
wor ded specific legal words. You see, I'mwiting
very well in nedical term nology, but when it conmes up
to Il egal term nology, and of course, also, ny counsel
i nformed me of what is obviousness, what is the | egal
definition of specific things that | needed to know in
order to draft sone response to it.

Q Ckay. Very good. Thank you.

So with that, let's turn to the declaration,
and | believe Paragraph 3 on Page 1 you describe your
education. | see that you have a nedical degree from
Phillips University in Marburg, Germany. [|s that
true?

A. Yes, that's true.

Q Ckay. And then you received a Ph.D. from
that same institution in 1999?

A.  Yes.

Q What was the Ph.D. in?

A.  The Ph.D. was in studying the bl ood pressure,
cardi ac function in dogs, and in these dogs we
I npl ant ed several probes along the heart into the
vessels. Also invented a few new nethods to do these
studies in a sleeping dog so that we could study the

effects of sleep apnea and the heart.
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Hartmut Schneider, M.D., Ph.D.

There had been actually four publications of
it. There have been good publications fromthe Ph.D.
st udy.

Q Ckay. Thank you. Wien did you first begin
working in the field of sleep disorder?

A.  1987.

Q Ckay.

A.  March 1987.

Q And how did you enter into that field?

A. That is a very good question. In the end, |
was fascinated that there's a novel area that |
haven't | earned anything about in ny nedical school.
| was one of the best students, yet | did not know
anyt hi ng about how ny patients coped with the disease
when they are asleep. One of the first patients that
was admtted to ny ward, | thought he would either die
or would be on the ICU the next norning, yet, the next
nor ni ng when | cane, he was so markedly better, and |
needed to find out why. And he was actually admtted
to the sleep center, and that, of course, awoken ny
curiosity in that field. That's why | stayed there.
That's why | stayed in that field.

Q VWhen you say that patient was in poor
condi tion, you thought he was going to die, was that

the result of his sleep apnea?
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Hartmut Schneider, M.D., Ph.D.

A. Yes. Yes. It was a Pickw ckian Syndrone.
That nmeans you have sl eep apnea for |ong years that
has affected your lung -- the bl ood pressure in your
l ungs. So there's pul nonary hypertension. And
because of the changes in the lungs, the gas exchanges
also alter. So they have | ow oxygen levels. That's
the third synptom And because of sl eep apnea, they
are so sleepy they can't stay awake. And the
henmbdynam ¢ consequences of that first patient in 1987
was not well known.

That's why that led to my Ph.D. thesis
10 years ago, but it also was the index case for ne to
stay in the sleep nedicine area.

Q I n Paragraph 4 of your declaration you
mention several manufacturers that you have worked
wth over the years. The first is a conpany referred
to as "SEFAM' based in France. Do you see that?

A.  Yes.

Q And what type of work have you done with
SAFAM? |s that how you say it?

A. Yes. In 1987 the devices to treat sleep
apnea canme fromthat French conpany, and at that tine
| even not aware that ResMed even existed at the tine.
It was founded in 1987. We were only aware of

Respironics and SEFAM a French conmpany. And these
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Hartmut Schneider, M.D., Ph.D.

CPAP machines, the first CPAP machi nes, they were as
bi g as a nightstand, and, actually, you had to repl ace
your nightstand for a CPAP nmachi ne that were al nost
built like that, that you put your night [anp on the
CPAP machi ne.

Al l the nmechanical parts, |like a valve and
pressure portion of a valve were nechani cal devices
that were attached at the end of the SEFAM devi ce.
The SEFAM device was a sinple, big drawer hidden in a
ni ght st and.

Q So what kind of work or consulting have you
done with SEFAM over the years?

A. SEFAM was then actually the conpany Matals
El ectronics, which was later naned to MAP. They had
the sublicense for selling SEFAM devices in Gernmany,
and Matals Electronics is the nane that applies,
I nproved the devices fromthe French conpany, SEFAM to
smal | er devices, and they were an integral part with
t hat devel opnent.

And, of course, in 1987 the sleep center
where | was working for was the only academ c sl eep
center in Germany. Actually, there was only nine
sleep centers at that tine in Gernmany, and because of
t hat engi neers and people in both electronic and

mechani cal engineers in that field consulted us, what
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Hartmut Schneider, M.D., Ph.D.

Is the need and what should be the specifications for
a treatnent device. And that is the start of ny
consulting in '88 already for nedical conpanies.

Q And was that consulting in '88 for SEFAM or
for MAP or both?

A It was for in between. There was first
Matal s El ectronics. They did other electronics than
al so just sleep apnea devices. Later, as the sleep
field closed, in the beginning of the "90's, the
conpany was then separated, sleep field, and it was
founded as MAP which neans nmedicine for arts with
physi ci an and patients. |In Germany we don't call it
MAP. We call it MA-P. And that was |ocated in
Muni ch.  They noved from Frei burg to Minich

Q And how long did you consult with SEFAM?

A. SEFAM was -- as | said through this Matals
El ectronics. So there was no direct contact between
SEFAM and nme. It was through Matals Electronics. It
m ght have been one year, two years. | don't recal
exactly the transition.

| know the people who were involved in Matals
El ectronics, and | know there was that transition. It
has to be sonmewhere in the '87, '88, '89, even into
the "90's. | don't recall when the exact transition

time was between Matals El ectronics and the foundati on
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Hartmut Schneider, M.D., Ph.D.

of MAP.

Q How long did you -- and then do | understand
correctly you noved fromthat relationship to a
consulting rel ationship for NMAP?

A.  Yes.

Q And how long did your relationship with MAP
| ast ?

A. That lasted from-- again, fromthe begi nning
of the '90's until the purchase of MAP by ResMed.

Q Do you have a recoll ection of ResMed
pur chased MAP?

A.  That nust be sonmewhere in 2003 to 2004 range
because | devel oped an Aut oCPAP device with MAP and ny
col | eagues at Johns Hopkins, and we have had -- it was
during ny fellowship and beyond. 2001 there was a
meeting in Dresden and in Miunich. So the purchase of
MAP nmust be sonmewhere in 2002, 2003.

Q Ckay. And |ooking again at Paragraph 4, it
says that you were a consultant medical advisor for
MAP during that time; correct?

A.  Yes.

Q And you worked, | think you said earlier,
with MAP's device engineers and software designers to
devel op CPAP nmachi nes?

A. Yes.
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Hartmut Schneider, M.D., Ph.D.

Q VWhen you say, "device engineers,"” | think you
menti oned earlier nmechanical and el ectrical engineers.
Is that what you're tal king about?

A. Both mechani cal engineers and el ectrical

engi neers and al so software engineers. Not -- and we
have had -- particularly when | was a fellow at Johns
Hopki ns, | brought over the consulting contract from

Germany to the U. S., and during that period we've had
engi neers staying with ne for weeks and weeks and
weeks. So MAP actually sent an engineer to Baltinore
in order to facilitate all the necessary devel opnent
needed for creating -- we created three CPAP devices
for MAP.

Q Ckay. Let nme walk through those. Can we
start with the first device and what your invol venment
was in that first device?

A.  You see, in 1996 -- no, 1995 | visited MAP in
New Yor k because of a very basic concept, and that was
how to -- at that tinme CPAP machines did not neasure
air flowinside the machines. It was sinple blowers,
and there was no cl osed | oop, no neasurenent of flow.
There was a neasurenent of pressure, but not air flow.
And that is actually still true for nost CPAP devices
nowadays.

Now, the concept if you were to neasure air
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Hartmut Schneider, M.D., Ph.D.

flow in your CPAP machine, then we can actually
measure not only the breathing pattern of a patient,
but we can al so neasure how nuch the disturbance of
t he pharynx is. W can quantify that. At that tine
we called this the bl ood pressure neasurenent of the
upper airway.

Q Are you saying "blood"?

A. Blood. You'll see it's the sanme -- when you
have hypertensi on you m ght have synptons |ike |ight
head or headaches. That was the state of sleep apnea
medi cine in the past. W counted how many events
soneone has, but we did not quantify the disturbance
t hat causes the headaches in this case -- right? -- or
t he apneas.

So the basic concept was if we integrated a
quantitative flow neasurenent and with sonme fancy
al gorithms, we can then determ ne the cause, quantify
t he cause for sleep apnea, and that would put -- now
let's say in other words, they were so intrigued by
t hat because it would put them on an advantage agai nst
conpetitors. So the first machine we built was a
so-called critical closing pressure machine, PCRIT
machi ne, that uses a CPAP nachine and the al gorithns
to neasure the critical closing pressure, as | said,

which is simlar to blood pressure neasurenent.
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Hartmut Schneider, M.D., Ph.D.

And if you look up in nmy applications, |I'm
wel | known in the area of pathophysi ol ogy of the upper
airway, and | use these machines for years to cone.

Q And by "closing," you nean cl osing of the
ai rways?

A. Closing of the airway, yes. And this machine
was i n production for the scientific community, and
the scientific community around the world were using
t hese machi nes. And when ResMed purchased MAP, they
continued that production for scientists.

Q Are those machines used in sleep centers?

A. Yes, in sleep centers who are doing
scientific work only.

Q  Ckay.

A. Second nachine we built, that was in '98, the
know edge gai ned fromthat nmachine can be transl ated
into an automated titration nmachine for being used in
sleep centers so that we can titrate and adjust the
pressure in an objective way rather than being -- you
needi ng technicians, well-trained technicians in doing
this one night this way and another night this way.

Thi s machi ne was cal |l ed Autoset CPAP nmachi ne.
This machi ne went onto the market in Gernmany,
commerci ally avail abl e, but not outside Germany. And

t hat machine was only nmeant to be a transition in
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Hartmut Schneider, M.D., Ph.D.

gai ning experience in the lab by technicians, but it
was neant to be an interimdevice, a transitional
device to create a fully automated CPAP devi ce.

And the difference between fully autonated
and this Autoset device is that the Autoset device was
meant for in-lab use, but the design was not
applicable for hone use in a patient. So both the
external design and the internal design needed to be
made -- adopt to the needs in the hone of a naive
patient, to a | ayman person, not to a specialist.

And t hat Aut oCPAP machi ne al gorithm was then
devel oped with mat hemati ci ans, statisticians who cane
al so outside MAP, and it was devel oped within one and
a half years period, and it was neant to conpete, of
course, with the market | eader at that tine. At that
time it was ResMed Aut oset device.

Q What was your role in the devel opment of that
Aut oset devi ce?

A.  That both the Autoset device and the Aut oCPAP
device, ny role was devel oping and testing the
al gorithns that allows you to adjust the pressure. |t
was to create a report that clinicians can read and
interpret. M role was testing it on a case-by-case
basis, the validity of the algorithnms, testing the

hardware in terns of what if you attach a humdifier
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Hartmut Schneider, M.D., Ph.D.

to the device, how does that affect the algorithns.

Hel ping to reduce the artifacts both on hardware --
the artifacts so that an algorithmthat's based on

fl ow measurenent and pressure -- that the algorithmis
fail-safe but still nmeasures flow and pressure and the
conditions that CPAP is intended to be used.

"Il give you an exanple. |If you were -- the
initial humdification chanbers for MAP devi ces, they
were -- they showed ne one where it created bubbles
into the water chanmber. That was a very common way to
hum dify the air. You see this in, for instance,
oxygen treatnent devices. Now you can consider that
bubbl es can create turbulence or fluctuations in the
flow signal, and the signal-noise ratio was so
di sadvant ageous, particularly when you have very | ow
breat hing fl ows.

But that's one exanple where | said to the
engi neer, "No, this type of Hum dification will not
work." O if they have -- of course, at that tine
there was the transition between cold humdifiers and
warm hum difiers already. So we | ooked at al
different types of Humdifiers that were avail abl e and
had to find one that has the best noise-signal ratio
for our accurate neasurenents of flow and pressure.

But that's one exanple. There's multiple
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ot her exanples of ny involvenent, study, study design
as a co-Pl, PlI, both studies in Germany and at
Hopki ns.

Q Okay. And so you had the Autoset original
device that was used for -- in the lab for the
techni cians, and then you had the Autoset CPAP devi ce.
Was your role any different with respect to the
Aut oCPAP device for honme use?

A. It was not the Autoset. Autoset was reserved
for the ResMed device. We call this "AutoCPAP." The
role in the end was, you could say, nore senior

because of ny experience with the Autoset and PCRIT

machi ne.

REPORTER MARTIN:  The what?

THE W TNESS: PCRIT, P-c-r-i-t. It was nore
focused than -- on the algorithns site and testing the

algorithmsite of the AutoCPAP and identifying and
finding an algorithmthat used the air flow signal and
the pressure signal to differentiate between wake,

non- REM and REM sl eep.

As you know, you only need to increase the
pressure when you are asleep, and you have the problem
of sleep apnea. Sleep apnea is the disease that only
happens during sl eep. \When you are awake, you don't

have that problem
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So in the ideal setting, you would like to
identify sleep first and then open up all the
al gorithns that can accurately neasure and be very
specific and sensitive, but to turn off the algorithns
when you are asleep -- when you are awake. That was
t he basic principle on that Aut oCPAP device, to
devel op that algorithm to nonitor sleep or estinate
sl eep and wake based on air flow signal and bl ood
pressure.

In order to do that, we needed col |l aboration
with statisticians and mat hematici ans, and that was
M chael Louk, who was trained at the MT in Boston but
has founded a consulting conpany in Freiburg. W both
t hen worked together as a teamfor MAP for the
Aut oCPAP devi ce.
BY MR, KANE:

Q At sone point did your -- were there any
ot her devices that you worked on while you were with
MAP? O consulting with MAP. |'m sorry.

A. During that period | did not work on ot her
devices than just for MAP. There was an abrupt end to
the consulting both -- for two reasons. The | ead
engi neer at MAP wanted to becone i ndependent, and he
formed a new conpany with M chael Louk who was the

partner for the devel opnent of Aut oCPAP, and they
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devel oped a so-called TN high-flow device.

And that ended up in a dispute between MAP
and these two engineers. The |IP around that algorithm
t hat was shared between ne of the AutoCPAP, it was IP
me, the mathematician, M chael Louk, and MAP, and t hat
departure fromthis | ead engi neer ended up in a | egal
fight.

MAP wanted to continue to work with ne. So |
was spared for that legal fight. 1In fact, | was nore
a W tness between those engi neers from MAP who were
bl amed by MAP to stole IP from MAP. So that was one.
So | forgot about it when you -- does that count as
deposition, or I was just a witness in Germany for
expl aining ny position in the devel opnent conpared to
t he ot her one.

So if that counts to the question whether |
was already in court like this one, then | have to
correct nyself. It was just half an hour.

“Dr. Schneider, what is your role here in this

devel opnent,"” and | don't even recall how long it was.
| don't recall any of the questions anynore. The
bottomline was | continued to work until the end,
until the transition from MAP to ResMed as a

consul tant .

Q And so that dispute, that was in a court case
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i n Germany?
A. That was in a court case in Gernany, yes.

Q And you testified live in front of a judge in

Ger many?

A. | believe it was, or was it -- yeah, |
believe it was. It was a long table like this with a
judge on the other side. | don't -- and it was in

court, yes.

Q \Where was the location? Was it Minich?

A.  Mini ch.

Q And then if | understand correctly, you
continued consulting with MAP until ResMed acquired
MAP?

A.  Yes.

Q And is that when your consulting ended?

A. MW official consulting ended there, as did
all nmy contracts. Initially, | had contracts that
i ncluded royalties of the device. | still received
royalties in the first few years because that Aut oCPAP
was on the market in Germany, but, of course, it was
phased out by ResMed, and then the royalties phased
out .

| don't recall how | ong nmy consulting
contract went on through the transition period. That

has sonewhere term nated as well. Maybe it was stil
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al ready under the ResMed unbrella because contractual
work still continued. | don't recall that anynore.
Somewhere in the 2003 or 2002 area. W have had al so
contractual work at Johns Hopkins with MAP, and |
needed to be commtted too as well under the MAP only
or under the ResMed. | don't know.
Q Did you have any di scussions with ResMed
about consulting after that transition?
A. No, | don't recall that | have any

di scussions to apply with consulting contract. What
we have had during the transition, of course, was
expl ai ni ng our thought process. | was invited by
ResMed, by Peter Farrell, to explain the concept of
critical closing pressure. In fact, he said to ne,
"Hartnmut, | don't know what you are up to," and he
called this to nme and ny friend, Professor Schwart z.

And when we both said, "W are preparing
ourselves for the post-CPAP era,"” he didn't |ike that
answer because CPAP business is the core business.
But that was an ad hoc invitation to talk to the
ResMed foundation, and | don't know when that was.

And then, of course, continues over the years
at neetings. Peter Farrell was always at neetings,
very vocal to the nedical comunity. There was al ways

di scussi ons about scientific meani ngs but not about
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busi ness.

Q Was there any -- but there was no di scussion
about consulting for ResMed?

A. | don't know. | don't recall. |[|'ve never
received a direct consulting contract from ResMed.

Whet her there was a di scussion or not, then | refer
this to John Hopkins office of conflict. Al ny
consulting contracts are managed by that. Since one
of ny col |l eague, Jason Curtness, has had direct
consulting contract with them and our institution and
Schwartz had a research contract with them | had to
recuse nysel f anyway.

Q Wiy did you have to recuse yourself?

A. Because of the policies of John Hopkins.
Conflict of interest have to recuse ne to be active
part of that work that ResMed was doing with ny
col | eagues and with the institution. | had to recuse
nmysel f somewhere in the md 2005 because | had a
consulting contract from Fi sher & Paykel.

Q | see.

A.  And before that | was part of the T& Medical
Conpany. So even though | was part of a teamthat did
contract research by ResMed, | was quite limted in ny
role as research participant.

Q You nentioned that Peter Farrell invited you
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and | believe Dr. Schwartz to potentially talk to
ResMed. Did that talk occur?

A. The talk occurred in -- with nme and ny
col |l eague in Munich, that was during the transition
period where we were there for two or three days, but
that was part of -- maybe it was part of the due
diligence or it was part of the celebration. | don't
know at what time of that transition it was.

After that neeting, of course, we talked to
our engi neers about critical closing pressure. The
why and how of PCRIT in San D ego. That was when |
was invited on ny own.

Q So you went to San Diego and you had that
neeti ng?

A. Yes. It was scientific. They invite at that
nmeeting always a scientist to give a lecture that
m ght be relevant to their field.

Q And that was in San Di ego, not Sydney?

A. That was in San Diego. | went to Sydney as
well, you're right, but that was with a totally
different topic.

Q \Vhat was that topic?

A. | nmentioned this somewhere in ny declaration
here, that | invented the new fl ow sensor, and this

was a start-up conpany. On Page 7, Paragraph 12. So
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what | have invented was a fl ow sensor that was quite
uni que that was a sinple plastic tube w thout having a
resistor inside.

Of course that was novel and that was
supported by the NIH We got 1.34 mllion to devel op
t hat sensor, and that started -- devel opnent started
in 2005-ish at Hopkins. And both our technol ogy
transfer office and to our connections to everyone, to
all the conpanies, we wanted to find soneone, also
ResMed, to |license the technology. At that tine the
Johns Hopkins technol ogy transfer office gave a
proposal to ResMed that was outrageous for ResMed. We
have had neetings with both in Baltinore with G enn
Ri char ds. He said, "Wat's the neaning of a flow
sensor, and does it have consequence."

Nevert hel ess, ny coll eague, Jason Curtness,
who was part of the private contract with ResMed, he
cones from Sydney, he said, "Let's talk over at the

headquarters with Colin Sullivan,” who is a good --
he's another inventor of all the CPAP |line at ResMed.
So we introduced it to themas well at that point.
Never came out a contract out of that.
That's why this -- attaching the fl ow sensor to the
CPAP machine or integrating this into a CPAP machi ne

failed as a business concept. W then approached
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ot her conpani es, ventilator conpanies, such as
Si enmens, for home devices, the flow sensor is probably
not applicable. | went even also to Phillips and
i ntroduced the fl ow sensor there. But at that tine it
was al ready transitioning with Respironics to
Phillips, and the chief engineer, DeWtt, from
Phillips was no | onger able to negotiate to us.

| don't recall whether -- no, | did not
i ntroduce the flow sensor to Fisher & Paykel, nor to
Breas, maybe to Breas. | don't know.

REPORTER MARTIN: To who? Breas?

THE W TNESS: Breas, B-r-e-a-s. It's a
Swedi sh conpany.

It becanme evident that the integrating the
fl ow sensor in CPAP machine is not of interest to CPAP
conpani es. They have better ways and cheaper ways to
do it. So that was the discussion, as | renenber, in
Sydney.

The other discussion in Sydney was the
guestion, as | said, the PCRIT nachi nes were now
10 years after the first devel opnment with MAP. CQur
research canme out, and ResMed was asked to deliver
PCRI'T machine or build PCRIT machines for the
researchers in Australia and other researchers, and

there was a di scussion how can ResMed help to devel op
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PCRIT machi nes. This was ny role as a John Hopkins
researcher. Yes, there's a need. There's a research
community. The PCRIT will be bringing the research
forward, but that was not anything related private
contract or private consulting.
BY MR. KANE

Q Okay. You nentioned in your declaration that

you had done sone consulting for Respironics; is that

correct?

A. | talked consulting for Respironics,
Phillips, yes. You see sonetinmes you get invited as
an expert to do a -- it was a panel discussion about

the future of respiratory nedicine, and in that role |
was invited as an ad hoc consultant for an afternoon
meeting. There were several ad hoc -- that's ny role
when | give tal ks or other presentations.

Q Did you do any product devel opment work for
Respironics or Phillips?

A.  No.

Q You nentioned in your declaration a
di stributor in Germany called Stinotron?

A.  Yes.

Q And what is Stinotron?

A. Stinmotron was the distributor or the DME

conmpany that solely distributed Fisher -- Respironics
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CPAP devices. So they introduced the Respironics
device in '"87 related to Gernany.

Now, Stinotron also devel oped or had in their
portfolio a bedside diagnostic unit in which | was
heavily devel oped in hel ping the engineers to devel op
a bedsi de diagnostic unit for diagnosis purposes.

Q That was a Stinotron device?

A. That was the Stinotron device. The nanme was
Sidas, S-i-d-a-s. Stimotron, and | don't know what
the abbreviation stands for. It was built in -- that
was built in conjunction with Frank Stock. He was
already 75 years old, but he was a geni us engi neer
from Oxford. And we devel oped, as | said, a bedside
di agnostic units in 198- -- let ne see. Sonewhere '88
to '90, and I've witten a book on that system An
entire how to do these bedsi de di agnostic studi es.
How to interpret that.

And that book is, as | said, end of the
"80's. | don't recall now the nane of it. Maybe
Si das sonet hi ng.

Q What was your role in connection with that
pr oj ect ?

AL MW role was the |ink between the electrical
engi neer and translating, and the physiology and the

medi cine in how to translate the know edge of nedicine
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into an electrical bedside diagnostic device. For

i nstance, this device has had a new oximeter. At that
time, in the late '80's, oxineter was not well
facilitated in hospitals. It was only in the

| ate '80's that oxineters becanme mandatory for the
anest hesi ol ogy and the | CU departnent.

| still renmenber the first year when I was in
the practice, that one person died in anesthesi ol ogy,
a healthy person that hadn't had an oxi neter
nmonitoring. And that changed overni ght that everyone
needed to have an oxineter.

Now, at that tinme for sleep, it was the sane
problem There was several oxineters out there. HP
was the gold standard, and others. And everyone
wanted to devel op an oxi meter which was cheaper,
better, and we devel oped one too. So | had to be
heavily involved in the design and the characteristics
and the sanpling rate and how to do novi ng average of
new oxi meter so that you can read it as a doctor.

That was part of the invol venent.

Q When you say, "diagnostic machine,"” it was
di agnosi ng sl eep di sorders?

A.  Yes. Al kinds of disorders, not just sleep
apnea, but also problenms with breathing, if you have

muscul ar di sorders, |ike nuscle dystrophia. |If you
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have dysformation of the skelat.

So this was quite already well advanced
bedsi de testing device. At that tine you see we're at
t he begi nning of conputers. So it was quite not
bedsi de di agnostic device which we have now. It was
al so a device that was nade to wheel next to the
patient, a PIC unit because of the big conputers, not
because of a single device.

Q And then you nention in Paragraph 11, and you
nmenti oned earlier, that around 2006 you becane a
consultant for Fisher & Paykel?

A.  Yes. Around 2006, maybe 2005, around that
period. The reason why | becane consultant is al so
expl ai ned here, isn't it?

(The witness reviewed Exhibit 2004.)

THE W TNESS: Yes.

BY MR, KANE:

Q Can you describe your involvenent with Fisher
& Paykel in your consulting role.

A. Yes. M research and fromthe m d, al nost
begi nni ng of 2000, switched fromhow to use -- instead
of determ ning the pathophysi ol ogy of the upper
airway, rather than to say how can | find better
treatments for actually sleep apnea or snoring, which

iIs part of the spectrumof the disease. So for that |
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devel oped a high-fl ow device, a nasal cannula, simlar
to an oxygen cannula. Instead of using |ow flows --
and we call this TN, transnasal insufflation, and |
did a | ot of research how to use that concept for

sl eep applications.

This concept of high flow was al ready out in
the ICU and for horses, to protect them from pul nonary
edema after horse racing. All these, the technol ogy
around that high flow was not suited for sleep because
it was too noisy, to wet, too nmuch. You could either
breathe with it but not sleep. So | becane an expert
of using this device, high flow for applications
during sleep. It was quite very challenging, both the
technical, the hardware devel opnent, and the software
devel opnent .

Neverthel ess, we did a | ot of publications,
and Fi sher Paykel at sonme point canme, asked nme would
it be possible to nodify one of the existing CPAP
devices to a high-flow device. | said, "I don't know.
That's sonething that your engineers have to find out”
because, you see, delivering 20 liters through a smal
bore cannula is quite a challenge. You need to create
a high driving pressure to create a high flow, not
just 2 or 4 or 5 1liters. Even 2 or 5 1liters, oxygen

is usually supplied by a conpressor, not by a bl ower,
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to provide 20 to 30 liters through a small bore
cannul a, and that was a challenge. So you need to
have a conpressor-based system

Now, they said, "Here, we have a CPAP
machi ne. Can we just attach a cannula,"” and maybe it
is asmll -- it's a mni high fl ow because | wanted
to provide the head to high flow device for |ICU Fisher
Paykel , but not in the honme care, catching the
snoring. So | was invited to England. So they
provi ded prototypes. It was presented to
pul nonol ogi st s.

In the end nothing cane out of it because the
flowrate was too low to be effective. Doctors didn't
adopt that for sleep apnea. And, nevertheless, |

continued that involvenent with ResMed on a high flow

fromthen on, and still do.
Q Wth Fisher & Paykel ?
A. Wth Fisher & Paykel.
Q Did you devel op a high-flow device?

A. | devel oped a high-flow device with the
Ger man conpany, T& Medical, yes.

Q And what was your role in that?

A. | was the |lead inventor, and | was invol ved
In every design respect fromthe beginning to the end.

Q  \What was the invention?
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A. The invention was to deliver high humdified
air through a small bore nasal cannula that would
contrast to -- we needed to -- you'll know this from
basi ¢ physics. Wenever there is fluid, humdified
fluid goes from high pressure to | ow pressure and then
it drains out. Right?

Q Uh- huh.

A. So all conpetitors, including Fisher & Paykel
at that tinme, they have had good hum dification until
the end of the cannul a phase. That's where the
problem starts to rain out, right at the nose and the
nostrils. So we created a cannula that had a heating
t ube throughout the entire cannula. That was part of
the invention. The concept of delivering tracks which
Is not just water. So there is a U S. patent filed
for that technol ogy.

Q And you were part of a teamon that?

A. Yes. The teamwas -- consisted of the |ead
engi neer, Howard Ki nger, who was one of the previous
head of MAP, the research, design developnent. |t was
M chael Louk and some of his engineers in Gernmany.
Later the conpany was named Sillion, and -- yes.

Q Have you been involved in consulting with any
ot her CPAP manufacturers in your 20-plus years of your

car eer?
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A. | took consulting maybe -- Wi nmann was a
German CPAP conpany. | did -- no, | did not consult
with them on the CPAP devices. W several tines
di scussed just on conferences high flow versus CPAP.

I maybe was in neeting with Prios, but maybe again,
over dinner just discussing generic things.

At all these scientific neetings, |like the
Ameri can Thoracic Society, when we cone together, you
get invited by these conpanies for dinner and to just
hang out with your coll eagues around the work. The
CPAP peopl e woul d provide sone of the infrastructure.
And on these neetings you mngle both with your
scientific community and with enpl oyees from those who
invite you.

MR. KANE: AlIl right. W've been going for a
while, let's take our break. Thank you.

(A recess was taken from 10: 13 a. m

to 10:24 a.m)
BY MR, KANE:

Q Dr. Schneider, I'd like to nove on to Page 9
of your declaration. Do you see there there's a
section starting with the title "LEGAL STANDARD FOR
OBVI OQUSNESS" ?

A. Page 9, yes.

Q And you nentioned this earlier. Do |
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understand correctly that these | egal standards were
provided to you by your counsel ?

A.  Yes. You can say that, yes.

Q Okay. You don't consider yourself an expert
in patent law, do you?

A. No, not in patent |aw. |"ve filed several
patents, as you have seen in ny CV, but all these
pat ents have been going through, either through
conpani es who have been experts in that field, |ike
MAP, or through Hopkins, verified patents with patent
attorneys who translated then the | anguage and the
meani ng into specific wording.

You see, | never would wite, "said device"
this one, and the way how t hese patents are
constructed is quite a different |anguage, and that's
why | can say |I'm not a patent |aw expert.

Q Prior to this engagenent, had you done an
obvi ousness anal ysis under 35 USC Section 1037

A. Not as rigorous as | did this here. Wen I
filed a patent, then the |ast patent specifically took
me seven years to get the patent through. W did, of
course, conparisons of obviousness but nore as a way
of conparing the state of the art. The |ast patent
was the flow sensor, which | talked to. Again, it

t ook us seven years to show that this is not obvious.
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And we succeeded in the end with the help of
drafting the right words with the Hopkins attorneys in
conjunction with an external attorney. So in general,
yes, | was cl ear what "obvious" neans. The specifics,
what it does not nean, not.

Q And that previous exposure was in connection
with trying to obtain patents on your inventions
t hrough the patent office and the patent exam ner;
correct?

A.  Yes.

Q You' ve not offered any opinions or analysis
previously that sone third party's patents are invalid
as obvi ous, have you?

A. No, | never did that.

Q Have you ever analyzed a third party's
patents for infringement issues?

A.  No.

Q Prior to this engagenent, had you attenpted
to analyze a third party's patents in terns of scope
of the clainms in those patents?

A. | didn't catch your question exactly. The
claims of this count?

Q. No. Prior to this work in these |IPRs, had
you done any analysis to determ ne the scope of patent

clainms in patents issued to third parties?
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A. Issued to third parties. Yes. O course,
studied the clains that was in the field of ny
I nvention. For instance, in that flow sensor, and a
fair ambunt of these patents were filed by conpanies,
Si enens, Toaka, they all devel oped expiratory flow
sensors. So if that accounts for a third party, then
|'ve done that, yes.

Q So can you explain to me how you understand
clainms in issued patents are to be interpreted?

MR. BELLINGER: Object to form

THE WTNESS: | didn't hear you.
MR. BELLINGER: | said object to form
BY MR, KANE

Q You can answer.

AL Oh. Okay. The way how | | ooked in general
wth that claimwas witten in the patent has sone
simlarity that what I want to claimor to ny
i nvention. And then when | | ooked at these clains, |
notice mne is totally different or it falls under
these clainms. So that neans that | cannot claimor

find a way howit is different fromthe previous

pat ents.

That was a very common procedure both in ny
scientific work. | have to do the sanme, denpnstrate a
novelty. And | look at it with the sane eyes as a
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scientist on the novelty of clains.

Q  You understand the rules that patent |awers

use to determ ne the scope of the clains?

MR. BELLINGER: Object to form

THE WTNESS: | don't know exactly the rules
of attorneys to do that, as | would not expect an
attorney to understand ny research in witing a paper.
BY MR, KANE:

Q If we look at paragraph -- Page 24 of your
declaration. There's a section there called "CLAI M
CONSTRUCTI ON. " Do you see that?

A.  Yes. Yes.

Q And you start there -- well, is this the
under st andi ng that you had in construing the clainms of
the patents in rendering your opinions?

A. Yes. This was -- in fact, this declaration
was quite nmuch nore conplicated and difficult than the
ot her one because there was so many patents that was
referred to in the past, and they were al nost al
somewhat simlar. And because of that, | could not
just sinmply use obviousness. | need to see what's the
entire scope of the invention based on | ooking to
see -- if you look here, there was several, as
mentioned in the beginning, several patterns that

needed to be consi dered.
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And there was only tiny words sonetines
bet ween -- differences between one and the other
patent. And because of that, it was nore |ike the
basi ¢ concepts. | asked, of course, ny attorneys how
to deal with this. |It's a difference as to sinply
| ooking at one claimand say, "Oh, this is totally
different. This claimis different, or this is not
obvious." It was not as straightforward because of
all the multi-layers. That's what | thought.

Q Ckay. So if you go back to Page 24 --

A.  Yes.
Q -- the second sentence there in Paragraph 47,
you say, "I understand that the proper standard for

claimconstruction is an | PR proceeding is the

br oadest reasonable interpretation in light of the

specification to one having ordinary skill in the art
at the time of the clained inventions.” Do you see
t hat ?

A.  Yes.

Q How do you apply that in rendering your
opi ni ons here?

A. You see. | interpret this as alnost |ike as
a basic principle that applies to a claimas to a
research paper. W're not arguing whether it's a

mllimeter bigger or smaller or has a specific design.
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It's a basic -- the broadest reasonable -- it's nore
li ke a concept rather than a clear design, and | have
to find out if it is this way or this way. It still
woul d apply.

Q Ckay. Al right. Junping back just a little
bit to Page 13. Do you see there's a section called
"PERSON OF ORDI NARY SKILL IN THE ART"?

A.  Yes, | see that.

Q And how did you arrive at your opinion as to
what a person of ordinary skill in this art was at the
time of the filing of the patents in dispute?

A. At the tine of the dispute, or the tine of
the patent, it was sonmewhere around 2000. And, again,
| was given -- since then |I've been involved heavily
i n di scussing devel opnment of CPAP devices, as |
ment i oned before.

In fact, if you look at ny CV, | was even two
years out of clinical practice and was into working in
t he physi ol ogy departnment, primarily dealing with fl ow
and pressure. So the training | got through that is
intense. The formal training is only ny nedical
doctor and thesis. The training | received there is
just -- not "just." | think it's nost valuable. It's
t he hands-on experience how to design this for

pati ents, not an engineer for engineers. This is --

Page 44

Veritext Legal Solutions
866 299-5127
44




© 00 N o o B~ W N P

N N N N NN R R R R R R R R R
g » W N P O © O N O OO M W N PP O

Hartmut Schneider, M.D., Ph.D.

very often you'll see designs fromyoung engineers to
young peopl e and even not consider that a patient that
m ght shake still has to use sonething.

So in the end, even at that tinme | considered
mysel f an expert, and that is highlighted by the fact
that | was asked to consult or be a cofounder of
conpanies, |like T& Medical or consulting for MT.

Q If we |look at Paragraph 30 of your

decl aration --

A.  Yes.
Q ~-- you state there that a person of ordinary
skill first would have a -- potentially have a

bachel or's degree in nechani cal engineering; right?

A.  Yes.

Q And you don't have a bachelor's degree in
mechani cal engi neering?

A.  No, | do not.

Q Next is bionedical engineering, and ny
under st andi ng you did not have a bachelor's degree in
bi onedi cal engi neering either, do you?

A. | do not have that.

Q Ckay. And then you say, "or a related
discipline.” By that, do you nean -- well, what do
you nean by that?

A. The related discipline is exactly. 1 aman
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expert in exploratory physiology. That's well
docunented. And also in the related discipline is ny
medi cal expertise and a conbi nation of both with the
on-site experience of having worked with hundreds of
hours with engi neers. These are the -- these are ny
belief that |'m even nore qualified than any bachel or
in this area even in 2000, who had just cane out of a
school with a bachel or degree.

Q | understand your thoughts on your
qual i fications, but just nore generally, would you
consi der sl eep nedicine doctors, physicians in general
to be persons of skill in this art?

A. No, not at all. The training -- the training
of sleep nedicine doctors is very frustrating.
It's -- actually, the way how sl eep nedicine training

has been developed is the sane as it does in general

medicine. It's just learning |ike robots and not the
basi c principles and | aws of physics behind that. |'m
teaching all over the years telling these doctors, "If

you know the basic laws of fluid dynam cs, of stalling
resi stors versus other resistors, they would | earn the
basics of this. Then they would not need to | earn
i ke robots.

| always said to ny nedical students it's

easier to talk to an engineer than to a doctor.
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Q Vhat is your understandi ng of who a person of
skill in the art is in the view of the |aw?
MR. BELLINGER: Object to form
THE WTNESS: | didn't get that.
MR. BELLINGER: Objection. Form
THE W TNESS: Okay. Your question was under
the |l aw or under -- how | understand a person of
ordinary skill.
BY MR. KANE
Q M question was what is your understandi ng of
the -- how a person of ordinary skill in the art is
defined under the | aw?
MR. BELLINGER: Objection. Form

THE WTNESS: | believe that the law all ows a
specific -- or would define this in a specific way,
for instance, such as a degree, like with that as an

engi neer or bionedi cal engineer, but it would also
give roomto an expert who has the acquired skills.
|'"ve not | ooked up -- as | said, I"mnot a patent
attorney or famliar with the law, but for nme, it
woul d be inconceivabl e that acquired know edge through
applications, maybe 10, 20 years or nore, would not
qualify. To be specific, |I have to ask an attorney,
but | see this inconceivable that this is not

consi der ed.
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BY MR. KANE

Q Did you get an understanding of that concept
of the law fromthe attorneys in connection with your
work in this case?

A. No. The point was prior to nmy engagenent and
not only prior to ny engagenent that | received
several calls. | don't even know whether this was
headhunters or whether they were associated with this
case. But when they interviewed ne, whether | can say
sonet hi ng about this technical devel opnent, whether
am an expert, | answer this usually with yes, |
consi der nyself as an expert or a person of ordinary
skills in the art, and that's why | put this as a
skill in Linkedln.

| don't know that, but | consider nyself
because ot her people consider this for ne.

Q Understood. | was asking again nore

generally, Dr. Schneider --

A.  Yes.
Q -- whether you had an understandi ng of the
concept of a person of ordinary skill in the |law prior

to this engagenent, or did that understanding result
fromdiscussions with the attorneys in this
engagenent ?

A. No. You see, the point is when | said I
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consi dered nyself, | answer these questions. And when
| received the call fromthe attorney, whether | can
represent in the case, that | assuned that they would
have tested it already, that it falls into the |egal
realm O herwi se they would have said, "No, we cannot
utilize Dr. Schneider's know edge."” But that was a

si npl e assunption, not a way of higher -- how should I
say. Wat's the right word? Predicanent.

Di scussi on, how can we do that.

It's just answering the phone calls and
getting the question. | don't think that the attorney
I's stupid enough to ask ne to do that if it doesn't
fall into the |egal |aws.

Q Again, I'mnot tal king about you personally.

A.  Yes. Yes.

Q I'mtalking, for instance, in Paragraph 30
you nmentioned that your opinion is that a person with
a bachel or's degree in nechanical engineering or
bi omedi cal engi neering, for instance, it would be a
person of skill --

A.  Yes.

Q =-- and what I'mtrying to understand is how
you arrived at that concl usion.

A.  Yeah. Engineers in a conpany -- you see,

I've worked with engi neers at MAP. They were
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responsible in witing down all these things very
detailed. So that's why | easily -- to assune, that's
my experience of ny own patents as co-inventor. As a
primary inventor it was nore difficult. There was
al nost no engi neer involved. That's not true. There
was al so an engi neer involved. That's why |
automatically consider that as person of ordinary
skill, as | would do, one who has an M D. being a
doctor or a treating patients.

MR. KANE: Ckay. |'mgoing to hand you the
'624 patent, which has previously been marked as
Exhibit 10- -- RMD 1001.

A.  Yes.

(Previously marked Exhibit 1001 was handed
to the witness.)
BY MR, KANE:

Q I'll then ask you to turn to Page 15 of your
decl aration. And you see there, there's a heading
starting "OVERVI EW OF THE CHALLENGED PATENTS AND OTHER
BACKGROUND" ?

A. Yes, | see that.

Q Then on top of Page 16 there's a figure,
which is Figure 1 out of the '624 patent. Do you see
t hat ?

A. | see that, yes.
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Q And in Paragraph 35 you describe that "the
respiratory apparatus has a main housing 3 adapted to
receive the chanber 2 in a single slide-on notion." Do
you see that?

A. | see that sentence, yes.

Q So what do you determ ne "single slide-on
notion" to nmean?

A. | interpret this as the connection that you
connect one unit with the other unit, in just one
single action, and that everything is stands connected
rat her than having one unit and using the other hand
to connect this one and this one, and all these things
that is not single. It's two or three notions.

Q Ckay. So in connection with Figure 1, what
are the connections that you're tal king about that
occur in that single slide-on notion?

A. The connection is to put the chanber in
pl ace, that it is functioning within the housing,
nmeaning that it's a humdification chanmber. So that
means that once you have ended your single notion that
it can humdify the air.

Q Ckay. And the next sentence tal ks about "The
single slide-on notion nakes connection to the gases
inlet/outlet ports.”" Do you see that?

A. | see that.
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Q Is that one part of allowng the humdifier
chamber to act as a humdifier with the flow
generating unit that you nentioned previously?

A. You are right. The purpose of the things
like nmotion is that the hum dification chanber
functions properly. In order to function properly,
you need to be able to connect the humdifier with the
inlet and outlets of the machi ne.

Q Ckay. And then in the next sentence you say,
“I'n one alternative enbodi nent, the single slide-on
notion may al so urge a base of the chanber into
contact with a heater plate on housing 3." Do you see
t hat ?

A. | see that, yes.

Q So you start that sentence with the words "In
one alternative enbodi nent"; correct?

A. Correct.

Q So there are nultiple enbodinents in the
patent in your view?

A. In this patent there is nultiple enbodi nents,
yes, in sonme of the subclainms. That's why |I'm
referring this to one. The point here is that's why
this one is an alternative of enbodi nent.

Q Ckay. Are there -- then the sentence

conti nues and you highlighted the word "urge." Do you
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see that?
A.  Yes.
Q Is this one alternative enbodi nent,

view -- well, why did you highlight the word
t hat sentence?
A.  Yeah. That's a very good questi on.

wite a paper -- as | said, sonetinmes people

I n your

"urge" in

When |

don't

realize that the shorter you are witing, the nore

work. You'll see | already said that | didn
time to wite you a one-page letter. That's
three, because | didn't have tine.

The point is when you wite a paper
one i s where you carefully select your words.

assunme that the inventor here did that too.

t have

why it's

on this
I

| was

intrigued by the word "urge,” nmeaning it's not just

pl acing one to the other. [It's putting sone

bet ween one and the ot her.

force

And that's why | highlighted the word "urge."

So | assune that they were as careful as anyone in the

field to submt sonething inportant, that they

carefully select their words. And initially

puzzl ed why did they say "urge."” Then | was

| was

t hi nki ng

about the meaning of that, and they didn't say

anyt hi ng about the nmechani sm of "urge," but the

meani ng was cl ear.
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Q Ckay. Are there enbodi nents where the single
noti on does not urge the base of the chamber into
contact with the heater plate?

A.  Yes. Several -- | don't know whether in this
enbodi nrent there is one wi thout urging, but the
conpetitors -- well, otherwise just if it's sinple
attachments w thout urging these two together; right?
That's how | understood that, that it creates
sonething that is just nore than just attaching
t hi ngs.

Q \Vhat's the difference between "urge" and
"attach"?

A. You can attach it like this. This is an
attachnment; right? (Indicating)

Q Like what? You have to say it out | oud.

A I'msorry. | gently lightly touch one hand
wth the other hand. M hands are attached w t hout
using any extra force in my arns.

Now, if | do this one, then it's stil
attached. Nothing has changed with the attachnent
here in terns of fromthe outside, but | used a |ot of
muscl e force, and just seeing how ny fingers bent
under the force, before that did not. So that's how I
understand difference between "attachnent" and

"urging." (Indicating)
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Q And so your analysis and interpretation was
based on your experience that the authors of an
i mportant paper |ike a patent choose their words
careful ly?

A. | assune that.

MR. BELLINGER: Objection. Form

BY MR. KANE:

Q OCkay. So let's -- you point to a portion of
t he patent for that sentence. Do you see that?
There's a 4:19 to 24 at the end of the sentence?
4:19 to 24.
Correct.

> O >

Yes.

Q And that nmeans Columm 4, Lines 19 through 24
of the patent?

A.  Yes.

Q Okay. So can you |look at that for ne, that
section of the patent.

A. Okay. | see that.

Q Wiy don't you read Colum 4, 19 to 24 to
yoursel f.

A. "The securing"” --

Q You can read it to yourself. You don't have
to say it out | oud.

A.  Okay.
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(The witness reviewed Exhibit 1001.)
THE W TNESS: Yes.
BY MR, KANE:

Q Okay. You agree with nme that the word "urge"
does not appear in that section of the patent?

A. That's correct.

Q Wy did you site that portion of the patent
I n connection with the sentence where you were
hi ghl i ghting the word "urge"?

A. | don't renmenber that anynore, why | did this
citation. They m ght have done a m stake here on the
citation. Yeah, that's not related to the sentence
before. It mght be a m stake on ny side.

Q Ckay. If you turn to Paragraph 36 for ne.

A.  \Which paragraph? ['msorry.
Q Paragraph 36 of your declaration. |'m sorry.
A. 36, yeah
Q Vhy don't you read that to yourself.
(The witness reviewed the Exhibit 2004.)
THE W TNESS: COkay.
BY MR, KANE:
Q | guess ny question for you, Dr. Schneider,
is if I'"munderstanding correctly in the exanple you

gave us a few m nutes ago, you used the exanpl e of

putting your hands together sort of generally w thout
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much force and then versus putting your hands together
and pressing to establish a firmcontact. Do |
under stand that right?

A.  Uh-huh. Yes, you do.

Q So that exanple -- well, does that exanple
apply to this "establish a firmcontact between the
wat er chanber and the heater"” that you're referring to
i n Paragraph 367

A.  Yes, it does.

Q How does one go about determ ning whet her or
not there's firmcontact between the water chanber and
t he heater versus sonething other than firm contact
bet ween the water chanber and the heater?

A. There's several ways | can consider that
dependi ng on the nechani smthat creates the urge, the
force. Now, in this patent there's nowhere that neans
how t hey do the urging. So the answer to your
question m ght be different between the nmechani sns
that creates the urge or not.

Q I'"lIl just follow up on that. Wat types of
mechani sms woul d you envision could create the urging
and establish the firmcontact between the water
chamber and the heater?

MR. BELLI NGER: Obj ecti on.
THE W TNESS: There is several nechani sns
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possi bly. Either you nodify sonething on your heater
pl ate or you nodify sonething on your housing that
creates force that m ght be beyond gravity, for
instance. So there's several ways to do that,

nodi fyi ng the housing or nodifying the base of the
housi ng, of the chanber, or the heater plate. Yeah.
These are the basic principles nodifying.

BY MR, KANE:

Q And do you have exanples of nodifications
t hat you can envi sion?

A. | know that other devices put pressure from
the top, beyond the filling of water. That is one way
to do urging, to add pressure.

Q So there's sone sort of a lid or latch that
pushes down on top of the water chanber?

A.  Yes.

Q Any others that you could envision?

A. | can envision there a gel, that when you put
sonething on top of it, it creates sonething that
forces the heater plate to go up. There's other ways
to force the heater plate up. It could be severa
springs, for instance. There could be one spring.
There could be -- the spring could be different forms.
I have no idea how the engineers based on in that age,

2000, have envisioned how to urge the content because
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Spring-1like system coul d be

There's sever al

it's not displayed here.
possible. Is it a spring |like that that you nove
down, and it circles -- | don't know.

ways to do it.
Q  Ckay.

under st and what you were saying.

When you -- just to clarify, |

t hi nk |

You are saying a

gel. 1 think you were referring to sone sort of a
pol ynmer or material --
A.  Yes.

Q --

you could press it and it has --

upward force underneath the heater plate?
A. It is the nature of why --

an encasenent.

that has a spring-like reaction to it that

it would exert an

because it sits in

I f you push on one side you wll

create force. That's one way to do it. | don't think
that you would do it if there's heat in it, but you
never know what the -- you never know, right?
Q I'"'mnot sure we got that correctly. Sorry.
So when you say a "gel," you're tal king about
some sort of a material that has sone sort of a

spring-like characteristic to it?

A. If | see a spring-like or --

words in physics is the -- what is it? It’

nature of forces that retract and detract;

That's a gel that would be a | ot

i ke spring-1ike,

in the exact

s got a --
right?

but
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you could say could be spring-Ilike, yes.

Q Ckay. Al right. And how would you
determne -- so let's assunme there were -- either of
t hose were occurring. There was a lid that pushed
down or a spring that pushed up. Are those a couple
of the nodifications that we've just discussed?

A. That's -- yes. That's another way to do it
but --

Q \Vhat's another way?

A.  You just can nodify the heater plate to put
pressure on top of the plate.

Q And how would you nodify the heater plate?

A. I'mnot quite sure | disclose all ny possible
i nventions here. |If | would be asked to now sol ve the
probl em of urging, | don't know whether this is the

scope of this work here because | can envision, as |
said, several nechanisnms to do this. But that's
al nost al ready disclosed in the invention here.

Q Ckay. How would you know whet her or not you
had established a firmcontact such that you would be

urging the water chanmber into the heater plate?

A. | think I mght have put this in sone of the
decl aration here. | will answer your question. Can
just ook at this? | can read this to you.

Q Well, | guess you can. Feel free. But I
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guess what |I'mtrying to understand, just to make sure
my question is clear, Dr. Schneider, is is there sone
sort of -- you neasure the force between the heater

pl ate and the bottom of the humdifier, or is there
sone ot her type of neasurenment? |I'mtrying to
understand if there's some sort of quantification that
you woul d use to determ ne whether or not firm contact
had been establi shed.

A. Yes, there is. Can | just look through this
because | spent sonme thought process behind your
guesti on.

Q Certainly.

A. And | think I've dealt with that question.
And | believe |I put that in -- let ne see.

(The witness reviewed Exhibit 2004.)

THE W TNESS: | renmenber the urging. Let ne
| ook at it.

(The witness further reviewed Exhibit 2004.)

THE WTNESS: 57 I'mstarting already. Let
me see here.

(The witness further reviewed Exhibit 2004.)

THE WTNESS: |'mpretty sure | put in one
gquestion with that.

(The witness further reviewed Exhibit 2004.)

THE W TNESS: So one way, for instance -- |
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know that |I've witten it sonmewhere. | know that |'ve
witten it somewhere.

(The witness further reviewed Exhibit 2004.)

THE W TNESS: One way you can easily see and
experience in clinical practice is follow ng, when you
slide two netal s agai nst each other on a daily basis,
that's wear-and-tear, each day you slide netal over
metal. And, in fact, the problemthen is if these

contacts are not pressed or urged agai nst each other,

they' Il lose the contact over tinme. And that raise a
probl em because then patients tell you, "I don't get
any nore humdified air." That's one way you can

decide that it is on a daily use over nonths, weeks
and weeks that the characteristics of the hum difying
unit changes through tear-and-wear of these two

pl at es.

BY MR, KANE:

Q If you had a brand new device in front of you
and you were asked to deci de whether or not the
hum di fi er chanber was urged onto the heater plate,
how woul d you determ ne that?

MR. BELLINGER: Objection. Form
THE WTNESS: | would do the sanme approach --
let's say as a doctor | don't have ny neasurenent

tools, and as a doctor, | would | ook over the course
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of the night whether there's sonme changes in the
characteristics of the hum dification, neani ng when
it's half enpty or enpty or full of water, whether the
characteristics of the hum dification changes or not.

| would assunme, if it was urged together it
will not over tinme, over the course of a night.
BY MR, KANE:

Q The characteristics would not change over the
course of the night?

A.  Yes.

Q And you would assune if it was not urged
toget her the characteristics would change over the
course of the night?

A. | would assune that, yes. And, of course, |
can go to ny electrical engineer and say, "Prove this
or not."

Q Wuld that be a problem if the
characteristic changed over the course of the night?

A. Yes. If you have lost the contact, only
parts of the contact between the blade and the base,
that is a substantial problem either overheating of
t he machi ne, of the blade, danage the machine in the
m ddl e of the night, or not providing the correct
hum dification to a patient. And | still think that

l've written this here exactly |ike that.
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Q | do believe you wote sonething |ike that.
It's Paragraph 37, Dr. Schneider.

A. Yeah. You're right. Yeah. That's exactly
t he paragraph | was | ooking at.

Q  Ckay.

A. Yes. | think the answer is | spent sone tinme
finding the right words and justification for that
that's in here.

Q But, you know, as we started back on
Par agraph 35, we tal ked about the fact that there are
enbodi ments in the patent interpretation that do not
require urging; correct?

A. It doesn't say that the alternative
enbodi nent was neant for the sliding nechanism not
for the urging of the pressure. The way how you put
that sliding mechanismand in order to get -- there
were several enbodi nents. So whether you do it in
angle fromtop, so again, it depends on the others
left to say there's several nmechanisns of urging and
several enbodi nents, how you can put these together so
that it urges the two things together.

Q So is it your understanding that all of the
enbodi nents shown in the patent urge the heater plate
and the bottom of the hum difier together?

A. Yes, that was ny understandi ng because it was
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a prior claim and the other enbodinents was |ater, |
think, in Clains 7, 8 or so, yes.

Q Okay. |If you turn to Paragraph 60 for ne,
pl ease, Dr. Schnei der.

A.  Yes.

Q VWhen | read that |ast sentence there it says,
"Thus, a skilled artisan woul d understand that 'urges'
or 'urging' neans nore than sinply disposing or
positioning the base of the water chanber adjacent
and/or in contact with the chanmber heater."™ Do you
see that?

A. Yes, that's correct.

Q So what is the difference -- well, what does
urging require in addition to disposing or positioning
the base of the water chanber adjacent and/or in
contact with the heater -- chanber heater?

A. | explained this earlier already by using the
example with ny hands. You can just pose one hand to
the other instead of -- an hour ago | said attach one
hand to the other. Now | say | dispose one hand
agai nst the other.

REPORTER MARTI N.  Di spose?
THE W TNESS: Yes, dispose. Expose, dispose.
One hand hel d against the other, and that's still

expose and di spose. O course, this can be done wth
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and wi thout urging, and that's the difference. So
anything is disposed or exposed. The question is
what's the nature of that. You can do it with force
and wi t hout force.

BY MR. KANE:

Q Could the attachnment between the hum difier
and the housing be at a horizontal angle and stil
urge the heater plate onto the bottom of the
hum di fier?

MR. BELLI NGER: Objection. Form

THE W TNESS: Yes. It depends on the
mechani sm of -- or the nmethod of how they urge these
things together. It can be done in an angle. It can
be done in a horizontal plane or any deviation from
the horizontal plane, depending on how -- what they
have envi sioned as a nethod to urge these together.
BY MR, KANE:

Q Dr. Schneider, we |ooked at the sentence in
Par agraph 35 earlier, and I directed you to Colum 4,
Lines 19 through 24. Do you recall that?

A.  Yes.

Q We | ooked at that and saw that the word
"urge" did not appear in that section of the patent.
Are you aware of any section in the patent where it

describes that the single slide-on notion urges the
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base of the water chanber into contact with the heater
pl at e?

A. They're both in ClaimNo. 2 and 3.

And Claim6 of the '542. Let me go back to
the clainms here.

Cl aim 3 here.

Q Ckay.

A. It would have been correct to put it on the
citation in here in Claim3. Yeah, it is in Line 17
of -- it's Paragraph 10 --

Q Ckay.

REPORTER MARTIN: O what ?

THE W TNESS: Columm 10, Lines 17 through --
yes, 18, 19, it says, "and said single notion of
engagenent urges the base of said water chanber
adj acent and in contact with said chanber heater."”
That is Line 17 and 18.

BY MR. KANE

Q OCkay. |If you look at Claim?2, Dr. Schneider.

A.  Yes.

Q Do you see there starting at about Line 7,
guess.

A.  Yes.

Q It says, "a chanber heater connected to said

housi ng, and "said housing" includes a humdifier
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engagenent | ocating a said hum difier adjacent said
chanmber heater, said chanber heater adapted to
vaporize liquid in said water chanber in order to
provi de water vapor to said gases flow passing through
said water chanber.” Do you see that?

A. | see that, yes.

Q Now, that clause in Claim2 uses the word
"adjacent." It does not use the word "urge"; correct?

A. That is correct, yes.

Q So is there a difference between Claim 2 and

Cl aim 3?
AL Yes. One is just -- as | understand this one
Is just the fact that you say you have -- that you

make a chanber that is not far away fromthe CPAP
machi ne, that is close or adjacent to this CPAP unit,
but it's not detached. It's adjacent. It could be
det ached maybe as well, but it is adjacent. That's
cl ear, close, nearby rather than any characteristics
of the -- how the heater and the heater plate are
connected, and the figure speaks for it, the
reference, the figure here. But it is obvious when we
| ook at Figure 1 and 2.

Q VWhat's obvious when we | ook at Figures 1 and
27?

A. That the housing of the humdifier is
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adj acent to this entire enbodi nent of the CPAP
machi ne. Figure 2 shows how it is in place. Now you
could say Figure 2 of the patent shows how it is
adj acent, closeby the entire housing of the CPAP
machi ne, and Figure 1, how to put it there.

Q So when you interpret Claim2 and you see the
word "adjacent" there, you' re not tal king about the
I nteraction between the hum difier chanmber and the
heater plate?

A. It just says -- here it says it is "adjacent
sai d chanber heater."” So the hum difier engagenent
| ocating a said humdifier adjacent said chanber
heater. Said chanber heater adapted to vapor. So it
says "hum difier adjacent chanber heater." Yes. So
it isinclose proximty, as it says. | don't know --
in this sentence it doesn't say anything about the --
how adj acent it is, how cl ose.

l"'mwaiting for nore specification than was
provided in Claim3. So it is a very step-w se
approach of saying what is the entire apparatus,
Claim1l and what's sonme of the characteristics in
Claim2, and it gets nore and nore specifi ed.
In scientific words, | would say, "The

general purpose is this. Specific aimis this. Mre

specific is this.™
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Q Claim2 talks about -- it goes on to say that
"sai d chanmber heater is adapted to vaporize |iquid
water in said water chanmber in order to provide water
vapour to said gases flow passing through said water
chanmber.” Do you see that?

A. | see that.

Q So is it your understanding that in Claim?2
as well, the heater plate and the bottom of the water
chanmber are in -- have been urged together in order to
all ow t he vaporization of the water?

A. | cannot say anything about the nature of
t hat connection based on Claim2. | can only say

there is some nechani smthat vaporizes the liquid

water. So the way how they have created that -- you
see, there could be a sinple way of -- there could be
several ways how to heat and vaporize the water. It

doesn't specify this in this paragraph.

Q VWhat ways woul d you envision that you could
heat and vaporize the water?

A. If you want to find a new way to circunmvent
specific patents, you could have done a circular ring
on the base of the house, on the side wall rather than
bel ow, and heat it right at the bottomfromthe side
wall. It's still adjacent to -- it will neet the

criteria here taken to a heater, but it's rather a
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circular ring at the base rather than a place where it
sits on top. | can see that that is one enbodi nent if
soneone wants to circunvent the, say, heater plate
wth top and below. That you put sonething, the
housi ng on top of the plate.

Q In Claim2, what are you interpreting
"chanber heater" to be?

A.  You see, it's also possible -- and |'ve seen
t hese designs too -- that you have like in a water
heater in a kitchen, you have a spiral inside the
water. So now let's say if you have a chamber and you
have sonme nechanismthat allows you to connect the
heater inside and |like the boiling water; right? As I
said, there is -- | don't know what -- let's say when
| stop at paragraph -- or Claim2, | will be stil

| eft very uncertain how are they heating.

Of course it has to be right, in close
proximty, but there's so many ways. It could be
i nductive, |ike they have in stoves now and what ever;

right? Maybe in the future it is no |onger with
heati ng pl ates because they consunme too nuch energy.
Maybe it is a totally different mechanismin the
future.

I n 2002 you still could envision that there's

ot her ways to heat, just by heating it conventionally.
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Li ke m crowave technol ogy, inductive, like it heats
stuff. The ideas and technol ogy was there. So that's
why | said when | stop here at 3, | would be curious
to where did that go to.
MR. KANE: Okay. We've been going alittle
over an hour now. Let's take a break.
(A recess was taken from 11:39 a. m
to 11:56 a. m)
BY MR. KANE
Q Wl come back, Dr. Schnei der. | just want to
foll ow up where we were and nake sure | understand
what you're saying. | think | do.
Claim2 of the '624 patent that we're | ooking
at uses the word "adjacent"; correct?
A. Correct.
Q And if | understand correctly, you're saying
that means proximty?
A.  Yes.

Q And then Claim3 you use the word "urges,"
and that's the -- this idea of pushing the base of the
wat er chanber in contact with the chanber heater;
correct?

A. Correct.

Q Wth force?

A. Wth force.
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Q Yes. Okay. And you can envision -- and
we' ve tal ked about sonme of those. You can envision
mul ti ple ways that that urging could be acconplished?

A. | can envision that, yes.

Q Ckay. And the patent doesn't describe any
specific way of causing that. |Is that true?

A. | have not seen that, yes.

Q Let's look back to your -- we'll wal k through
your declaration then. W'IIl shift gears.

| was going to focus or start with the Netzer
prior art.

A Yes.

Q You can | ook at starting on Paragraph 69.

A Yes.

Q And then if you look at -- well, it's your
opi nion that there's nothing in Netzer that describes
t he urging?

A. That's ny opinion, yes.

Q Nothing that describes the urging of the base
of the water chanber into a heater plate; correct?

A. Correct. | would even go further that this
design is very faulty over tine.

Q Wiy do you say that?

A. Because it has grooves on the side.

Q It has what?
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A. Grooves on the side.

Q Grooves, yes.

A. But that keeps the chanber at one place, and
it cannot nove upward, downward with gravity because
it's fixed in the grooves. As | said before, if you

slide nmetal over netal time over tinme, day by day, you

will have wear-and-tear and then you will have no room
to -- if there's a little bit of a disconnection, that
will be faulty. As an engineer, | would not design it

t hat way because eventually, after a matter of tine,
that this will be dysfunctional.

Q Okay. VWhat if there was a spring underneath
that heater plate. Wuld that resolve the problen?

A If -- there's no mention fromhimto even
consi der anything that pushes one agai nst the other.
It was not the purpose of his patent. So the patent
is primarily nmeant for -- you see at that tinme in the
late '90's we were not even clear -- or let's say it
i n other words.

The patients were put on CPAP w t hout

hum difiers. That was the first way to put a patient
on treatment. Now, as nore patients got CPAP, | was
aware that sone patients conpl ai ned about dryness of
the mouth. In that case, you need to justify the

necessity first to prescribe the humdifier because
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the humdifier, external comrercially avail able
hum di fier were expensive.

And they were all detached fromthe CPAP
devi ces, and Netzer's patent primarily deals with the
fact "Hey, we can actually use a nechanismthat turns
on and off the bypass of air in an automated way," and
it did not spend any thoughts about quality,
characteristics of a humdifier. |It's nore |like a
rel ease systemturning on and off the air passage
through a humdifier. And that's why | think he did
not spend time on it, and that's why | think this is a
very faulty design.

Q Do you know Dr. Netzer, who |ike you cones
from Ger many?

A.  Yes, | know himvery well.

Q You do~?

A. And he's a very smart guy, but when |I saw
this one, initially I thought there nust be a second
or third patent following that elaborates a little bit
better on his design. 1In the end, of course, this was
never gone into production.

Q Are you famliar with a device in Gernmany
that's sold by the nanme Bivent?

A. Bivent, no, |'mnot.

Q Do you know a conpany called Prinmedic?
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A. Primedic?

Q P-r-i-me-d-i-c.

A. No. But I lost contact in '96 when |I did ny
fellowship. So | lost contact with him |t m ght be
that afterwards he has done sonething commercially.

But it has never been comng to ny attention either in
my lab in Germany now, which started 2009 or before
because |'ve been here nost of the tine.

Q VWhen did you start spending nost of your tine
in the US. ?

A. That was 2001. | got a faculty position
2001. 2006 to 2009 I did ny fellowship here, but
during that tinme I was frequently traveling, at | east
once a week, which | still do, to Germany. One week a
nmonth. And, actually, | continue to do that. That
was the [ast week in Germany, that's why | need ny
coffee break in the afternoon, for private and for
busi ness reasons.

Q In Paragraph 72 you tal k about a Levine

reference.
A.  Yes.
Q It's your opinion that that does not disclose

urging of the base of the humdifier chanber into the
heater pl ate?

A.  Yeah. That's exactly the same problemthat |
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alluded to first. This humdifier was actually used
and still used as the hum difier on patients in the
| CU where you have patients on a ventilator, hopefully
only for three days and not |onger. After that they
go on a big ventilator, so a trache. You needed to
justify the nedical necessity for using this one in
conjunction with the CPAP device (indicating). And
I nsurance conpani es eventual ly said no, or declined
that humdifier very often for patients on CPAP
because it was still a debate, do people need
hum di fiers or not.

The question canme up -- because this is a
full -blown, very good humdifier. Now, at the end of
the '90's people thought the air and the environnment
is also not that hum d. Wiy do you need a hum difier
in the honme. But then, neverthel ess, the industry
canme up with saying, "Oh, we can neet the demand and
create it cold to pass over humdifiers." So those
cold air and water, and it was just air passing over
the surface.

In the end it was a placebo humdifier. It
did alittle bit of the job, but you could sell it
well. And there was a | ot of cold pass-over
hum difiers. That also spurred -- was a disfavor to

t he patients because sone patients said, "Oh, it
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solves ny problem™ and the others said, "No, it did

not . So there was -- whether a humdifier is hel pful
in the honme for patients on CPAP and whether that wll
I nprove outcones was actually invented both by either
usi ng suction machine or by the cold pass-over

hum difier. W mght come to that |ater.

This one here has a simlar sliding mechani sm
as the Netzer one. Now, the difference between the
Net zer and this one is this is not intended for
|l ong-termuse. This is the I CU-type device. As you
can see fromthe picture, it's very conplicat ed,
expensive, and the tear-and-wear, the sliding
mechani sm t hat happens on a daily basis when you
remove in the norning, put it back in the evening, and
on a day by day, that doesn't happen here because nost
of these chanbers were single-use chanbers and you use
it fromone patient to the other patient.

(I ndi cating)

So under this condition | don't see that as
even a need to put an urgi ng nmechani sm bet ween t he
housi ng of the heater chanmber and the plate because
the intended use is not that as used wth CPAP. Even
at that time in '99, or even particular in these tines
when people did not think that people need a

sophi sticated hum difier outside or in the hone
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outside the hospital.

Q So the device, such as shown in Levine prior
art, do | understand you to be saying that with a new
hum di fier chanber there was sufficient contact
bet ween the heater plate and the hum difier chanber to
heat the water?

A. There was contact between the heater plate
and the housing, yes, there was, but just sliding it
on top of it, but how firmthe contact was was
dependent on how nuch water was in it. And as you can
see on this nmechanism they have actually an automated
refill of water. So they knew on that nmechani smthat
the contact was not firmwhen there was | ess water
onto it. Do you see the Spout 26 (indicating)?

Q  Yes.

A. This was nmeant here to have one of the water
reservoirs attached to it so it automatically filled
the water. And so it was clear that this device is
not firmcontact between the heater and the heater
pl ate and the conditions of changing water.

Q So it's your understanding that the auto fill
feature of this device was to nmaintain contact between
the heater and the base of the water chanmber and --

A. The gravity --

Q -- the heat plate?
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A. Yes. As | said, there's several ways to
create firmcontact. You can use a lid. You can use
the gravity. As | explained this in Paragraph 37, if
you don't maintain things constant without a firm
urging contact, you will have to find other
mechani sns.

Q So it's your understanding that this design
uses an auto fill feature to maintain the water |evel
in order to miintain gravity to maintain contact --

A. No. No. Excuse nme. The water automatic
refill is to guarantee that there's always water in it
for the patients in the ICU, but such a smal
reservoir, patients in the ICU can fill three or four
times as nmuch when they have respiratory distress, and
it's prone that this water chanber m ght enpty, and
t hen you have overheating and all of these things. So
that the primary purpose of filling water into it is
to guarantee that you have vaporizati on over your
ni ght or period of night or at the tine of treatnent.
That's the primry purpose.

Now, this design has no -- it's just a
sliding nechanism as is for Netzer, and this is not
prone to tear-and-wear because you use new chanbers
all the time when you change it fromone patient to

the other patient. It's |likely to be used nore than
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6, 7, 8, or 10 sliding nmechanisns over one |ife cycle
of the chamber. So it's unlikely that you'll |ose
contact. So there was no need to think about an
urging -- a nmechanism

Q And there was no need to have the urging
mechani sm because of the limted nunber of uses?

A.  Yes.

Q O because of the gravity of the water? The

wei ght of the water?

A. | cannot tell anything about the gravity and
the weight. If I ook into this, it has some grooves
here in the end as well, horizontal grooves. | don't
know whether the -- whether this simlar design is

that of Netzer, that it sits in grooves. And by that,
in a constant position. Again, if it does by that,
then we have to look it up.

s it |abeled here 96? Maybe. | don't know.
But, again, it is not an urging. It's just attaching,
exposi ng, disposing the word as we used in the first
hour here, and the problemthat conmes up when you do
slide on and off on a daily basis doesn't appear here.
So if | would look into this one, say, "Can | inprove
this one" as an engineer, this would not conme up as a
substanti al problem

Q What about the wear-and-tear on the face of
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t he heater plate?

MR. BELLINGER: Objection. Form

THE W TNESS: That could be a problem \Wen
you use it and see it doesn't work anynore, then you
purchase a new one. |If you have a new patient, that's
not a big issue. O you repair the surface -- | don't
know. You repair it if you see that. You give it to
your repair person and you say, "I need a snooth
surface" if it was being used a year or so. O the
engi neer will -- anyway, the inspections, all this
devi ce can be inspected on a regular basis. They
woul d request that.
BY MR. KANE

Q You're not saying that a device that uses

grooves to hold the hum difier chanmber could not also
urge the humdifier chanmber into the heater plate?

MR. BELLINGER: Objection. Form

THE WTNESS: |It's hard to see how that you

could do that. The question was whet her grooves can

create an urging force. |Is that the right question?
BY MR KANE:
Q Well, whether a device that uses grooves

could create an urging force.
MR. BELLINGER: Objection. Form
THE W TNESS: That question depends on
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whet her -- where and how the urge is created. |If the

urge is created in the heater plate, then of course,

groove wouldn't be a problem If you keep the bl ade

and the groove, the housing fixed in place, as it

woul d be here, it's not novable, and if you have on

top a fixed housing that cannot vertically nove, then

you can't. Then you cannot make it in an angle

either. Then you have to nmake the other

one in an

angle as well. | think it's a catch 22 sonehow.

BY MR, KANE

Q If you | ook at Paragraph 85 of your

decl arati on.
A.  Yes.
Q Paragraph 85.
A. Oh. 85, yes.

Q You did say sonething about an angle. So |

see you wote here that "Levine does not teach or

suggest that the water chanber is inserted into the

heat er base at an angle such that inserting the water

chamber

chanber presses the base fromthe water

agai nst the heater plate.”" Do you see that?

A. Yes, | see that.

Q W tal ked about earlier that Levine has

grooves; right?

A. Yes. It appears that it has.

really have
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not used that device, how the sliding nechanismis
made.

Q  Your understanding is it has sone sort of --
has grooves?

A. Yes. Mist be anchored in the grooves in the
end. Maybe that's a clicking nmechani sm

Q And if it has grooves, is there a way --
agai n, assum ng the device has grooves, is there --
well, is there sone way to insert it at an angl e that
woul d create the urging force?

MR. BELLI NGER: Objection. Form

THE WTNESS: | could envision to nove it
onto the heater plate in an angle, but then if you do
that one, then it mght sit at the end of the device,
but then you have to put it on vertically because the
heater plate is horizontal. So you can -- of course
you can attach -- you can put it initially into an
angle, and then you just let it go so that it sits
hori zontal on top of each other.

But, again, that is just sitting on top of
each other, and that we defined already is not urging.
It is just attaching or exposing or disposing.

BY MR, KANE:
Q Okay. So looking at the figures on Page 51

here, | want to nake sure | understood what you were
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just explaining to us.
In words, again, so we can get it -- the
court reporter can get it down --

A.  Yes.

Q If I understood what you were saying, you can
see that in Levine, the channel, and there's a
structure there, 95. Do you see that? It |ooks |ike
the --

A.  Yes.

Q And that only extends partially around the
ci rcunference of the circular plate?

A. Yes, | see that.

Q Al right. If | understood what you were
sayi ng was that you could take the hum difier chanber
and bring it at an angle to touch the surface of the
heater plate, which is 94.

A. O touch the 95, 94, touch 95, the groove.

Q. | see. Touch 95, the groove. But t hen as
you inserted the hum difier chanber into the groove,
it necessarily would becone horizontal ?

A.  Necessarily has to cone horizontal, yes.

Q And then it would just be adjacent or
exposed. It wouldn't be urged?

A.  Exactly.

Q Ckay. Thank you.
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A. It doesn't teach in the -- it doesn't teach
anyt hing about, in this patent, as | recall when I
read that, it doesn't tell anything about urging. |If
it would have been an urging nechanism that they
woul d have tal ked about that because that's the basic
concept. If you cone up with this one already that
you urge sonmething on it, they would have told us in
t he patent.

Q And even -- but you understand that, even
t hough there's no urging, that this humdifier
actually does heat the water and all ow water vapor to
get into the air streamto deliver to the patient?

A.  Yes.

Q Then if we | ook at Paragraph 64.

A.  Yes.

Q Do you see there's a discussion of the HC200

manual ?
A.  Yes.
Q And do you know who manufact ured HC200?
A.  Yes.
Q W is that?
A. Fisher Paykel.
Q Your opinion is that the HC200 manual

| i kewi se does not disclose urging of the base of the

hum di fier chanmber into the heater plate; correct?
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A. Correct. There's several m ssing pieces in
the manual, but that is, of course, not needed because
it's made as a manual for the user. As you can see,
there's no -- the heater chanber don't show anything
of the inside of the chanber, and they don't show
anything of the inside of the (inaudible) either.
I[t's not needed in the manual .

THE REPORTER: |'m sorry. Please repeat.
"Inside of the..."?

THE WTNESS: It's not needed in the nmanual
for technician and patients. You don't need to show
the inside out of any electrics in the manual that's
meant for patients and technicians.

Q  You understand that to be a comrerci al
pr oduct ?

A.  Yes.

Q And you understand that that humdifier
chanmber in the HC200 vaporized the water?

A.  Yes.

Q Do you have any understandi ng as to whet her
or not the humdifier chamber was urged agai nst the
heater plate?

MR. BELLINGER: Objection to form

THE W TNESS: There's nothing nentioned in

t he manual that is an urging nmechanism This is a
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devi ce that has been used in the past. | understand
it's no longer in use. So it mght be possible that
t he experience with patients have shown that the
hum di fication was suboptimal or also faulty. WMaybe
t hey have not done good, firmcontact, that was one,
or that the chanmber was too noisy or sonething else
was -- led to the fact that they had to phase it out.
It was the first generation of the CPAP with

a humdifier. And in any first generation you gain
experience in your first generation and in your second
and your third generation.
BY MR, KANE:

Q Have you used the HC200 with any of your
pati ents?

A. | have not used this HC200 for CPAP use in ny
pati ents because at that tine | was already in the
U S, and in the US. we prefer to use Phillips, US.
devi ces 50 percent and 50 percent ResMed.

Q If you look at -- if you can conpare for ne,
say, Figure 2 of the '624 patent.

A.  Yes.

Q Wth the Figure --

A. 54, Yes.

Q Wth the drawi ng of the HC, the HC200 manual ?

MR. BELLINGER: Do you have a copy for ne?
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["msorry. | don't nean to interrupt.
(Pause in proceedings.)
BY MR, KANE:
Q So we're |l ooking now at the HC200
which is RVD 1017, Dr. Schneider. W're o

A. Yes. |'ve opened Page 7 here, ye

manual ,
n Page 7.

S.

Q So conparing that figure in the HC200 nanual

to Figure 2 of the '624 patent, do you not

i ce any

simlarities as to how the water chanber and the

heater plate are oriented?

A. | see substantial differences in
the other. There is simlarities and diff
The simlarities in general, the formof t
of the machine. The simlarity is of both
have not | ow profile chamber but a high pr
chanmber. So these are the simlarities.

The inside outs differ. So now,

one versus
erences.

he housi ng
systens we

ofile

this is

simlar. Wen you say, "Do you see simlarities

bet ween a Vol kswagen and Porsche,” | would
Al'l have four wheels. They all sit four p
you can drive in all of them" But no one
Porsche is simlar to a Vol kswagen beetl e.
Q | was trying to focus specifical
orientation of the hum difier chanber base

heater plate in the two devices, and, |ike

say, "Yes.

eopl e, and

woul d say a

y on the
and t he

W se, the
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chamber guard.

A.  Yes.

Q Do you see any simlarities in that?

A. There is sone simlarities in that there's a
guard, a chanber guard, yes. And there is a heater
plate, and that is simlar in both devices.

Q And do you see the chanber has a chanber base
with a flange or a |ip around the base?

A.  Yes.

Q Is it possible that HC200 urges the
hum di fier chanmber onto the heater plate?

MR. BELLI NGER: Obj ecti on.

THE W TNESS: When you ask the question is it
possi bl e, everything is possible. | don't know at
this time -- and it doesn't specify this here --

whet her they have had already in this device an urging

mechanism |[t's clear that they do not have a single
noti on mechani sm because you still have to attach on
the outlet here. That's a different design. It

doesn't tell anything about that.

So again, as | said, this is the first --
maybe there's a prototype, but for the first, it's the
first generation of the humdification system W
actually made jokes and fun out of it when it cane out

on the narket because we said, "This is a humdifier
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with CPAP and not a CPAP with a humdifier." Now,
this is the first generation, and they gained
experience, and they m ght have a lot of faulty
desi gns.

As | said, | don't know anything about their
mechani sm of attaching, as | don't know anythi ng about
t he mechanismon this patent of urging, and | consi der
mysel f as an expert back in 2000.

BY MR. KANE

Q OCkay. I'd ask you to turn to Paragraph 66 of
your decl aration, Page 36.

A. Yes. Yes, | have that here.

Q And you understand that the W ckham devi ce,

t hey have a renovable portion of the flow path so that
that that portion can be cl eaned?

A.  Yes.

Q And why is it inportant to be able to clean
conponents that are in the flow path of a respiratory
devi ce?

A.  You see, again, md '90's, even until maybe
2005 CPAP machi nes were -- CPAP nmachi nes were very
expensive. The cost very often exceeded $2, 000,
$3, 000, and when patients were using a CPAP either in
the hospital or in the hone and returned the CPAP

devi ce, because these devices were bought by the
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I nsurance conpany and then returned, people wanted to
reuse and refurbish the CPAP machines to give it to
anot her patient.

In order to do that, you needed to clean such
a device fromthe inside out. | cannot tell you how
often |I've seen CPAP patients putting a CPAP machi ne
on ny table and cockroaches craw out of it.

So the point here was that was also, if you
want to reuse a CPAP machi ne, you needed to find --
ei ther devel op a new CPAP nmachine that allows you to
easily clean the air passage, even inside a CPAP
machi ne, and the Wckhamis actually one of the first
designs that attenpted to do that.

There was anot her reason for this invention.
And, in fact, a lot of sleep centers use so-called
inlet titration machines so that one nmachi ne was used
one night for one patient and another night for the
next patient. And it was a debate whether you can
even do that because of the cross-contan nation.

Now, in the hospital setting in regul ated
space, you need to protect yourself against such
i ncidents for |egal reasons and, of course, for
ethical reasons. This is no |longer needed if you put
it in the home of a patient because there is no risk

of cross-contam nation even. |If the spouse wanted to
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use it,
i S nmeant

one pati

t hey have the sane bacteria anyway. So this
for these conditions where you change it from
ent to the other, to be protected.

That has totally changed with | owering prices

of the CPAP nmachi ne. Now t he CPAP nmachi nes are so

I nexpensi ve, you don't care about cleaning anynore.

It's like the printer cartridge. Sanme principle. 1In

t he past

t he CPAP machi nes were expensive. The nasks

were | ess expensive. Now it's just totally upside

down. The CPAP machine costs $150 to put to use. No

one cares about cleaning these devices.

Q

wrong - -

So you understand -- correct nme if |I'm

that a cleaning occurs still in CPAP devices

in the hone; correct?

A

Q
A

Yes.
And what is cleaned in the home use?

What is cleaned is the mask, the tubing that

connects to the humdifier, and the hum dification

chamber
Q.

on a daily basis.

And why are those conponents cl eaned on a

daily basis?

A.

machi ne,

Because dependi ng on the design of the CPAP

you can have in the next norning, and on use

of the CPAP machi ne, you can have standi ng water in

t he tubi

ng. If the patient sleeps and the tube bends
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li ke that, that can then cause bacteria over a day if
you don't renove the fluid inside and if you don't
clean it well and hang it out in a specific way, |et
it dry out. These are all the conditions that also
ensures longevity of the mask, the tubing, and the
hum di fication chanmber. (I ndicating)

But you don't change nowadays, don't do
any -- like this one here (indicating). These
machi nes are no | onger in use for the hone.

Q \When you say, "this one here,"” you're
referring to Wckhan?

A. To Wckham yes.

Q So just to make sure it's clear, the masks
are cleaned on a daily basis?

A.  Yes.

Q  Recommended?

A. Recommended, yes.

Q And is that because of water can congregate
i nsi de the mask?

A. Water and sweating. Once you have -- nost
patients don't use the mask after four or five hours
because it's getting way too hot. So they start
havi ng sweating effects. Conmbined with
hum dification, it's quite inconvenient after that.

Q And that water or sweat that fornms inside the
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mask could |l ead to the growh of bacteria?

A. Depending on the salt content, yes. |If
there's low salt content, it can.

Q Is there other reasons to clean the mask?

A. Yeah, for longevity. [1'Il give you an
example. Here in the U.S. we have a healthcare system
that allows a patient to order masks -- new nmasks once
in a quarter. In Germany you can order only once in a
year. So that's why you need to be nore careful in
cl eaning and taking good care of your nask. And the
cost, that's because of the general healthcare system
Here a |l ot of patients get one or two nasks each
quarter adding to the overall cost of the treatnent.

Q And then you nentioned earlier the tube that
runs fromthe CPAP device to the mask m ght have water

coll ect overnight; correct?

A. Correct.

Q You call that rainout, | believe, yes.

A. It could be rainout, or it could be in the
nmorning -- as | said before, when the patient turns
of f the mask, you now have high pressure -- before,

when the nmask is attached to the patient, you have a
pressure of, let's say, 10 centineters in the entire
system fromthe CPAP device to the humdifier to the

tubing to the mask.
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The patient renoves that. Now you change
fromhigh to | ow pressure inside the tubing, and then
it rains out after he disconnects. So at what tine --
I f the patient doesn't turn off the device right
away -- and nost patients don't -- then it accunul ate
water in the tubing, yes.

Q So then you said that's why the tubing is
recommended to be washed every day and hung so that
the water can drain out and dry inside the tube?

A. That's one, yes. That's what you recomend
to do, yes.

Q Ckay. And then finally we have the

hum di fi er water chamber itself; correct?

A.  Yes.

Q That obviously has water in it --

A.  Yes.

Q -- during the night; correct?

A. Correct.

Q And so that's recomended be washed out as

wel | ?

A, Yes. Primarily, for two reasons. One is
when wat er vaporizes and you do not use distilled
wat er, then you have, of course, residuals from
cal cium and other m nerals on your plate, and that

changes your characteristics of the plate. And a |ot

Page 96

Veritext Legal Solutions
866 299-5127
96




© 00 N o o B~ W N P

N N N N NN R R R R R R R R R
g » W N P O © O N O OO M W N PP O

Hartmut Schneider, M.D., Ph.D.

of people do not use distilled water. And then you
have to do that. Oherwi se, in three, four days

you'll lose all the characteristics of the heating.
Then you'll have a salt |ayer on top of your netal.

Q \What's the other reason?

A.  For cl eaning?

Q For cleaning. You said -- | asked why you
cl ean out the humdifier chanber. You said,
“"Primarily for two reasons.”

AL Oh. Oay. O course the other reason is
t hat once you have then residual water init, it's
still water and it's still warm There is a m ni mal
risk that gives rise to grow sonething -- right? -- if
you don't enpty it fromthe water

Q | don't think I asked you this, but what are
t he reasons for cleaning out the tubing?

MR. BELLINGER: Objection. Form

THE W TNESS: The tubing, as | said, again,
the sanme thing. |f you keep the tubing -- let's say
you step out of your bed. Your machine stands on the
side. The tubing bends, nice U shaped curve on the
side of your bed. Maybe the mask is under your
pillow, and you leave it like that. | can tell you
ri ght away the next day, next evening you will cone in

and it snells like that you don't want to use the CPAP
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mask because the manual here shows it fairly well.

The HC200 manual on Page 8 shows that there
Is the risk of condensation and still water in the
tubi ng when you have a U shape. W now di scussed when
a patient puts the mask off, that the accunul ati on of
that water is not while the patient is breathing with
the device. It's sinply the fact that he has
di sconnected hinsel f.

Now, if you leave this bent there as is, then
you'l | have not prevented any cause of bacteria inside

the tubing if it is not done inside the housing.

So --
BY MR. KANE

Q And you nentioned sone sort of snell would
occur ?

A.  Yeah. If it grows sonething, if bacteria
grows, then it can snell.

Q Can it nake the patient sick as well?

A. It is his own bacteri a. Now, whet her the
| oad is high enough to make him sick, he needs then to
actually -- in order to get that, he needs to get it
in the lungs. So he needs to aspirate. So he needs
to get the fluid into the lungs by way of coughing
reflex. It's unlikely, but it's unconfortable and

| ongevity of both mask and everyt hing.
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MR. KANE: Okay. | think it's been about 45
mnutes. | think it's a good tine to break.

MR. BELLI NGER: Sure.

(A recess was taken from 12:48 p. m

to 1:35 p.m)

BY MR. KANE
Q Wl conme back, Dr. Schnei der.
A.  Thank you.
Q | hope you enjoyed your |unch.

One question | hadn't asked you previously
was at any point today during the breaks, have you
been -- have you tal ked or discussed the substance of
your testinmony with your counsel ?

A.  No.

Q Let's shift gears a little bit and | ook at
Par agraph 49, which is on Page 24 of your declaration.
And you can see there there's a Section A that's

relating to at | east one auxiliary electrical
connecti on plug or socket pneumatic connection plug or
port.'" Do you see that?

A. Yes, | see that.

Q And if we then turn over to the next several
par agraphs, and you can review that if you need to.
End of Paragraph 53 you state that the connection --

or maybe 52, "that the clainmed auxiliary connections
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are separate and distinct fromthe connection fornmed
bet ween the patient outlet and the breathing hose.”
Do you see that?

A. The last sentence?

Q Let nme read it. At the end of Paragraph 52
it says, "These ternms require distinct structures that
are not nerely points of contact between the patient
outl et and the breathing hose, and the use of those
terms in the clainms further shows that the clai ned
auxiliary connections are separate and distinct from
t he connection formed between the patient outlet and
t he breathing hose"; right?

A. Right.

Q And so is that how you interpret the claim
limtation that is shown at Roman -- Roman A on
Par agraph 24?

A.  Yes.

Q Ckay. Al right. So if we |ook -- where is
it? If we |look at the patent, go to the patent. '64
pat ent .

A.  Yes.

Q And if you look at Figure 1.

A.  Yes.

Q Okay. And you can see there that there's
sonmething identified as -- by Figure No. 9. Do you
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see that, Elenment No. 9?

A. Yes, | see it.

Q And what is that?

A. That's an el bow that connects the patient's
tube, the hose to the connector, to the hum dification
chamber .

Q Okay. And then there's another structure
identified as 54. Do you see that?

A. Yes, | see that.

Q And what is that?

A. That's an extra port somewhere adjacent to
the outl et.

Q Ckay. How do you understand the patient hose
to connect to the flow generator, and specifically
with Structure 9 and Structure 547?

A. Fromthat angle | cannot say how nuch space
is between the plug and the Qutlet 9. So I -- under
t hese pictures | cannot depict whether there is
separate connectors for each or whether there's a twin
connector that is -- still separates one versus the
other like a twin plug. You have two separate
connectors. So the housing is in one, or whether -- |
need to go here to Figure No. 4 where another view of
t he device because that puts it nore fromthe above

perspective, this figure. Figure 4.
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So Figure 2, and one is nore from upward,
above perspective, and Figure 4 is nore close up.
Here, | can clearly see that there is space between
t he El bow 51 and 54 on Figure 4, showing that in fact
it can be -- it is a separate port. A known
extendi ng auxiliary port, and that's the way |
understood that. |It's not an integral part of the
tubing. And it is possible to have either separate
connector for the tubing and a separate connection to
the port.

Q And so when you offer your opinion in the
declaration that the auxiliary connections nust be
separate and distinct, are you saying that there has
to be that space between the auxiliary port and the
flow path connection so that there could be two
separ ate connectors?

MR. BELLI NGER: Objection. Form

THE W TNESS: Let nme see how | explain this
here first and then I wll answer your question in
my -- if it is not well said here already.

MR. KANE: Ckay.

THE W TNESS: Let ne read Paragraph 50.

(The witness reviewed Exhibit 2004.)

THE WTNESS: Okay. | think it's already

wel |l said in Paragraph 50 and 51 in ny declaration,
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and | would refer -- do you want ne to read the
expl anation to answer your question, or do you have
addi ti onal questions?
BY MR, KANE:

Q Well, what | was trying to understand, given
what you just testified to, you' ve tal ked about the

fact that Figure 4 showed that there was sone

di stance -- |I'mnot sure what word -- between the 54
and 51, for instance, in Figure 4. 1Is that

di stance -- how does that distance or gap, whatever
you want to call it, play into your analysis?

AL As | said in ny Paragraph 51, for exanple, if
you go to the |ast sentence, "Figure 4, shown bel ow,
(as well as Figure 1-3 and 11) of the Chall enged
Pat ents show an auxiliary connection socket or plug,"”
that's No. 54, "is distinct fromthe connection
bet ween the" electrical and the pneumatic connection
54 for the conduit may be used.

This portion of the specification further
illustrates that the clained auxiliary electric
connection of plug or socket or connection plug or
port is separate and distinct, connection between the
patient outlet and the breathing hose.

And now, definition of "distinct" here is

that you can renove one and the other one stays put.
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Q  Ckay.

A. It has nothing to do with the distance
bet ween one and the other. That's illustrated here
very well in Figure 4.

Q Al right. If we |look at Figure 1 --

A.  Yes.

Q -- do you think that is shown as being

separate and distinct?

A. As | said, this is on the first view, on the
first distance drawing from-- | would say if | put
the device in here, it's fromthe direction pointing
to maybe 45 degrees or even 70 degrees upwards. So

t he perspective of that drawi ng cannot tell you

whet her is there a separation or not. It's just
simply a matter of perspection. It's exactly when you
go here and | ook at the nmonunent here -- right? -- it

| ooks as if this is directly attached to this
nei ghbor's house.

It's just a matter of perspection. You
cannot draw any concl usion out of that. For that you
will need to turn the device or show it in another
perspection or another side view.

Q And is the sane then true for Figure 2?
A. Sane is true for Figure 2. Figure 2 is

al nost the sane, direct point of view, yes.
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Q How about Figure 3?

A Alittle bit -- actually, Figure 4 --

Figure 2 appears to be a little bit rotated, but only
slight, slight one.

Q Ckay. But so Figure 2, though, you're saying
that Figure 2, like Figure 1, the perspective doesn't
al l ow you to determ ne whether or not there's a
separati on?

A. Because one is standing in front of the
other. | can't see it.

Q Uh-huh. And then what about Figure 3?

A. Figure 3, the elbowis extending in front of
54. It's the sanme problem here.

Q  Ckay.

A.  That always you have one standing in front of
the other rather than like in Figure 4 where you can
say, "No, renove one," and then you can see. There's
separ ati on.

Q And then what about Figure 117

A.  Yes. Again, same thing. And we need to
rotate the device to see whether -- how nuch space is
bet ween one and the other.

Q OCkay. And if there's no space, would it be
separate and distinct?

A. The definition of separate and distinct is
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not created by the distance of these two. |t could be
sinply defined by the fact that if you renove one,
that the other one still stays.

Q  Ckay.

A. But if you renove the tubing, as we have seen
in Figure 4, it's still -- and the other one stil
remains in place. So that nmeans one is not an
I ntegral part of the other.

Q Let's see. So if I look through this portion
of your declaration -- well, | see in Paragraph 52
there's a reference to Colum 5, Lines 1 to 6. Do you
see that --

A.  Yes.

Q =-- in quotations on that portion of the
patent; correct?

A.  Yes, | see that quotation.

Q And does that quotation say anything about
you can renove one but not the other?

A. It sinply states here that an additi onal
el ectrical and/or pneumatic connection 54 for the
conduit may be used.”
Q I'mactually |looking at, | think the
par agraph before on the previous page, Dr. Schneider.
A.  Which one, 52? This one (indicating)?

Q Yes. And can you read that, and then at the
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bottom of the last line of that page there's a
reference to Colum 5, Lines 1 to 6.

A.  Yeah. Let me look at Colum 5, Lines 1
t hrough 6 first.

(The witness reviewed Exhibit 1001.)

THE WTNESS: So |I've read this one, and it's
all inline with what | said in ny declaration. So |
don't understand your question. Can you phrase your
question, please.

BY MR. KANE

Q Sure. |If | understand what you're saying is
t hat "separate and distinct" nmeans that one of the
connections can be renoved and the other connection
can stay intact; is that right?

MR. BELLI NGER: Obj ection.

THE W TNESS: Yes. It says in Paragraph --
it's cited here in Exhibits 1001, Colum 5, 1 through
6, It says that the connector may -- it says it very
wel | here. One nonent.

(The witness further reviewed Exhibit 1001.)

THE W TNESS: The connector is actually
integral with the CPAP housing, and not -- that's what
it says. That's why | add Citation 5, Line 1 through
6. It says, "In the present invention the connector,

whi ch includes the electrical and the pneumatic
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connection 54 for the conduit, is integral to the
connection mani fold of the CPAP machine.” It doesn't
say integral to the tubing or the patient outlet form
So in conjunction with Figure 4, it's clear
that these are two separate connections -- not
connections. Two separate -- not connections. Two
separate things. One is connected integral to the
CPAP machine. That's why I'mciting this one. And
the other one is integral to the tubing and the
hum di ficati on and mask system
BY MR, KANE:

Q It's referring to the electrical wiring in
the heated tube there, isn't it, at Colum 5?

A.  Columm 5?

Q Look at Columm 5 of the patent.

A.  Yes.

Q You see there it says, "The use of a heated
conduits required electrical wiring connectors between
the conduit and the humdified air source,"” and then
it continues a little bit at the top.

A. The hum dified air source of the CPAP
machi ne.

Q Correct. | agree.

So there has to be -- so you're saying that

the auxiliary connector that you're tal king about is
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part of the flow generator; correct?

A.  Yes.

Q That has to mate and connect sonehow to a
wire on the heated wire; correct?

A. It has to sonehow do that, yes.

Q Okay. And | thought -- so how do | know
whet her or not that connection is separate and
di stinct?

MR. BELLI NGER: Objection. Form
THE W TNESS: How do you know?
BY MR. KANE:

Q How do I know if the connector is separate
and distinct? | thought earlier you said you could
make one connection separate from the other
connecti on.

MR. BELLI NGER: Objection. Form
THE W TNESS: First of all, you see on the
drawings it is separate because when you renove one
fromthe other, you can -- one still stays put. So
that's clearly shows that it's separate. There is
even a di stance between one and the other.
BY MR. KANE:
Q Can we stop right there.
A.  Yes.

Q. \When you say you can take one and renove it
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but not the other, what are you talking about?
A. If | renove Elbow 51 and 53 in Figure 4 --
Q Right.
A. -- the auxiliary connection plug or socket

stays at the sanme |ocation unaffected by renoving that

pl ug.

Q Ckay. So you're not analyzing -- you're not
| ooking at all the -- at the heated tube portion of
this -- that would mate to that connection?

A. No. That is not the scope of this invention,
how it would create the heated tube. That's totally
separate. O course, there's several ways how to
create this. You can have a stand-up tube. You can
have sonmething circled around to make cheap. You can
have it integrated. You see, that's all a matter of
manuf acturing a tube with portions of whatever you
want .

There m ght be -- sonme tube you'll want to
have nmaybe a pneumatic connection. Sone tubes you

m ght not want any electrical or pneumatic conmponents

init. Some tube you m ght have oil. So how the tube
is actually connected is not part of that. It's out
of scope of this patent. |'mpretty sure that Fisher

Paykel has another patent on that, or a separate one.

Q So if you'd ook at Colum 5. It says in the

Page 110

Veritext Legal Solutions
866 299-5127
110




© 00 N o o B~ W N P

N N N N NN R R R R R R R R R
g » W N P O © O N O OO M W N PP O

Hartmut Schneider, M.D., Ph.D.

present -- starting at Line 6. "In the present

I nvention the connector which includes an additional
el ectrical or pneumatic connection is integral to the
connection mani fold of the CPAP machine and therefore

all ows the disposable water chanmber to remain as

sinple as possible.” Do you see that?
A.  Yes.
Q So when it says, "In the present invention

t he connector,"” what is the connector? How do you
i nterpret what the connector is?
A.  The auxiliary connection plug. That's how I
interpret it.
Q If you read the sentence with ne,
Dr. Schneider, it says, "the connector which includes
an additional electrical or pneumatic connection," are
you saying that it's only 547
(The witness reviewed Exhibit 1001.)
THE W TNESS: Yes. That's exactly the way |
under stand that because it says, "In the present
I nvention the connector which includes an additional
el ectrical and/or pneumatic" connector "54," that's
why that's | abeled with the nunber, "for the conduit
is integral to the connection manifold of the CPAP
machi ne." Exactly as you said that.

If it would not be integral to the CPAP
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machi ne, then when you renove the el bow, it would not
stay put in the CPAP machine. So it is not integral
to the humdification portion of the device. |It's
integral to the CPAP machi ne, and as we see here in
Figure 4, we can renove the hum dification portion,
i ncluding the tube and the el bow, and it still stays
put. So that's why | interpret the connector as the
auxiliary plug.
BY MR. KANE

Q What does the word "additional" refer to in
t hat sentence?

A. That -- you see this connector or this plug
has - -

Q \Vhat are you referring to?

A. OCh, sorry. The question was "additional."

What "addi tional " neans.

Q Correct. | just want to clarify. You said,
“"this connector.”™ | want to make sure you said --
because you were pointing. | just want to make sure.

A.  Yes. So the connector described in Figure 4
as 54 AS, of course, nust have as any connect or
pl asti ¢ housing and el ectrical wires inside or a
pneumatic tube inside, and that's how | understand an
addi tional electrical pneumatic connection.

So you have your connector. That is like, in
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this form a male connector, and it has inside several
el ectrical wires and/or small pneumatic conduit for
pressure sensi ng.

Q Ckay. Does the fact that the word -- No. 54
does not appear after that first reference to the
connector influence how you interpret that sentence?

A. VWhi ch sent ence?

Q It says, "In the present invention the
connector."” There's no 54 there; right?

A.  Yes.

Q GCkay. "...which includes an additi onal
el ectrical and pneumatic connection 54." Wy is the

54 -- nmy question is why is the 54 after that
reference to the additional connection rather than
after the connector?

A.  For that you have to ask that question to the
one who has witten this. The 54, | can easily see
the 54 referring to the entire sentence before from
starting the present -- the connect fromthe
connector, which includes this one, this one, this
one --

REPORTER MARTIN: |I'msorry. The connection
whi ch i ncl udes. ..
THE W TNESS: "includes an additional

el ectrical and/or pneumatic connection 54." That is
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al nost a citation or an explanation that 54 can refer
to the entire sentence -- entire words that stands
before that.

BY MR, KANE:

Q You're thinking, at least in your
interpretation, that that sentence, this refers to the
structure | abel ed as 547

A. | refer this to the entire sentence before,
not just to the additional electric pneumatic, yes.

Q Ckay. So then if you go back to Paragraph 52
of your decl aration.

A.  Yes.

Q Ckay. Again, that |ast sentence |I'mtrying
to have you explain to nme. You say, "the use of those
terms in the clainms further shows that the cl ai ned
auxiliary connections are separate and distinct from
t he connection fornmed between the patient outlet and
t he breathing hose." Do you see that?

A.  Yeah. But you use sone words that were
different fromny witing here.

Q | didn't nmean to.

A. Oh. Okay. Yes.

Q So where in the Colum 5 that we just | ooked
at does it say anything about the auxiliary

connections being separate and distinct fromthe

Page 114

Veritext Legal Solutions
866 299-5127
114




© 00 N o o B~ W N P

N N N N NN R R R R R R R R R
g » W N P O © O N O OO M W N PP O

Hartmut Schneider, M.D., Ph.D.

connection fornmed between the patient outlet and the
br eat hi ng hose?

A. As we outlined this, and |'ve cited this one
here now again, and you can conbine the entire
citation Colum 5, 1 through 6 and 6 to 10. These are
the lines which we just have for it; right? The first
10 lines of Colum 5. What | did here in ny
declaration, | first explained Line 1 through 6. And
then in the second portion | explained 6 to 10.

Now, taken together, what we just discussed
on this paragraph that one is integral to the CPAP
machi ne and the other not, so the connectors integral
to the CPAP machi ne, the hose and the hum dification
unit can be renmoved wi thout affecting the connector
clearly illustrates what |'ve just said here in the

decl arati on.

"Further" -- and I'll read this out again --
"these portions of specifications” -- and | nean with
t hese portions of specification, | nean Line 1 through
10 of Colum 5 -- "further illustrate that the clai ned

auxiliary electrical connection plug or socket or
pneumati ¢ connection plug or port is separate and

di stinct fromthe connecti on made between the patient
outl et and the breathing hose.

And | see no other way to interpret this.
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Q Ckay. So where's -- I'mtrying to break it
down, and we'll get to -- you also cite -- and |
agree -- you cite Colum 6 that we'll cone back to.

A.  Yes.

Q But ny question was in that |ast sentence of
52 there's -- you're drawing -- you're saying that the
cl ai med auxiliary connections are separate and
di stinct fromthe connection formed between the
patient outlet and the breathing hose; right?

A. | state that, yes.

Q Ckay. Were in Colum 5 -- and we'll go to
Colum 6 later, but where in Colum 5, 1 through 10,
Is there any reference to the "patient outlet"?

A. This first paragraph sinply refers to the

specifications of the connector and where and how it

Is integral to the CPAP machine. | have to add there
I's anot her description -- and | shoul d have maybe
cited that -- that, in fact, the humdification unit

is flexible and can be di sconnected, and | now w ||
have to read through the entire claimagain because |
didn't cite that one. To answer your question where

is it witten --

Q Well, can we | ook at Columm 6 --
A Yes.
Q ~-- 13 to 21.
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A.  Yes.

Q Is there a reference there to the patient
outl et as you use that termin Paragraph 52?

A. There is indirect in both, in 5 as well it
says, as you'll renenber last line, Line 9 and 10 of

Colum 5, and 20 and 21 on Colum 6 are simlar. They

say, "...therefore allow the disposable water chanber
to remain as sinple as possible.” "D sposable," |
mean | interpret this as renovable. And that's the

way | m ght have put here exactly, "fornmed between the
patient outlet and the breathing hose.” That's stil
di sposabl e, renopvabl e conponent of the unit.

Q Let's look at Colum 6, 47 to 52.

(The witness further reviewed Exhibit 1001.)
BY MR, KANE:

Q Have you read that?

A.  Yes.

Q Is there any reference there that the patient
outlet is separate and distinct fromthe auxiliary
connecti on?

A. So in these Lines 44 to 50 they describe an
al ternative enmbodi nent, and that starts here, "An
advantage of this alternative enbodinent is that al
parts in contact with condensation are renopvabl e for

cleaning or sterilization And here that's the way how
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the sentence started that you were referring to.

| continue to read, "This enbodi nent al so
retains the advantage of engagabl e/ di sengagabl e wat er
chanmber in a single slide-off nmotion. This enbodi ment
may al so include additional electric or pneumatic
connections for making a connection between the CPAP
machi ne and a conduit.” So when | read this, |
started with the cleaning and sterile of the renpvable
part. Cleaning and sterilization. And that is
separate fromthe "renovable."

These are rempvabl e, and the other one is not
renovable. But had to be the sane concept as before.
I[t"'s inline with if you renove one, the other one
stays. That's the definition of being separate.

Q Okay. And if you'll see if we | ook up at
Col um 6, about Line 27 --

A.  Yes.

Q -- it says, "This alternative enbodinent is
shown in Figure 4."

A.  Yes.

Q Yes. And if we go to Figure 4, that's the
figure that shows the renpovabl e el bow?

A.  Yes.

Q Let's look at, say, Figure 11.

A.  Yes.
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Q If the elbowis not renovable in Figure 11,
is it separate and distinct? 1Is there -- is the
patient outlet separate and distinct fromthe
auxi liary connection?

MR. BELLINGER: Objection. Form

THE W TNESS: In Figure 11, this elbowis
integral to the housing of the CPAP nmachi ne, yes.
BY MR. KANE

Q And so what does that nean?

MR. BELLI NGER: Objection. Form

THE W TNESS: That means this elbowis
separate as the other one. You see on the |eft-hand
side, you'll see inlet and an outlet.
BY MR. KANE

A. Correct.

Q The inlet is also separate fromthe outlet,
and the outlet is separate fromthe connector. So
just the fact that one is closer in proximty to the
ot her doesn't nmean that they are now no | onger
separate. That's just -- you see if | take three

gl asses here; right? One is close to this one, and

this is farther way. They're still separate from each

ot her. (Indicating)

If I look fromthis side, | cannot see that
because one stands in front of the other. | have to
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nove ny head around and say, "Oh, yes, they are
separate.”

Q Ckay. So whether or not the elbow in
Figure 11 cones out or not, it's still separate?

A.  Yes.

Q Okay. So then it's now part of the housing;
correct?

A. It's part of the housing, as is the
el ectrical manual is part of the housing.

Q Ckay. So then how do | know whet her the
connector -- the auxiliary connector in Figure 11 is
separate and distinct fromthe el bowin Figure 11?

A. Because it says so in the description.

MR. BELLI NGER: Obj ection.
BY MR. KANE

Q \Vhere does it say that?

A. As we said here before -- | can read this
again in Paragraph 6.

Q Well, Paragraph 6 is tal king about Figure 4.
We' ve already established that.

A. No. It says here -- one nonent, please.
There's an al ternati ve.

(The witness reviewed the docunent.)
THE WTNESS: |If you | ook at Page 52,
Colum 6, Line 53 to 57. Why Figure 4 shows this
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alternative preferred enbodi nent of the present
i nvention applied to a CPAP machine, it is envisioned
that this enbodi nent may al so be applied in an
anal ogous manner. So in the same way, nmeaning in the
separation to an in-line humdifier as described in
t he second enbodi nent of the present invention and
pictured in Figure 3. If you look at that, Figure 3
is alnost the sane than Figure 11 because -- the el bow
is integrated into -- if you' ve referred Figure 6 as
you can see here -- Figure 3, the difference between
Figure 3 and Figure 4 is there is two different
alternatives how to create this invention.

One is that in Figure 4, as we discussed, an

easy to renmove el bow.

BY MR KANE:
Q  Ckay.
A. Figure 3, that el bow cannot be renoved. It's

integral to the CPAP nmachine, and as this |ine what |
just read explains, everything is anal ogous, meaning
everything else is the sane as in Figure 4 in an
anal ogous manner.

Q Well, okay. |If you look at figure --
Line 53, it says, "Wiile Figure 4 shows this
al ternative preferred enbodi nent of the present

I nvention applied to a CPAP machi ne" -- that's
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Figure 4; right?

A.  Yes.

Q ~-- 1t is envisaged that this enbodi nent may
al so be applied in an anal ogous manner to an in-line
hum di fier such as that described in the second
enbodi nent of the second invention and pictured in

Figure 3"; right?

A.  Yes.

Q And | think what you said was in Figure 3 --
A.  Yes.

Q =-- the elbowis not easily renovabl e?

A.  Yes.

Q Ckay. And so ny question, then, is is that

el bow that's not easily renovable in Figure 3 separate
and distinct fromthe auxiliary connection 54 shown in
Fi gure 3?
MR. BELLI NGER: Objection. Form Asked and
answer ed.
THE W TNESS: Yes.
BY MR, KANE:
Q Ckay. Wy?
A. Yes, because it says it is in an anal ogous
manner .
Q It says it could be applied in an anal ogous

manner ?
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A. No, it says "also be applied" not "could be."
It says, "also be applied in an anal ogous manner."

Q  May.

A. No, it's not "may." It says it is applied.

Q No, Doctor. Let's read it together.

A, Ckay.
Q "It is envisaged that this enbodi nent nay
al so be applied in an anal ogous manner." It's "may."
A "...may also be applied in an anal ogous
manner . "
Q In fact, if it was being applied in an
anal ogous manner, you wouldn't need to say -- you

could say it's Figure 3 and it's in Figure 4. \What
this is saying is here's Figure 4. You nmay apply that
same concept to the device shown in Figure 3.

MR. BELLI NGER: Objection. Form

THE WTNESS: It's semantics. It says it may
apply in an anal ogous manner. That neans that the one
who has witten this envisioned it should be applied
or may be applied or is applied. And you see | cannot
speak for the non-"mays," what alternative he has
envi sioned rather than doing it in an anal ogous
manner .
BY MR, KANE:

Q Okay. So you told nme a couple tines that the
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el bow in Figure 3 is not easily renovable; right?
Yes, that's exactly the case. Yes.
And the elbow in Figure 4 is renovabl e?

Yes.

o > O >

Ckay. So you can nake a device where the
el bow is not easily renovabl e?

A. Absol utely, yes.

Q WII that device -- let's assune that's what
we' ve got.

A.  Yes.

Q So we're at Figure 3. The el bow is not
easily renovable. Ckay?

A.  (Nods head.)

Q Is the auxiliary port 54 separate and
distinct fromthe patient outlet?

MR. BELLINGER: Objection. Form Asked and
answer ed.
THE WTNESS: In order -- you see the

previ ous definition, what | took was when | renoved
one, then the other stays put for being separate.
Now, you are right in assum ng that now you cannot
renove one easily. So you cannot easily find out
whet her you are going to renove this, then the other
one still stays put.

Now, of course | could then take ny
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screwdrivers and can open up the machine and can open
the elbow in order to make that -- to see whether ny
definition is still met or not. But let's assune |
don't have a screwdriver, and | cannot easily renove,
or not even with difficulty renove one port and decide
whet her the other one stays put. | still can take a
rul er and see whether there is a distance between one
and the other because that also neets the criteria of
bei ng separate.

BY MR. KANE

Q OCkay. So there does -- that's a separate way
of showng that it's separate if there's a distance
bet ween the two?

A. Yes. And for that, again, | need to turn to
the -- either inspect the machine fairly closely and
turn it around, see it fromdifferent angles. The
fact that the el bow here in Figure 4 -- if you | ook
closely, there is a distance between the encl osure 52
and the electrical port assunes -- for that, it's
clear that there's a distance between the el bow 51 and
port 54.

Now, on Figure 3 | have now a side view of
t he CPAP unit, and everything is in the back. |
cannot see this fromthis perspective is the distance.

| have to assunme that it's the sane di stance than what
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| see in Figure 4. Let's go back to Figure 11. Maybe
t hey have anot her perspective here. Now even in
Figure 11, we need to turn around the machine in order
to make that differentiation.
So all what I've left here is Figure 4 to
see, yes, there is a distance, and that distance
mght -- is the same or mght be the sane in all the
ot her ones. Just not able to show this because of the
way how t hey have chosen to draw the figures.
Q Ckay. Can you look at Claim?7 for ne,
Doct or.
A.  Yes.
Q VWhy don't you read that to yourself.
(The witness reviewed Exhibit 1001.)
THE W TNESS: Yes.
BY MR, KANE:
Q Okay. So you see there that it says that the
patient outlet includes a connector for receiving the

br eat hi ng hose; right?

A.  Yes.

Q Okay. Let's look in Figure 3.

A.  Yes.

Q You'll see what's been marked as 14 is the

outlet for receiving the breathing hose?

A. Yes.
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Q Ckay. And that patient outlet includes a

connector -- well, so the patient outlet -- actually,
I m sspoke, | think.
What do you understand -- what would you

define in Figure 3 as the patient outlet?

A. The patient outlet, that's the outlet that
the el bow -- 51, or the Tube 14 in Figure 3 and in 11

Q Let's just stick to Figure 3.

A. Yes. Figure 3. That's 14.

Q Ckay. It says, "Patient outlet includes a
connector for receiving a breathing hose.” \What's the
connector for receiving a breathing hose?

A. That's different connectors. You can have --
usually there are either rubber connectors that you
put on top of it. You can have a tw st-down
connector. So but in nost cases it's a rubber portion
t hat connects plastic piece with the fl exible hose.

Q So you think the connector is sonething
different than what's shown as 14 in Figure 3?

A. Yes. That's a connector for receiving a
breat hi ng hose. That's a sinple connector for the
br eat hi ng hose.

Q MVWhat is 14 in Figure 3?

A. That's the plastic piece, simlar to the

pl astic piece on 51.
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Q Ckay. |Is that a connector for receiving a
br eat hi ng hose?

A.  Yes.

Q Okay. So what's the patient outlet?

A. That's the patient outlet (indicating).

Q Well, it says, "The patient outlet includes a
connector.” Do you see that?
A. Yes.

Q So is the patient outlet sonething nore than
the connector? 14.

A. It says that in the follow ng sentence what
it is. "A patient outlet includes a connector for
receiving a breathing hose and at |east one auxiliary

plug," electrical connection plug, "or a pneumatic
connection plug or port for sinultaneously connection
when connecting a breathing circuit having
conplinentary electric pneumatic connection.”
So as you can see this one, there is two
conponents of this as it is described here.
Q What are the two conponents?

A. One is the breathing hose, and one is the

el ectrical socket. The plug.

Q  Ckay.
A. Wiich we already stated is separate from each
other. They are separate with -- if you have the plus
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and the m nus on your electrical plug. Wen you
connect these together, there would be a shortcut.
Still, there's only one twin plug that has the plus
and the m nus or the neutral and the power |ine, and
the neutral and the power |line are always separated.
But still you have only one plug, one connector that
goes into your electrical outlet. Still, the neutral
and the power is separated.

Q  Ckay.

A. And that's the way how | understand that.
You have one connector for receiving a breathing
hose -- that's your neutral -- and at |east one
auxiliary electrical connection that's your power
line, but still, that's separate from each other. But
they need to be connected. Here we're talking about a
plug that mght fit over this. It doesn't tell you
anyt hi ng about whether one or the other one is
connect ed or separated.

Q OCkay. So let's -- can we apply that to
Fi gure 3?

MR. BELLINGER: Objection. Form
THE W TNESS: We can apply this to Figure 3.

As | said before, you cannot see whether 14 and 54 are
in this picture separated or not because of the

per specti ve.
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BY MR. KANE

Q And does that -- so what is the connector for
receiving the breathing hose in Figure --

A. 14.

Q MVhat is at least one auxiliary connection
pl ug or port or pneumatic connection plug or port?

A. That's 54.

Q Okay. And those two together nake up the
patient outlet?

MR. BELLI NGER: Objection. Form
Foundat i on.

THE W TNESS: No. 14 nmekes the outlet to the
air. 54 receives information fromthe tubing and |ike
or feeding electrical power into the tubing. So the
definition of patient outlet was always that it's the
outlet of air and not the outlet of power.

BY MR. KANE

Q Ckay. |If you look at Claim 7, though,
remenber it says, "patient outlet includes a connector
for receiving a breathing hose,"” which | think you
identified as 14, "and at |east one auxiliary
connection.” | won't read it all.

MR. BELLINGER: Objection. Form
Foundat i on.

THE W TNESS: But it says the connector that
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i ncludes -- you could say either one and the other.
So it doesn't say that it's integral. |t says it
I ncl udes a connector for receiving the breathing hose
and one auxiliary electrical. It doesn't say anything
about whether they are -- that's separate or not.
It's two conponents. You can have two plugs or one
pl ug. One connector.

It includes a connector for receiving the
br eat hi ng hose and at | east one auxiliary connection
pl ug or socket.
BY MR, KANE:

Q Okay. And, again, I'mjust trying to read

the words, Dr. Schneider. It says the "patient
outlet.” We're talking about a patient outlet; right?
A.  Yes.
Q It "includes a connector for receiving a

br eat hi ng hose"; correct?

A. Correct.

Q And then it says, "and."

A.  Yes.

Q And then it says, "at |least one auxiliary
connector"; correct?

A. Yes. That's how it reads that, yes.

Q So it has to have two things. |t has to have

a connector for receiving a breathing hose and at
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| east one auxiliary connection; correct?

MR. BELLINGER: Objection. Form

THE WTNESS: Yes. It's connector for
receiving a breathing hose and at | east one auxiliary
el ectrical connection plug. At |least one. 1[It could
be also two or three. And the only thing is "for
si mul t aneous connecti on when connecting a breathing
circuit having conplinmentary electrical pneumatic
connectors.”
BY MR. KANE

Q Ckay. And so that |ast portion about the
si mul t aneous connection, when connecting a breathing
circuit having conplinmentary electrical or pneumatic
connectors, how do you interpret that in conjunction
with, say, Figure 3 of the patent?
A. | interpret this the sane way as connecti ng

I n one sinultaneous nmovenent the inlet and the outlet
of the humdifier. There are two distinct, separate
ports. One goes in the chanber. One goes out of the
chanmber within one single notion. That neans because
" mconnecting this all in one single notion, it
doesn't nean that they are now connected together --
right? -- the inlet and the outlet?

They connect in the sane way that you have to

connect two separate plugs at the sane tine,
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si mul t aneousl y.

Q And so how woul d that apply on Figure 3?

A. In Figure 3, | don't know. In Figure 3 we
don't have the connector depicted. So I can only --

Q We don't have the breathing hose depicted,
you nmean?

A. No, | don't have the female part or the male
part, whatever they envisioned, howto connect 14 and
54. | don't see that in Figure 3. As | said, in
Figure 3 we cannot see the di nensi ons between 14 and
54.

Q Ckay. In Figure 3 what the claimsays is
that there has to be sinultaneous connection when
connecting the breathing circuit; right?

A.  (Nods head.)

Q  You understand the breathing circuit to be
t he hose that goes to the patient?

A.  Yes.

Q Ckay. So there has to be a sinmultaneous
connection of 14 and 54 --

A.  Yes.

Q -- when connecting the breathing circuit?

A. There has to be sone sort of a connector that
can separately -- that can connect two separate

connectors, an electrical and an air conduit, both of
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whi ch are separate in one single notion. And | don't

see that connector here. So that's why | cannot say

iIf they envision -- let's say a male connector for 14
and a female for 54 or vice versa. | cannot see
t hat .

Q Sure. Are you saying that the air connection
is al ways separate fromthe electrical connection?
MR. BELLINGER: Qbjection. Form
THE W TNESS: No, of course not, because
there's other enbodi nents that acconpanies, and one
predi cate we have from | think it was Drago, Sienens,
t hey have integrated electrical wiring into the

breat hi ng conduit. So your question, is it always the

case? | have to say no. 1Is it in this enbodinent the
case, | would say no, | don't see that.
BY MR. KANE:

Q You don't see what?

A. That this is an integral part of the air flow

connector.

Q GCkay. In your -- if 54 -- if there's no
space between 54 and 14 -- okay?

A.  Yes.

Q Let's assune that there's no space. Is that

separate and distinct connections?

MR. BELLINGER: Objection. Form
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THE WTNESS: Yes, if | can renove one and
t he ot her one stays.
BY MR, KANE:

Q Excuse ne. Renove what?

A. If you renpove either the -- so let's say if |
woul d then renpve either the housing and | eave the
humdifier with the 14 and Chanber 10, 13, 14, 10, 11
and 15 in place but just renove the housing, then the
pl ug woul d either nove with the housing. Then it
woul d be separate. O if | do the other way, | |eave
t he housing and just renpve sonehow the tubing 14 with
a wench, with sone force, and the plug would still
stay even if they would be so close together that you
m ght think -- you see if | touch these now, you m ght
think they are together.

But now | renove this one, and this stays the
same. So they are separate.

Q Wat if it's a common wall between 54 and 14
so you cannot take 14 out separately from 54 even with
a wench or screwdriver or any other tool? It's
nol ded together into one solid piece of plastic.

MR. BELLINGER: Objection. Form
THE W TNESS: If it is nolded together, then
It mght nmeet your definition of -- there's no

distance if they are nolded together, and if | renove
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one, | have to renove the other. | wll effectively
nove the other as well. So in that way they are --
it's only the electrical -- the electrical line is

separated and the pressure port, as it is in the plug,
the neutral and the power. The plastic housing are
connect ed toget her.

Now, if you read again the 7 where it says an
"auxiliary electrical connection plug,” that's a plug
or the socket. Yeah. Again, this, the figures do not
i ndicate that they are nol ded together; otherw se, 54
woul d not be possible. It also says in the patent,
fairly well in 6, that one end in Colum 8, one is
renovabl e and the other not. You have a renovable
conponent. And so in the end -- let's see. W talked
about this already; right?

BY MR, KANE:

Q  Yes.

A. That one is renovable, disposable, and the
other not. So the fact that they tal k about a
di sposabl e unit and a socket is -- clearly indicates
that they're not nol ded together.

Q Well, in that enbodinent, they' re not?

A. I n that enbodi nent, vyes.

MR. KANE: | think we've been going a little

over an hour. Let's take a break.
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(A recess was taken from 2:47 p. m

to 3:10 p.m)

BY MR, KANE:
Q Al right. So let's look at -- | just want
toclarify. 1 think I'"'mgetting sone clarity here,

but | want to make sure | understand.
So if you go back to the '64 patent,

Colum 5. You pointed ne earlier to the sentence that
begins at Line 6. "In the present invention the
connector, which includes an additional electrical and
pneumati ¢ connection 54 for the conduit, is integral
to the connection manifold of the CPAP machi ne and
therefore allows the di sposable water chanber to
remain as sinple as possible.” Do you see that?

A.  Yes.

Q But then if you | ook at Figure 4 where the
el bow i s renovable --

A.  Yes.

Q ~-- and the connector 54 is not, that, in your
I nterpretation, shows that it's separate and distinct,
t hat those two conponents are separate and distinct?

A. Yes, in Figure 4. Yes.

Q  Ckay. s it possible for the connector, 54,
to al so be removable from the housing?

A. Everything is possible. It appears that the
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cl ai m doesn't construct that claimas a screw top.
Like to screw this on, you m ght renpve it, whatever.
It appears it's an integral part of the CPAP housing.
What are the way how they nade it integral, there's no
specific nmention of that.

Q Ckay. For your analysis you assuned it was
i ntegral however that was achi eved?

A. However it was achieved. |t mght be a screw
below. It m ght be nolded with the housing. It m ght
be screwed on the housing fromthe inside. | have no
cl ue how they nade it.

Q Ckay. And then the other -- another
potential configuration that we discussed was that the
connector for the breathing conduit and the auxiliary
connector were nol ded together into one piece. Do you
recall that?

A. No, we did not establish the fact that they
were nol ded together. You had had a hypot heti cal
question what if they were nolded together. As in
Claim7 -- Claim7 is the last claim It clearly
states what has been established in Claim1 through 6.
It says -- starts Claim?7, "An apparatus for use in
hum di fi ed gases delivery treatnent as clainmed in any
of claim1-6." That's howthis Claim?7 starts.

And in Claim 11l through 6 it is well
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established that the auxiliary port is separate from
t he breathing and humdification circuit, as we
outlined this before.

Q Well, I wasn't -- maybe | was unclear. What
| was saying is | agree it was a hypothetical that |
had proposed, but the hypothetical | proposed that if
they were nolded -- if the breathing connector and the
auxiliary connector were nolded into one piece --
okay, that's a hypothetical?

A.  Yes.

Q And in that hypothetical, if | understood
your testinony earlier, was that those would not be
separate and distinct?

MR. BELLI NGER: Objection. Form

THE WTNESS: | don't want to tal k about
speculation. | heard hypothetical things. But the
fact here is that in Claim1 through 6 clearly
established they were separate, and they established
this at several levels. And nowin the [ast claim
t hey construct a nethod how to sinultaneously connect
two conponents, nanely the auxiliary port and the
breathing circuit in a sinmultaneous nmanner.
BY MR, KANE:

Q Ckay. So where in Claim1 does it establish

that the auxiliary connector is separate and distinct?
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In Cdaiml --

A It was --

Q Indaml --

A. No, it doesn't say -- one nonent.

(The witness reviewed the docunent.)

THE W TNESS: No, | was m st aken. In the
description of the invention, it was clearly said in
Colum 5, as we did this before, and in Colum 6 where
you're tal king about the fact that one can be renoved
and the other one cannot be renoved. So that we have
both clearly denonstrated that these are separate
conponents, including Exhibit 4.

BY MR. KANE

Q And we don't need to revisit all of that. |
understand that your interpretation of Colums 5 and 6
are that they are separate and di stinct conponents;
correct?

A. Yes. Correct.

Q So ny hypothetical is |I've got two conmponents
nol ded together into a single plastic piece. Al
right?

A. But why do | need to tal k about hypotheti cal
when t hey are not?

Q Because | want to understand what "separate

and distinct" neans. That's why. And ny question is
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whet her that conponent, those connectors are separate
and di stinct under your definition.

MR. BELLINGER: Objection. Form

THE WTNESS: As | said before, if you renove
one and the other one stays put, then they are
separate. O if there is a distance between -- a
measur abl e di stance, that can be a fraction of a
mllimeter against the other, then they are separate.
It also or -- | give you another.

They have to be separated because one is
el ectrical and one is an air line. The regulations,
you cannot have an el ectrical conduit sonehow feedi ng
into the air outlet. There has to be a separation for
saf ety and security.

| f there were no separation between one and
the other, it wll not pass regulation.
BY MR, KANE:

Q OCkay. So I"'mjust trying to understand. So
if they are nolded into one piece, would you agree
with me that under your definition they would not be
separate and distinct?

MR. BELLINGER: Objection. Form Asked and
answer ed.
THE WTNESS: [If they're nolded in one piece,

I nmust still see a separation between one and the
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other. So to answer your question, if they are nol ded
t oget her does not nean that they are no | onger
separated. They can be still nolded, that there is a
space between one and the other. The fact is that

t hat depends on how you create that nold. There can

be still separated by space, still have one nold but
still two separate portions that are separated by
di stance, still one nol d.

But it could be one nold and you can create

another nold where there are 2 millineters in
distance, 1 mllineter in distance, an inch in
di stance. It could still be one nold. So to answer
your question correctly, | would have to say whet her

they are separate or not separate depends on how t hey
created the nold.
BY MR, KANE:
Q Wat if they share a common wal | ?
MR. BELLINGER: Objection. Form
THE WTNESS: |If it is one single nold, you
can create a single nolding or two-phase nol di ng,

t wo- conponent nol di ng apparatus that can be stil

separated. It has a common wall but can be stil
separated by distance. Can have an outer wall, |ike
|l et's say you have a house with an outer wall, but you

have two separate roons inside the house.
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You woul d not make a living roominto your
bedroom sayi ng, "Oh, because they share a base and the
roof, say this is the sane room" They m ght be
separated by floor in between. Still they share the
sanme roof and the sanme perhaps floor.

BY MR, KANE

Q So then what does it nmean to be not separated
in that exanple?

A. If -- for instance, if you have opened up the
wal | s between your |iving room and the bedroom and
make it one room But that's not possible because one
Is an air conduit here in this case, and the other one
Is electrical conduit.

Q Sois the way to determ ne whet her or not
it's separate is whether the humdified air is able to
contact the electrical contacts?

MR. BELLINGER: Objection. Form

THE W TNESS: That's not possible. You
cannot have hum dified air connecting to electrical
wire. They have to be separate. You know what
happens when you put water onto your electrical |ines.
You create shortcuts and danger.

BY MR, KANE:
Q Okay. So they can be nolded together into

one piece so long as the electrical contacts do not --
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are not exposed to the humdified air?
MR. BELLINGER: Objection. Form
THE W TNESS: \Whet her they can be nolded in
one piece in that way, that's a matter of the nol ding
peopl e who create the nolds. | cannot answer your
question in that aspect, whether they can be nol ded
that way or not. For that, I'd need to go to the
nmol di ng speci al i sts.
BY MR. KANE
Q \Well, let's assune that it can be.
A. Wiy should I assune that?
Q Because you're being deposed, Dr. Schneider.
["mtrying to understand.

A. As | said --

Q Here's ny hypothetical. | have a
hypot hetical. | have gone to the nol ding people.
They have nmade ne a nolded part. |It's one piece. It

has el ectrical contacts, and it has a portion for the
br eat hi ng condui t.

A.  Yes.

Q Is that -- are those two connections separate
so long as the humdified air is not able to reach the
el ectrical contacts?

MR. BELLINGER: Objection. Form
THE W TNESS: You see, when | am exposed to
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t hese engi neers, ny first question would be "How did
you separate these two things?" That would be ny
first question, to ensure safety.

BY MR, KANE:

Q Ckay. Assumng that it's safe.

A. That they come up with a good expl anation on
how well it is separated.

Q  Ckay.

A. The second thing what | would do is |look in
the regulatory and see what are the requirenents of
the law to define good separation and whether it would
meet that definition. As soon as | see that it is not
wel | separated, | would say, "Don't do this nold" when

there is a risk that it doesn't go through regul atory

affairs.

So the better the separator, the likelier it
is it wll go through regulatory affairs. And as a
designer of this one, | would not risk failing the

regul ation, FDA regulations and all of that. So I
woul d make it as best separated as possible, and that
Is either by distance or by having sonething --

I nsul ati on between one and the other, that it is well
separated by nmaterials. Not the sanme material between
one and the other. But separat ed.

And it appears that they have -- that we
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tal ked this over in Figure 4 and we talked -- it is
expl ained a couple of times in the explanation that
one is renovable and can be -- this can be disposed
and the other one not. |t appears that | have done
that intention exactly to be able to neet the

regul atory requirenents.

Q And the -- well, and the separation that they
achieved in the figures in the patent, then, is that
the regulatory folks will be satisfied that the
hum dified air will not be exposed to the el ectrical
contacts causing a short or sone other problenf

A.  Yeah. You have to be really careful.

MR. BELLINGER: Objection. Form

THE W TNESS: There's two way that a
nonseparati on can be a danger. If you not well
separate electrical conduit fromyour air, even from
hum dified air, if you have oxygen running through
this, if you enrich the entire air with oxygen, which
usually is possible and could stand -- people not only
use pressure but oxygen -- then an electrical spark
can lead to an expl osion of the oxygen.

The other one is that the humdified air can
corrode your electrical conmponents. So you have to
have a good separation between one and the other.

BY MR KANE
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Q And when you're saying, "separation" there,
are you using that termin the sense of a barrier?

A. The separation creates in effect an
I nper meabl e barrier, whether that is by distance or
whet her it is by any other material. The distance
creates just a gap between one and the other, which we
seen in 4, that there is a gap in one or the other.

So we see this in Figure 4.

Q Ckay. If you |ook at Paragraph 98 of your
decl aration, Dr. Schneider, for ne, please.

A.  Yes.

Q Ckay. And then it's talking about the Bahr
prior art. Do you see that?

A.  Yes.

Q And | believe you say el sewhere that your
understanding is that Bahr is used or can be used with
a ventilator?

A.  Yes.

Q And you say in that second sentence there
that "Bahr does not teach the disclosed device can be
used in connection with a humdifier."

A. That's true.

Q  Ckay.

MR. BELLINGER: Do you have a copy of Bahr?
MR. KANE: |'m handi ng what's been previously
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mar ked as RVD 1011, which is the Bahr prior art.
(Previously marked Exhibit 1011 was handed

to the witness.)

BY MR, KANE:
Q Ckay~?
A.  Yes.
Q So if we |look back to Paragraph 98 --
A, Yes.
Q ~-- the third sentence says of Bahr you say,

“If the electrical contacts described in Bahr were
used on the gas outlet port of the CPAP device,
I ncl udi ng the devices described in the HC200 Manual ,
Kenyon, and Netzer, these mating surfaces could be
exposed to water, including condensation formin at
| east the breathing conduit.”™ Do you see that?

A. Yes, | see that.

Q And so that is consistent with the discussion
we just had that you had to have separation to avoid
t he condensation or water fromgetting to the
el ectrical contacts; correct?

A. Correct.

Q OCkay. And it's your opinion a person of
skill would not want to use the contacts in Bahr -- or
a configuration such as shown in Bahr because of that

pr obl enf?
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A.  Yes.

Q  Ckay.

A. That's how | stated. After Paragraph 98, in
99 | would say, "A skilled artisan would not have used
el ectrical contacts placed on the mating surfaces of
t he breathing hose connector (like Bahr's) in a CPAP
machi ne such as shown in Netzer, the HC200 Manual, or
Kenyon because the interaction of water and the
el ectrical conponents woul d cause serious problens.”
First, "Water ingress onto the connector, which is
possi bl e due to the | ocation of the connectors as
shown in Bahr, could cause short circuits that woul d
cause inaccurate readings in" the "sensor nmeasurenents
of the CPAP device. The inaccurate readings could
cause the tenperature of a heater wire of the
br eat hi ng hose to be driven too high or too |ow,
t hereby causing harmto the patient. |If the patient
reconnected the breathing hose after cleaning w thout
drying the electrical contacts, it could cause the
device to mal function froma simlar electrical short.
Connecting wet electrical connection could al so shock
and cause injury to the patient."

Now, | can tell you now a little bit what

patients do in the home with CPAPs.

Q  Ckay.
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A. What can go wong, goes wong. |It's just a
matter of how many patients you put on CPAP. | have
seen patients who put the mask upside down.

Connecting two mates together even if it was not
supposed to do. They're not cleaning it accurately.
Agai n, they know they have to clean it. Rather, than
clean it in the norning, they're cleaning it in the
eveni ng before they go to bed. The thing stays wet.
You have to be very, very careful designing a CPAP
machi ne for the home otherwise it will get litigation,
and it's just a matter of tinme when you do a fl awed
design that bears the risk of that.

The Bahr invention is quite an interesting
patent, and even |'m not aware, but that it has cone
into production. Mybe it was integrated into a
production that was done by Sienens, 2001 whether this
was part of the ventilators. |'mnot aware of that.

If so, the ventilators were nmanaged by
skill ed technicians and not used in the home as hone
ventilators. So there mght be a totally different
application. As you know, in the |ICU when you set up
a ventilator in a separate roomto be ready for a
patient that conmes in with the energency unit, and
that is usually a highly skilled intensive risk

technician that they use both sterilized clothes and
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cl oth and connecting everything, ready for use on the
pati ent.

Under that circunstance, such an invention
m ght work. |If you were an engi neer in designing hone
ventilators or CPAP in the home and would conme up with
such a design, any project |eader, project nanager
woul d say, "This solution is a no-go for honme use for
patients.”

As | said, what can go wong, goes wong in
the honme, just a matter of you do 1,000 patients,
10, 000 patients, 100,000. W have several mllions

now on CPAP. So that is poor design and poor risk

managemnent .
Q I n Paragraph 101 of your declaration you
refer to an "electrostatic discharge.” Wy don't you

read that to yourself.

A. Okay. | read Paragraph 101.

(The witness reviewed Exhibit 2004.)
BY MR, KANE:

Q So can you describe for ne how the
circunstance of electrostatic discharge through
contact with the patient could occur.

A.  We create now a new el ectrical conmponent to
the tubing of patients that's al nbst nowadays quite

common that you could have a tube with electrical
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wires. Still, you have novenent of the nmask that can
create sone electrostatic discharges. |If there's
tear-and-wear either on the tubing, and in particul ar
t he tubes, any tube that -- like here in the Bahr one,
| can show this better on the patent application. And
| refer to on the Bahr invention you'll see several
transitions from let's say, a hard plastic or even a
metal that is com ng out of the machine, let's say 46,
44 that neets with a femal e connector.

Al so there's a plastic piece, and then you
have a flexible tube with spirals that goes then over
a longer distance to the patient.

Now, very often there's kinking occurring
right at the transitions fromthe hard piece to the
soft piece, and that is so common that's why patients
request new tubes all the tinme. Just pull this a
little bit, and you can easily envision that when you
have right at this edge there is tear-and-wear, and
t hat tear-and-wear, when that is dependent on the
electrical circuit, again you have to protect it
sonmehow.

So the way how they currently do these tubes,
they try to nold this in one piece so that you don't
have these transitions. Again, this is the basis for

t hat paragraph that any -- so there's a risk of
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damage -- one nonent.

(The witness further reviewed Exhibit 2004.)

THE W TNESS: Yeah. |It's poorly witten by
di scharge through contact with the patients. It's
nore |ike that there is electrostatic discharge that
t hen, of course, when you have a circuit to either
breaking, the circuit in the tubing, that when you
create a shortcut that, of course, it fits back into
t he machi ne and you need to have surge protections and
all of these things in order to not danage your CPAP
machi ne.
BY MR, KANE:

Q And how do the contacts in Bahr increase that
risk?
A. As | said before, one is that the patient is

not accurately connecting the tubes, male and femal e.

Second is that he has not really waited to
have these -- each of these conponents, specifically
t he connectors conpletely dried out when he's cl eaning
this. Maybe even an al cohol tissue to make it really
cl ean. Have not turned off the machine at the sane
time. So these are -- there's sone risks associ ated
with this.

As | said, this design m ght be possible to

use in a very controlled setting, but I would be -- |
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woul d not sleep confortable having this put out to
mllions of patients.

Q Can you identify the portion or the
difference -- yeah. Let nme re-ask that question.
Sorry.

What about the Bahr context increases those
ri sks? For exanple, no matter what -- how the
contacts are configured, the patient could wash the
tube and not wait a sufficient amunt of time for the
tubing and the contacts and the tubing to be
conpl etely dry; correct?

MR. BELLI NGER: Objection. Form

THE W TNESS: Yes.

BY MR. KANE

Q So how do the contacts at Bahr nake that a
wor se situation?

A. Because the -- you see here, as we said
before, it is alnost a daily routine cleaning the
air -- cleaning the tubes.

Q And whet her the Bahr contacts or sone other
ki nd of contacts, you're supposed to clean the tubes;
right?

A.  Absolutely.

Q So why does the Bahr make it worse?

A. Because the electrical connections are part
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of the tube. As you can see here easily, when you

di sassenbled it, now you have to disassenble that than
to clean the tube. And then even if you have couplets
on the inside and then you reconnect everything, how
can you make sure that a person is cleaning -- nmaking
the inside of a tube dry, make sure that it is dry
before they connect it. |It's inpossible.

Q Okay. But you understand that the clains
require a sinultaneous connection between the
breat hi ng tube and the auxiliary connector; right?

MR. BELLI NGER: Objection. Form

THE W TNESS: That's true. That's why you
Ccreate a separate, one separate plug with the other
one, to make sure that even if there is residual fluid
in the tube, that this does not affect the electrical
conponent .
BY MR, KANE:

Q OCkay. Work with me on this, Dr. Schneider.
We're tal king about a breathing tube; correct?

A.  Yes.

Q And the patient takes the breathing tube off
and cleans it; correct?

A.  Yes.

Q And at the end of that breathing tube, it has

sonme sort of a connector where it can create a gases
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passageway and an el ectrical connection?
A.  Yes.
Q So the patient could take that tube with the

el ectrical connections and dunp it into a sink of
wat er; correct?

MR. BELLI NGER: Objection. Form

THE WTNESS: In theory, the patient can do
that too. As | said before, the patient can do
what ever he wants to. | cannot refer to the connector
of the tube and the tube itself because it is not
shown in that patent. It just vaguely says there is a
connector that can be sinultaneously connected to both
separate ports.

Now, how t he engi neer has created a solution
for that to prevent the risk which we just discussed,
| don't know because it's not shown here. Maybe it's
a val ve nmechanismthat as soon as it disconnects that
connector, that shuts off automatically the electrical
conponent. \Whether there is a separation between one
and the other is so far in distance that even spilling
out of the tube would not prevent any contam nati on of
fluid to the electrical conponent.

Maybe there's a vertical difference, neaning
that one is nuch -- it's not on the sane hori zont al

line in the connector. There's nultiple ways how
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engi neers mght follow the safety and security to
prevent the problems which we discussed with Bahr.
BY MR, KANE:

Q Are you famliar with heating tubes that are
bei ng used i n CPAP machi nes today?

A.  Yes.

Q Are you famliar with the ResMed heated tube?

A. | think the ResMed heated tube of both of the
S9 and the S10.

Q Is there anything that would prevent the
el ectrical contacts in that tube from being wetted by
a patient?

A. They have the screw in the end. They have a
screw-in mechanism So | don't know how they've done
the solution to prevent that risk. There's no power
supply for that. | have to go further into detail on
that. But |I'mpretty sure they have done a good job
in elimnating that risk that we described fairly
well, as well.

Q Ckay. But you don't know, sitting here
t oday, how that risk has been elim nated?

A. No. How they have done that. | know that
this is fairly separated as well from one of the other
because it has a nechanismthat you have to slide over

the other, the electrical conponents. This is the
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tube, and then there's electrical conponents that's
al so on top, and you have to screw it into place
(i ndicating).

Q Do you know if you took a ResMed heated tube
and put it into a sink of water and then stuck it into
the flow generator whether the contacts would be wet?

A. |If you take -- no, | have not done that. As
| said, | would do the cleaning and everything, do it
the correct way. At |east teach the patients to do it
the correct way. But when one thing is sure, as
Ei nstein already said, one thing is infinite. That's
t he universe and human stupidity.

Q Sone patient sonmewhere is going to do
sonet hing, as you said, that doesn't follow the
i nstructions?

A.  Yes. Because you cannot protect any
i ncident, but you need to make it as unlikely as
possi bl e.

Q And have you ever had a patient knock the
CPAP of f the nightstand?

A. That's a very good question. That problem
actually occurred only recently with the -- recently
as maybe in the last 10 years with the effort to make
CPAP machines snmaller and smaller and integrated

everything. As | said, in 2000 the CPAP machi nes was
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much heavier as the | aptops. You see now we have here
everywhere i Pads, various |light-weighted |aptops. The
sane devel opnent happen on CPAP. They were quite
heavy at that tine, either flat. So there was no way
that you could pull these off the nightstand. O as |
said at the beginning, they were even nightstands.

So the fact that you pull off or pull on a
CPAP machine with your hose when you turn your body
becanme a problem nore and nore in the recent years
rat her than past years in 2002 because of the |ight
wei ght of the CPAP machi nes.

Q Ckay. |If you'd look at, for instance, the
HC200 - -

A.  Yes.

Q ~-- is that a machine that a patient m ght
pull off of their nightstand?

A. Absolutely, yes. Yes.

Q OCkay. And if -- soin that case, is there a
possibility of the water flowi ng back into the fl ow
gener at or?

A. Yes. In this design that was very well
possi bl e that under two conditions. First, you see
the design of this device is that the outl et hose
| eaves the hum dification chanber on top. And there

was a good reason for that. As we discussed already,
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we coul d have accunul ation of fluid when there was
particular U shape in the tubing. And the easiest

part here was to just put your hose on top of your

hum difier, and the fluid went back where it canme from
in the humdification chanber. There was no probl em
with that. That was the purpose on the top, to catch

excess fluid back in there.

Now, the chanmber here, | don't know the
internal of the chanmber. It's not given here. But
let's just assune it's just an enpty -- an enpty

house; right? There's no interior design. O course,
the lightness of the machi ne would easily bring back
the fluid into the machine. That happened quite often
wi th this machine.

Q The fluid would go back into the nachine if
t he patient knocked it off the nightstand and --

A. Yes. Yes. O just -- yes. But knocked it
off, really neaning knocked it off. O just put it
this way -- right? -- fromhorizontal to vertical.

Q Okay. VWhen you say the water would go back
into the machi ne, you're saying the water would go
back into the flow generator portion of the machine?

A. | don't know the interiors of this nachine,
but it has to go -- it canme out at the end of the

machine. So it went through the machine and cane out
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here. So what damage and where it went through this,
| don't know. (Indicating).

Q And you were just gesturing there. Why don't
we figure out what page that was you were just
poi nting to.

A. It was the description of Page 7. | was
depicting the portion of the CPAP machi ne at the back
end where the air filter and filter hoses sit, and the
air, the water cane out here at this portion
(i ndi cating).

Q \Vhere the filter holder is?

A. Where the filter holder is. The electrical
supply was well insulated probably. Oherwi se, it
woul d have been shocked. That's a requirenment anyway.
But, again, to prevent this water flow ng back into
t he machi ne, that was not an issue when there was j ust
tilting of 45, 70 or maybe up to 90 degrees. You
m ght discuss this later. It was nore a fact, as you
just said, when you totally turned the machine into an
upsi de down, vertical to horizontal. Maybe not, but
you need to have a major accident. It's a way of the
machi ne really changing the position from horizontal
to vertical

Q And that problem would occur even with the

hum di fi er chanber attached and staying in the sane
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relative position to the fl ow generator?

A. Now, renmenber, this is -- rather than a
| ow-profile, it's a high-profile chanber. So as you
can see here, the water level is quite low. So in
order to get spillage from novenent, you'll have to
really create novenents, shaking or -- and then in
effect, then you | ook at the insides of that chanber,
there's other nechanisns that prevented water flow ng
back by even greater novenents, nuch greater
novenents.

So, again, anything can happen when you put
things on a patient. O course you can do the machine
upsi de down or if you have sonething el se, violence
going on in the famly; right? But these are not
condi ti ons of regul ar use.

Q Al right. But | guess, again, |'mjust
trying to clarify, again for the record,
Dr. Schneider. The situation that we're tal king about
where these maj or accidents would occur would be a
situation where -- | ooking at the HC200, Page 7, the
hum di fi er chanber has water?

A.  Yes.

Q The hum difier chamber has been attached to
the flow generator, and the chanber guard is hol ding

it in place; correct?
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A.  Yes.

Q And then there is sonme sort of an upset or
accident that causes the conbined unit, the flow
generator and the hum difier chanber to not be
hori zontal, be it 90 degrees or upside down or
what ever the condition is; correct?

A. Correct.

Q And then in that circunstance you have seen
wat er fl ow back through the hum difier chanber and
exit fromthe portion of the flow generator we tal ked
about earlier near the filter hol der?

A. Yeah. | can only say |'ve seen patients
com ng back or telling that the water cane back, and
the only report is "Did the machine fall from your

table or something like that," and they said yes. So
I don't know whether it was 90 degrees, whether it was
180 degrees with a flip, turn, all of these things.
We usually advise the patient to actually extend the
tube from6 feet to 12 feet and creating a Klen
(phonetic) on -- sonewhere between the machi ne and the
bl anket so that when they nove, that there is no
traction or pulling on the machine.

But we don't do this in everyone because

that's a rare i nstance. [t's much npbre connon t hat

patients place this machine on, let's say, not really
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on a plane, horizontal surface that there's a book or
a newspaper underneath so it's not totally plane and,
again, that would be a problemfor -- not for this

devi ce, because it's a high-profile chanber, not a | ow
profile chanber. And the air is com ng out of the

t op. So this was no risk that through the tilting
that air goes into the tubing.

Q You said the air goes into the tubing?

A. No. Even if you tilt this 45 degrees, that's
already a lot. If you adhere to the instructions
havi ng the water |level only half full, since the
outlet is on top, there is little likelihood that this
| eads to spillage of water into the outlet tube.

Now, as we can see later, the inlet port has
al rost a nmechanisminvolved -- it's not shown in the
HC200 -- that creates a protection fromtilting,
drawi ng water into the machi ne under regular use, and
the regular use, | nean it still can have vari ations
of about 45, maybe 70 degrees of your device in any
direction without risking spillage of water.

Q Are you -- is it also desirable to prevent
the water fromcom ng out of the patient -- or getting
into the patient conduit to the tube, as you sai d?

A. Yeah. That is very desirable. |If you

breathe in one droplet in the night in your nose, you
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wake up instantly |ike having had nosquitoes in your
nose.

Q | didn't quite catch that. You said if you
breat he i n what?

A. |If you breathe -- if you inspire through the
mask, and then in a sudden you get water into your
nose, you'll wake up instantly. |It's like water
boarding or |like having a nosquito biting you in your
nose. You get startled. That's unbelievable.

Q Have you ever seen that in a patient or heard
about that in a patient?

A. 1've heard this in patients, and | have
experienced this nyself. | do a |ot of CPAP on nyself
on experinental basis when we test out new things.

Q And under what circunstances did that happen
where -- let's start with you personally, that you
ended up with water in your nose?

A. Because you see when you have a poor
hum di fication system nmeaning, for instance, that you
have rainout in the tubing, as we said, for several

reasons, just disconnecting and connecting it again,

and not making sure you have enptied the hose. It is
not the fault system |It's just by nature, as we
tal ked high pressure versus |ow pressure. |f you put

it on again, then you got the air droplets in your
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nose with the next breathing because you have water in
the tube.

Q  Ckay.

A.  \When you take a deep breath, then you get
hal f water, half air.

Q | see. And what about any patient --

A.  The patients, sonetinmes you have to tell them
how to place that tubing that the CPAP machine is
al ways | ower than the bed unit and the patient so that
when water flows back, it can flow back into the
hum di fication unit rather than into the patient.

| f you put the patient on -- a CPAP machi ne
on top of your nightstand, that's where the risk is.

Q And the risk being that water gets into the
patient tube and the patient inspires?

A. Yes. That's why you want to prevent both
spillage for the outlet and spillage for the inlet,
and now engi neers are pretty sure that they can
prevent damage to the CPAP nachi ne by internal
configuration, but you cannot prevent damage to the
patient. You m ght |ose your patient to the
treatment, "No way. | don't want to do this anynore.”

Q That doesn't want to put that machi ne back on
after that experience?

A.  Absolutely.
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MR. KANE: Why don't we take a break.
(A recess was taken from4:06 p.m

to 4:28 p.m)

EXAM NATI ON
BY MR, HOFF:
Q W're going to switch gears and tal k about

the '197 patent now.

A.  \What was your nane agai n?

Q Chris Hoff.

A.  Thank you.

Q Soit's |PR2016-017109.

A.  Yes.

Q And here |'m handi ng you your decl aration.
A.  Yes.

Q We were tal king about U. S. Patent 6,398, 197.
A.  Yes.

Q Do you recogni ze this docunent?

A.  Yes, | do.

Q Wat is it?

A. It is a patent hum dification chanber.

Q The docunent | just handed you.

A, Oh, yes. |It's ny declaration.

Q Can you turn to the | ast page, Page 67.

A. | have that here.
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Q Is that your signature on the back?

A. That's ny signature.

Q So | want to kind of go back to sone of the
di scussi on about the HC200. You had nentioned when
t he HC200 canme out, people |laughed at it. Wy did
people laugh at it?

A. Because the portion of the high-profile
chanmber was much bigger than -- alnost as big as the
CPAP machine. At that tinme the Sullivan CPAP machi ne,
t he European CPAP nmachi ne from SEFAM they were al
quite big machines, and the hum difier was either
attached -- nost of the times below, as a smal
add-on. Now, this appears to be a chanber with an
added CPAP machi ne.

Q So you thought that the formfactor | ooked
odd?

A. No. It was a change in paradigns. That's
now a conpany who has paid nore attention on
hum dification rather than -- it didn't |ook right.
Everybody was, "We have better machine. W have qui et
housing,"” this one and that one. It was a change in
paradigm and it m ght be the right change in
par adi gm

Q Okay. Were there any problens with the
HC200? | think before you nentioned that it could --
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frequently water woul d go back through the bl ower
outlet?

MR. BELLI NGER: Objection. Form
Foundat i on.

THE WTNESS: No. No, that's not true.
said in the rare cases where a patient was really
flipping the device, then it was -- there was CPAP --
there was water running out of either the outlet or
the inlet. But that -- again, that was either due to
the fact that you have had an additional nightmare or
where you just suddenly junp out of the bed -- so
there was a di sease behind that -- or that patient --
for sonme other reasons, getting started.

But, again, these are rare instances as an
accident in your car when you drive too fast or do
sonet hing el se that is extraordinary.

MR. HOFF: |'mgoing to hand you what's
mar ked as Exhibit RVMD 1015.

(Previously marked Exhibit 1015 was handed

to the witness.)

BY MR HOFF:
Q I'dlike you to turn to Page 9.
A.  Yes.
Q Wwell, first off, what is this?
A. This is the HC200 manual of the -- yes. O
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the early years.

Q Al right. So if you could turn to Page 9.

A.  Yes.

Q It's alittle confusing on the bottom |It's
Exhi bit Page 9, but it's actually marked as Page 8 in
t he manual ?

A.  Yes.

Q So on the right-hand side, kind of towards
the top of the docunent there's an underlined all bold
statenment " CAUTI ON. "

A.  Yes.

Q Do you see that?

A. Yes, | see that.

Q Do you see below that it says, "CAUTI ON:

“Avoi d noving or tilting the HC200 when the
hum di fication chanmber is full of water"?

A.  Yes, | see that.

Q Does that warning address the spillage issue
you just nentioned?

A. No.

Q \What does this warning pertain to?

A. First of all, it's in the manual that you
create for patients. It not only serves for teaching
a patient proper use, but also to give you sone sort

of protection for any potential litigation. The fact
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is that you now have on the coffeepot, "Be careful not
drinking too hot" after that case of burned, that one
woman. There is cautionary notes everywhere where you
think it shouldn't be there. It is self-evident.

THE REPORTER: As you see here on Page 6 --
no, on the sanme nmanual, there's warning of electrical
danger. Now, why is that warning of electrical
danger? It's not because the plug of the HC200 is
faulty. It is just that you can't control the
conditions of the plug in the house of a patient. You
need to give a cautionary note.

This one, | see the sane thing with this one.
If a patient would follow the instructions here, there
was no danger of tilting, getting water into the
machi ne except that he did not. Let's say if he turns
it 90 percent; right? But then he's not follow ng the
I nstructions.

Q So you're saying if the instructions are
foll owed, this warning doesn't matter?

A. Doesn't matter.

Q But it's possible that sonmeone woul dn't
follow the instructions?

A. It's possible that patients lie, and they
say, "l did follow the instructions," but in

actuality, they did not.
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Q So if a patient didn't follow the
instructions and tilted HC200 while the hum dification
chanber was full --

A. Let's say if the patient would conme back and

say, "l did follow the instructions and the tilting
was not nore than 70 or 50 degrees. | was carrying
the machine -- let's say | was filling the machi ne and

| was carrying it fromthe bathroomto ny bed" --

Q Wth it assenbl ed?

AL Wth it assenbled and everything. Then
tilting is water falling back was not an issue. |If he
said by that notion water was falling back, then you
could easily denonstrate it is not possible, that he
has underesti mated the novenent of his -- that you
m ght have really put it upside down or whatever.

Q I'msorry. Wat was not possible?

A. It was not possible, the way, because we
menti oned that before, and it is well displayed on
Figure 2 here. It is a high-profile chanber, not a
| ow-profile water chanmber. And if they probably
filled the water level to half of the height of the
chanmber, that water would fl ow back by just carrying
it fromthe bedroomto the bath -- fromthe bathroom
to the bedroom it is -- it was unlikely that water

came either out of the inlet or the outl et because the
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out | et

wat er

is o

| evel

ntop. Soit's a far

and between both the inlet

di st ance bet ween t he

and the outl et.

Now,

in case that

it was still water in the

machi ne,

now there's cautionary notice there to

protect your

conpany.

Under

regul ar

conditions it

doesn' t

happen,

and under the unregul ar

use,

excessi ve

force to the machi ne,

it mght

happen,

and then you

i nsert

a cautionary note in there.

Q
back up.

correct?
A.
Q.

Wrong wi

correct?

A.

So | believe before you said what -- let ne

So the HC200 is designed for in-hone use;
Yes.
And | believe before you said what can go

[l go wong in an in-hone use setting;

Correct.

Q

And so is it fair

to assune that sone

| evel

i ne

patients are not going to follow the water

and m ght

overfill?

A
Q.

Everything is possible,

yes.

And in the event that soneone overfills and

they carry the device around,

it's nore likely then

that water would go either through the patient outlet

or through the blower outlet; is that right?
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A. If you overfill it to the top, then of course
it's possible, yes.

Q Okay. Vhat are ways that you could mnimze
the risk of water going back through the bl ower
outlet?

MR. BELLI NGER: Objection. Form

THE WTNESS: Creating a smart design inside.
Ei ther a valve that prevents water com ng back, to
preventing tubes, tubulars, all kinds you can envision
to prevent it.
BY MR HOFF:

Q Let's go back to the valve first. \\here
woul d the val ve be pl aced?

A. If you were to -- let's say if your CPAP
machi ne really breaks with water flow ng back into the
machi ne, that's a serious problem Even if the CPAP
machine -- it's a serious problem when you no | onger
can use the machine. That neans when you can no
| onger can use the machine, you put the patient in
danger or you have to have an energency systemin
pl ace that imrediately, within hours, can replace the
devi ce.

Q So the valve -- would the valve be located in
the blower unit itself?

A. No. You can do this in the humdification
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chanmber if you decide to go for valves in one way that
just closes. That could be one solution.

Q GCkay. D dyou -- were there humdification
chanbers that had val ves?

A. I'mnot aware of that. |[|'maware that we
have had val ves at the mask, and in the past we have
had val ves at the outlet of the CPAP nachi ne, one-way
val ves.

Q And then | believe you al so said anot her way
to mnimze the potential risk would be through a
tube; is that correct?

MR. BELLI NGER: Objection. Form
Foundat i on.

THE W TNESS: Tube or tubul ars, however you
create that, yes, the inside.
BY MR, HOFF:

Q And where would the tube be placed?

A. Far away fromthe surface of the water. So
it would be somewhere in the distance and in a way
that you can tilt without risking the water that goes
into that.

Q So the tube would be connected to the inlet
of the water chanber; is that correct?

A. Yes. It would create -- in order to prevent

the flow ng back into the machi ne, you would create a
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tube at the inlet, yes.
Q And so what sort of situations would the tube
help to mtigate -- let nme start over.

What sort of risks associated wth water
goi ng back into the bl ower would the tube help
mtigate?

MR. BELLI NGER: Objection. Form

THE W TNESS: The primary risk is, here
agai n, when the patient wants to use the CPAP in the
ni ght, when the patient is actually in danger of sleep
apnea, people can die fromsleep apnea if it's severe
sl eep apnea. |f the patient believes he can no | onger
use the CPAP machi ne because he is seeing water com ng
out of the machine. Now, this is not the primry
responsibility of the manufacturer. It is the
I nternmedi ary provider which, usually a DME conpany,
dur abl e nedi cal equi pnent device conpany, that stands
bet ween the manufacturer and the insurer and the
patient, and the insurer is paying the DME conpany.

And the contract of the payer is also that
t he DME conpany who provides the care for the patient,
i ke a pharmacy, nmakes sure that the patient gets
replacenment if there's sonmething wong with the
machi ne, replacenent of the mask and the tubing.

That's what they're getting paid for, that service, to
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make sure there's continuity in the service in case

t hat somet hi ng happens or in case that the need for a
new machi ne.

BY MR HOFF:

Q So just so | understand. So the DME conpany
woul d be the one who would be | ooking to place a tube
on the --

A.  The DME --

MR. BELLI NGER: Obj ection.

THE W TNESS: No. The DME conpany is
responsi ble for ensuring the training and the
education of the patient. Now, and the reason here is
al so responsi ble for making sure that the patient is
using CPAP by calling the patient or by nonitoring the
patient. The DME is not responsible for any design of
t he manufacturer or of the humdification chanber,
whet her there's tubes inside or whatever. That's not
what -- the DME is just taking the machine that is
prescri bed and teaching the patient howto use it in a
proper way.

BY MR HOFF:

Q  Ckay.

A. And in that way the DVME conpany woul d hand
out that user's manual to the patient. They wll

explain that, the use of it, and that's why this
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manual has been in plain and sinple | anguage, as it
is, with synbols, precautionary notes of how to put
even an electrical plug into the outlet, and it has a
danger if you connect a plug into an outlet even

t hough everyone does it on a daily basis.

There is a picture on Page 6 where you see
all the conponents that can be detached or attached in
a sinple way, and then there's sone risks to how to
set it up, how to operate that. And then, again, of
course, you have sonme caution on each page, Page 7.
There's cautionary notes of excessive condensation.
We tal ked about that, how that m ght happen.

And there's, of course, cautionary note on
Page 8 that if you don't use it adequately, then you
m ght have the risk that water cones back into the
machi ne, that what happens with | ow CPAP pressure.
There's on each page a cautionary note or one. And
that is part of any manual.

Q OCkay. So just to clarify, so there is,
al t hough the manual provides instructions to a user on
how to operate the device, there is a risk that they
coul d operate the device in a way that would perm:t
water to flow back into the blower; correct?

A. There's always the possibility and the risk

t hat that can happen, yes. Even though it is very
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rare.

Q And even if the user followed all the
directions, there's always a risk of an accident. For
exanpl e, the device tipping; correct?

A. "Tipping," nmeaning putting it upside down.
You are just tipping or changing the horizontal |evel
to, let's say, a plus/ mnus 45 degrees, which is
substantial, under these conditions. It would not
happen. It would happen when, as | said, we have an
accident that you throw the machi ne out from your side
st and.

Q For exanple, the machine falls off your
bedsi de tabl e?

A. Yes, and tw sts and turns. Yes.

Q Okay. Are there any other potential problens
t hat the HC200 presented in ternms of providing therapy
to a user?

MR. BELLINGER: Objection. Form
THE WTNESS: As | said, |'ve not used the

HC200 in too many patients. It was -- no, | have not
seen any other -- the CPAP pressure was not as
optimal as in other devices. There was much nore --
it was not |ess constant as in other devices.
BY MR HOFF:

Q So why was that?
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A. That depends on the speed of the -- power of
the bl ower.

Q  Ckay.

A. That is the Respironics one was very poor.
In the end of the '90's alnost all CPAP machi nes were
not as nmeant to be constant, positive airway pressure
to an inspiration and expiration. It was actually
when the patient takes a deep breath that the bl ower
coul d not respond fast enough in the '90's to keep up
with the pressure, just accelerate the speed so that
the pressure remai ned constant to inspiration and to
an expiration. You need to | ower the speed of the
bl ower, keep it constant.

And the reason why the technol ogy was not
ready is because it was just switched froma val ve
systemto a nonval ve system The valve clicked with
each inspiration, expiration, and then sonmeone canme up
and said, "W don't need a valve there on the nask.
We can regul ate the speed of the engine to provide
enough fl ow and consi stency."

Q So one thing you nentioned earlier was that
one of the paradigmshifts of the HC200 was that it
had a tall water chanber; right?

A.  Yes.

Q And previous water chanbers before the HC200,
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they were wider and they were flatter, or not as tall?

A.  Yes. The first generation of humdifiers was
sinply cold pass-over principle, meaning you had j ust
a small -- a large base where water is as a | arge
surface area, and then you pass air over this. Again,
it was not heated, and for that, in order to get
enough hum dification you needed to have a | arge
surface area. But it was never really very
sufficient.

Q OCkay. So by noving to a taller chanmber, did
the outlet and the inlet to the chanber becone closer
together in the HC2007?

A. Not necessarily. They m ght appear for the
di nensions. There was several cold passovers. See,
the difference within these two, between the inlet and
outl et as depicted on Page 6 of that m ght be the sane
difference. 1In the cold pass-over, for instance,
there was one from Rose, | believe, cold pass-over
with an inlet and an outlet. They were also close
together. This is not the sane.

Q VWhat did Rose do to avoid short circuiting?

MR. BELLINGER: Objection. Form
THE WTNESS: That's a totally different
desi gn because the CPAP machi ne was on top, and you

connected tubes fromthe CPAP to the inlet and then
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anot her small tube, it was about a foot |ong, maybe 20
to 30 centineters, and that connected you to the CPAP
machi ne which was on top of the humdifier. So you
woul d have had the air comng fromthe CPAP outlet to
the inlet of the humdifier, and then fromthe
hum difier you have the outlet to the patient.

And since the CPAP machine, as we said
bef ore, was quite heavy, this was as -- cold pass-over
usually were either on the side stand, and then the
CPAP machine was on top of it. So it was plain and
horizontal. That's why it could be a |ow profile CPAP
device. We didn't want to have a high-profile CPAP
with your chanmber that big and then on top another
CPAP device; right?
BY MR, HOFF:

Q How did the structures inside the water
chanmber i1 nmpact hum dification?

A. That affects -- again, the basic principle of
this cold pass-over hum dification was if you wanted
to direct air flow and expose the air flow to as nuch
surface area as you can, you created a surface area.
The crater would be the hum dification.

Now, that passing air flow over this cold
pass-over hum difiers worked quite okay when you have

| ow speed, | ow pressure, 6, 7, 8 centineters, nmaybe up
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to 10 centinmeters. But as soon as you started to use
hi gh pressure and high air flows, that created sone
probl ens, splashing to the outlet of the humdifier.
There was alnost -- in particular, a problemin eye

|l evel CPAP. It's called eye-level PAP. So that neans
the pressure during inspiration is nuch higher than
during expiration, and then you have pul se waves

com ng and forcing on the water surface, and these
pul se -- because to an inspiration the pressure was

5 centineters or 10 centinmeters higher than during
expiration. Then you are always (indicating).

That pressure goes into a cold pass-over, and
usually that created wave forns that either you
couldn't use eye PAP, or you couldn't use eye-leve
CPAP pressures or you couldn't use the hum difiers.

Q So internms of max -- it sounds |ike one of
the things inpacting humdification is the surface
area of the water; correct?

A.  Uh- huh.

Q And so in a device like the HC200 that is
taller and has a smaller dianmeter than water chanbers
before, how would you go about maxim zing the air flow
over the surface area of the water?

MR. BELLINGER: Objection. Form

THE WTNESS: On a heated humdifier it's no
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| onger that much an issue because that's the purpose
of the heated. The warnmer the water, the easier is it
to expel nolecules into the air. So what we said the
principle said before is very inportant and true for
col d pass-over hum difiers. As soon as you have
heated hum difiers, you can reduce the surface area
because you can increase the tenperature, and by that
you can create air and hum dification, vaporizing
nol ecul es. That's what the purpose is of
hum di fi cati on.
BY MR, HOFF:

Q Are there other factors that would inpact the

| evel of hum dification?

A. So tenperature of water is one. |If you
create -- if you go to create and there is other
hum difiers, like in nebulizers, where you have high

frequency notions on a humdifier, that doesn't create
waves but it creates a little bit of frequency that

all ows to expel nore nolecules in the water. That's
the principle of the nebulizers.

So tenperature, surface area, turbul ences
that you mght -- if you have |lamnar air flow, the
flowis less likely to carry the nol ecul es away t hat
sits on the surface of water. |f you have turbul ence

air flow --
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Q So turbulence, if there's nore turbul ence,
that inproves hum dification?

A.  Yes.

Q And so to achieve turbul ence, you need the
air to be flowng onto the water?

A.  No. You need to change the direction of air
flow. You need to create -- so a lamnar is one
constant air flow in one direction.

As soon as it change directions of the air
flow, or if you direct this air flowinto -- by other
means, changing directions, that's turbul ence. The
nmore turbul ence you have, the higher you can vaporize
the air with water.

Now, the problemw th turbulence is that it
creates noise. So you have to bal ance then. You have
to really neasure and you have to protect to see
whet her you are going to create turbul ence to increase
the humdification with that nethod, whether then you
create another side effect.

Q And how do you go about breaking up the
lam nar flow to create turbulence in a humdifier?

MR. BELLINGER: Objection. Form

THE W TNESS: There are several ways to do
that. There are nultiple ways to do this. One is you

create a narrow entrance, change in the dianeter in
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the entrance so it speeds up. You create a specific
way how to direct the air flow by creating chanbers
inside the humdifier, |ike honey bee chanbers.

Then again, you can create -- there's al
different ways. We have to nake the air flow from
| am nar to nonlam nar by trying to change directions
of the air flow, both in a horizontal or in the
vertical axis.

Now, if you have a lowprofile device, any
change in the vertical direction m ght create waves.
That's why you need to be careful, not changing the
shape of the height. If you have a high profile, you
can change direction in both directions, horizontal
and vertical.

BY MR, HOFF:
Q And how woul d you go about acconplishing a
change in direction?

MR. BELLI NGER: Obj ection.

THE W TNESS: The air goes into -- hits
sonet hing, either that one hits a wall or then it has
to be directed in another way according to what cones
here about a CPAP device. Flow follows |ike water the
pressure gradient. At the end of your hum dification
chanmber, you have | ower pressure of inlet and the air

finds its way. \Wether you have nultiple chanbers, it
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al ways finds a way fromhigh to | ow pressure.
BY MR HOFF:
Q So | ooking at the HC200 device that's

depi cted, for exanple --

A.  Yes.

Q -- looking at Page 1 here (indicating).

A.  Yes.

Q It looks like there would be a pretty clear

lam nar flow fromthe |ower outlet to the patient
outl et there.

A. Fromthe inlet to the patient outlet, yes.

Q  Yeah.

A. So on this first figure, I can only see that
there is a groove as you cannot see on the outlet;
right? It goes inlet. And then you have sone of
t hese flanges here on the outlet. Can you see that?
(I ndi cating)

Q Yes.

A. Now, that can create turbul ence, and naybe
t hat was the solution of the engineers for the HD200
because if you wouldn't have that, the air flow that
cones directly out of the machine would create a
| am nar flow, as you correctly pointed out, from
the -- in this time inlet to the humdification to the

outl et and not passing a lot of air nolecul es because
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it has not passed the surface.

Q So just to sunmarize, what you identified on
Page 1 on the HC200 manual is a structure that would
| ock lamnar flow at |east partially to the out -- to
the patient outlet; is that correct?

A. No. This start to create sone turbul ence. I

did not say locked lamnar flow. | said it is likely
that these structures create sone turbulence. It
m ght be still what you can see is sone |am nar flow,

but it's just the edges that creates sone turbul ence.
Q To increase the turbulence in the HC200 water
chanber, are there sone things that you could do?

MR. BELLINGER: Objection. Form
Foundat i on.

THE W TNESS: You would create -- as | said,
any turbulence flow has the danger to create noi se,
very unsatisfactory noise. Wien | |ook at this one
here, | woul d expect sonme noise if this were the
desi gn of the chanber. Now, | don't know whether this
Is sinply -- is not picture. It may be sinply a
drawi ng and hiding sonmething. (Indicating)

The basic principle is we want to create
snmoot h and | am nar fl ow where we reduce turbul ence as
best as possible by not creating sharp edges. Here

you look at this picture again. The three edges you
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see are sharp edges. You want to reduce sharp edges.
You want to increase the lam nar flow as much as you
can.
BY MR HOFF:
Q It sounds to ne |like there's a tension
bet ween noi se and turbul ence.
A.  Oh, absolutely.
Q The nore sharp edges, the nore turbul ence,
but also the nore noise. |Is that fair to say?
A. Yes, that's clear to say.
Q So what would be nore effective for patient
t herapy? More turbulence and better humdification,
or nore noise -- sorry. Let nme start over.
What woul d be better for a patient? NMore
turbul ence and nore noise to create nore
hum di fication or |ess turbulence and | ess noi se and
| ess hum dification?
MR. BELLINGER: Objection. Form
THE WTNESS: The noise -- if the noise
prevents you fromusing it, the humdification doesn't
matter. Even if it's the best humdification, the
patient will not use it. So the noise is the mgjor
obstacle of a patient to use it. |If it makes a
humm ng noi se, a noise like a nosquito, if it's a

hi gh- pi tched noi se, the patient will accept this.
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BY MR, HOFF:

Q \Vhat are sonme ways to create turbul ence and
m nim ze noi se?

MR. BELLINGER: Objection. Form

THE W TNESS: As | said, you would choose
sharp edges and make them soft edges or snooth edges,
curvature, anything that creates a sudden change in
the direction. You try to make sure that when air
enters froma tube into a large -- froma snall bore
tube to a larger bore tube, for instance, then that
you have according -- you'll have change in speed
because of change in dianeter.

Then the flow has not -- the wall sonewhere,
such as when there's a shutter effect. These are al
ki nds of change, things that you want to prevent.
Sudden changes -- l|large changes in a small or short
unit, tinme unit or distance.

BY MR HOFF:

Q Let's go back to tal king about spillage and
tubes. Is there a relationship between how nuch
spillage could be prevented and the |length of a tube?

MR. BELLI NGER: Objection. Form

THE W TNESS: You see, no, it's not clear
relationship. Alittle spillage can do a | ot of harm

al ready, as we said before. Little spillage in the
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outlet to the patient. It all depends on -- let's say
if you have bended your CPAP tubing in a U shape |ike
that, then you still have accunulate a | ot of water,
but there's still air that passes by over the surface
in the tube.
| f your tube is like a narrow U, then it

m ght plug the entire tube, or a little bit it mght
bl ock the entire tube fromair passage. You got the
concept ?
BY MR, HOFF:

Q Yeah, | think I do.

A.  Yes.

Q So just to sunmarize what you said is that

the |l ength of the tube doesn't necessarily inpact

spill prevention?
A. No, | didn't say that. | tal ked about the
CPAP t ubi ng.
Q ©Oh. I'mtalking -- sorry. Let me back up.
So | was tal king about -- we tal ked earlier

about a tube being placed on, for exanple, the inlet
to the water chanber as a way to prevent a sudden
hori zontal to vertical

A. That tube inside of an extension tube, inside
on the inlet. The |onger the tube, the nore it wll

prevent spill age.
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Q  Ckay.

A.  And here, as | said, | don't see any inside
tube on the HC200 manual. That's why | was tal king
only to the outside tubing.

Q Ckay. Got it.

A, Ckay.

(Previously marked Exhibit 1012 was handed
to the witness.)
BY MR, HOFF:

Q I'mgoing to hand you what's marked as
Exhi bit RVD 1012.

Are you famliar with this reference,
Dr. Schnei der?

A. It looks simlar to this one. I'mnot quite
cl ear whether this is the sanme or not. Let nme have a
| ook at that. O whether this is a later version of
that. (Indicating)

Q It was included with the petition.

(The witness reviewed Exhibit 1012.)

THE WTNESS: | m ght have seen it, but |
m ght have al so overl ooked a couple things because |
m ght have thought it was the sane manual as this one.
I cannot directly answer whether I'mfamliar with
the -- this docunent, but I'mfamliar with nost of

the pictures. (Indicating)
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BY MR. HOFF:
Q OCkay. |It's fair to say you're famliar with

t he HC200 device --

A. Yes.
Q =-- right?
A. Yes.

Q And is it also fair to say that this manual
appears to descri be the HC200 devi ce as you under st and
it?

A. | see it says it in the title, "HC200 Series
Hum di fi ed CPAP System "

Q | just want to check on the first page of the
manual, it's actually Page 12 there.

A.  Yes. Yes.

Q So on the next entitled "Troubl eshooting” --

A.  Yes.

Q ~-- it says, "In the unlikely event that you

tip water into the blower outlet,” and then it
provi des instructions, "renove air filter and chanber.
Shake excess water out of the back of the unit. Turn

unit on. Apply pressure for five mnutes, then

reassenbl e and use as directed.” Do you see that
portion?
A. | see that, yes.

Q This recitation is also describing the
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possibility of water going back through the bl ower
outlet in the HC200 device?

A. Again, in the unlikely -- as it says, in the
unli kely event, it m ght happen. As we said, things
can go wong, like you can get in an accident when you
drive with your car. |It's an unlikely event that you
run into an accident. Now, what is remarkable on this
one is that they have actually a nechanismand that it
did not damage the machine. So that's quite a good
engi neering that you can just say, "Shake the excess
water out. Then turn the unit on again and then
reassenble.” So that was quite unique that you didn't
damage the CPAP machine. So...

Q. But it's fair to say, reading this, that it
was understood that that was a risk with the HC200
devi ce?

AL O course it's arisk with any integrated
hum di fi cati on devi ce.

MR. HOFF: Wiy don't we take a break.
(A recess was taken from5:15 p. m
to 5:29 p.m)

THE WTNESS: Can | correct my |ast sentence?
BY MR, HOFF:

Q Sure.

A. VWien | said there is the unlikely risk that
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water spills back in the HC200. | said in any CPAP
device. | was referring in any HC200 devi ce.
Q Okay. As a followup to that, was spill back
a problemnore broadly in CPAP devices?
MR. BELLINGER: Objection. Form
THE W TNESS: That depends on the
configuration between the hum difier and the CPAP
device in 2000. At that time there was -- the MAP
al so could have had a simlar configuration with a
hum di fi cati on chanber attached to the CPAP nmachi ne,
integrated into the CPAP machine. Here it was a
probl em t oo.
BY MR, HOFF:
Q | think I'"ve seen that.
A.  Yeah.
Q Is it fair to say that, wth any smaller CPAP
device, that spillback would be a probl enf
MR. BELLINGER: Objection. Form
THE WTNESS: That's hard to say. As we
said, novenent of patients can occur when they have
ni ght mares, sudden night terrors. They have the mask
on, stand up. There's even one disease that's called
Shanks Syndronme, neaning there is people act out what
they dream So they dream standi ng up doing

sonet hi ng. When they have the mask on they can --
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anyone can pull off a CPAP nmachi ne regardl ess of the
wei ght under these conditions fromthe side table and
then can -- regardl ess how heavy it is, it can flip
down and then it spills back.

Now, how big the problemis for it depends on
how wel | the CPAP nmachine is manufactured and
isolated. As | said, it appears remarkable that in
this HC200 water can fall back and still doesn't
destroy the machine. |1'mnot aware that other CPAP
machi nes woul d function in the sane way.

Again, this is unlikely event. |[If that event
was nore likely if it was one device than the other,
there woul d have definitely been a recall of such
devices. |I'mnot aware of any recall of the HC200.

So nmeaning the spillage in that device was not nore or
| ess than anot her, any ot her device.
BY MR, HOFF:

Q OCkay. | just want to switch back to tal king

about the inlet tube --

A.  Yes.

Q -- in the water chanber.

A.  Yes.

Q And --

A. But that's not depicted in the HC200.

Q Not specifically with regard to the HC200.
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A.  Ckay.

Q The inlet tube in a humdification device,
how woul d that inpact noise if you had it in a
hum di ficati on chanber?

MR. BELLINGER: Objection. Form Vague.

THE W TNESS: Can you refer to a docunent to
the inlet because there's several designs on the inlet
tube? Can you show ne a docunent of the inlet tube?
BY MR HOFF:

Q Let's refer to your declaration. So |ooking
at, for exanple, Page 16 of your declaration, which
depicts the Figure 2 of the '197 patent.

A.  Yes.

Q How woul d addi ng an inlet tube inpact noise?

MR. BELLI NGER: (Objection. Form Vague.

THE W TNESS: The inlet tube itself would
first -- as you see on Page 16, you'll see the
Figure 2. The inlet marking No. 2 and the inl et
mar ki ng No. 2. And you see the horizontal arrows
t hrough the green area depicting lam nar flow for that
portion woul d reduce the noise. Then you see bended.
So the extension tube would actually help to reduce
noi se.

And then, of course, you see sone arrows of

air flow that are curved. That's mar ked here with 21.
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That is where noise will be created. Nowit's just a
bal ance between reduci ng and increasing noise, whether
the net effect is | ess or nore noise.
BY MR HOFF:
Q And how would an inlet tube inpact

hum di fi cation?

MR. BELLI NGER: (Objection. Form Vague.

THE W TNESS: That's exactly al so depi cted
here. As we said before, on a high-profile chanber
you can create turbulences in the vertical direction,
and in this one the tube would not affect
hum di fication, but when you are able to create
turbul ences after the tube, the air exits the tube.
Then it will create the turbulence desired to create
hum di fi cati on.

MR. HOFF: So it's -- | think that's it for
guestions from us.

MR. BELLI NGER: Okay. Why don't we take a
break so | can | ook at nmy notes.

MR. KANE: All right.

MR. HOFF: Okay. Thanks.

MR. BELLI NGER: Thank you.

(A recess was taken from5:36 p. m

to 5:52 p.m)

MR. BELLINGER: All right. | just have a few
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gquesti ons.
EXAM NATI ON
BY MR, BELLI NGER:

Q Dr. Schneider, let me put in front of you
what's previously been marked as FPH Exhi bit 2004,
which is a copy of your declaration in connection with
U . S. Patent Nos. 7,111,624, 8,091,547, and 8, 550, 072.

Now, Dr. Schnei der, do you recall you were
asked sonme questions this norning about the neani ng of
the claimterm "urges" or "urging"” as it appears on
the clainms of these patents?

A.  Yes, | renenber this.

Q Ckay. If you could turn to Paragraph 35 of
your declaration, which is on Page 16. Do you have
that in front of you?

A. Yes, | see it. Yes.

Q At the beginning of the third sentence of
t hat paragraph it reads, "In one alternative
enbodi nent, the single slide-on notion may also urge a
base of the chanber into contact with the heater plate
on the housing. The patent explains that the slide-on
direction may be 'at an angle fromthe horizontal or
vertical.' By orienting the slide-on direction at an
of fset fromthe horizontal, the nmotion used to connect

t he water chanber to the housing would al so urge the
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wat er chanber agai nst the chanber heater.” Do you see
t hat ?

A. | see that, yes.

Q Could you also turn to Paragraph 56 of your
decl aration, which appears on Page 29. This paragraph
reads, "The chall enged patents explain that this can
be performed by providing a 'slide-on direction
enployed to fit the water chanber [that] is not
hori zontal but at an angle on the horizontal or
vertical.' By orienting the slide-on direction at an
of fset on the horizontal and the chanber heater, the
notion used to connect the water chanber to the
housi ng woul d al so urge or press the base of the water
chanmber agai nst the chanber heater." Do you see that?

A.  Yes.

Q Do reading these portions of your declaration
refresh your nenory as to whether the Fisher Paykel
patents explain away that the notion used to connect
t he water chanber to the housing would al so urge the

wat er chanber agai nst the heater?

A. Yes, | renenber. In the next paragraph it
says, "'urging requires nore than just sinply
maneuver two conponents to touch each other." That's

what we di scussed this norning.

Q And is one of the ways that the Fisher Paykel
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patent explains that the water chanmber coul d be urged
agai nst the heater is by making the slide-on direction
at an angle fromthe horizontal and vertical?

MR. KANE: (Object to the form

THE W TNESS: Yes.

MR. BELLINGER: All right. No further

guesti ons.

FURTHER EXAM NATI ON
BY MR. KANE:

Q Just one follow up, or a couple of foll ow up
questions, Dr. Schneider. Do you have the '264 patent
in front of you?

A. '264 patent, yes.

Q Yeah. Can you turn to Colum 7 of the

A.  Yes.
Q Line 57. Read the paragraph to yourself
starting at Line 57.
(The wi tness reviewed the docunent.)
THE W TNESS: Yes, |'ve got that.
BY MR. KANE:
Q Do you see anything in that paragraph that
refers to the heater plate?

A. The | ast paragraph starting in 5, let nme have
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a |l ook at Figure 5 between. Yes, in Figure

5. So

this refers to the heater -- the chanber, the plastic

container, but it has a heat conductive base. And

it's not tal king about the heater plate.
MR. KANE: No further questions.
MR. BELLI NGER: Not hing further.
Very good. We're done.
(Wtness excused.)

(Deposition concluded at 5:58 p.m)
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Federal Rules of Civil Procedure

Rule 30

(e) Review By the Witness; Changes.

(1) Review; Statement of Changes. On request by the
deponent or a party before the deposition is
completed, the deponent must be allowed 30 days
after being notified by the officer that the
transcript or recording is available in which:

(A) to review the transcript or recording; and

(B) if there are changes in form or substance, to
sign a statement listing the changes and the
reasons for making them.

(2) Changes Indicated in the Officer's Certificate.
The officer must note in the certificate prescribed
by Rule 30(f) (1) whether a review was requested
and, if so, must attach any changes the deponent

makes during the 30-day period.

DISCLAIMER: THE FOREGOING FEDERAL PROCEDURE RULES
ARE PROVIDED FOR INFORMATIONAL PURPOSES ONLY.
THE ABOVE RULES ARE CURRENT AS OF SEPTEMBER 1,
2016. PLEASE REFER TO THE APPLICABLE FEDERAL RULES

OF CIVIL PROCEDURE FOR UP-TO-DATE INFORMATION.
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VERITEXT LEGAL SOLUTIONS
COMPANY CERTIFICATE AND DISCLOSURE STATEMENT

Veritext Legal Solutions represents that the
foregoing transcript is a true, correct and complete
transcript of the collogquies, gquestions and answers
as submitted by the court reporter. Veritext Legal
Solutions further represents that the attached
exhibits, if any, are true, correct and complete
documents as submitted by the court reporter and/or
attorneys in relation to this deposition and that
the documents were processed in accordance with

our litigation support and production standards.

Veritext Legal Solutions is committed to maintaining
the confidentiality of client and witness information,
in accordance with the regulations promulgated under
the Health Insurance Portability and Accountability
Act (HIPAA), as amended with respect to protected
health information and the Gramm-Leach-Bliley Act, as
amended, with respect to Personally Identifiable
Information (PII). Physical transcripts and exhibits
are managed under strict facility and personnel access
controls. Electronic files of documents are stored

in encrypted form and are transmitted in an encrypted
fashion to authenticated parties who are permitted to
access the material. Our data 1s hosted in a Tier 4
SSAE 16 certified facility.

Veritext Legal Solutions complies with all federal and
State regulations with respect to the provision of
court reporting services, and maintains its neutrality
and independence regardless of relationship or the
financial outcome of any litigation. Veritext requires
adherence to the foregoing professional and ethical
standards from all of its subcontractors in their
independent contractor agreements.

Inquiries about Veritext Legal Solutions'
confidentiality and security policies and practices
should be directed to Veritext's Client Services
Associates indicated on the cover of this document or
at www.veritext.com.
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