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(The hearing began at 9:00 A M)

MR CSUKA: (Good norning, everybody.

ALL: Good nor ni ng.

MR, CSUKA: Danbury Proton, LLC, the
applicant in this matter, is not currently a provider
of healthcare services in Connecticut but proposes to
establish a proton therapy center in Danbury,

Connecti cut.

In its application, Danbury Proton represents
that its proposal includes the acquisition of a proton
beam accel erator, which is equipnent utilizing
t echnol ogy not previously used in Connecticut, as well
as a CT simulator for treatnent planning purposes. The
anticipated capital cost for Danbury Proton's project
is approximately $96 nillion.

Today is May 2nd, 2024. M nane is Daniel
Csuka. |I'ma staff attorney with the Ofice of Health
Strategy. To ny side is Dr. Gfford, who wl]l
I ntroduce herself now of.

DR. d FFORD: Good norning, everyone. [|'m
Deidre Gfford, and |'mthe Executive D rector of the
Connecticut Ofice of Health Strategy.

MR CSUKA: Thank you. Although | amhere to
assi st and provide |l egal counsel, Dr. Gfford will be

the one presiding over this matter. She wll rule on
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all notions and wll issue a decision that includes
findings of fact and concl usi ons of | aw upon conpl etion
of the hearing.

This is a hybrid hearing. By that, | nean it
I's being held in person and electronically via Zoom in
accordance of Section 1-225a of the Connecticut Ceneral
Statutes. Any person who is participating orally via
the el ectroni c conponent of this neeting should nake a
good-faith effort to state his or her or their nanes
and titles at the outset of each occasion that such
person participates orally during an uninterrupted
di al ogue or hears questions and answers.

Sign-up for public comment has started and
will continue until 12:00 p.m If you would like to
supply comentary, please sign up either in person, in
the hallway, or in the Zoom chat box. You can also
submt witten comments to CONcoments@t.gov for up to
seven days after the hearing today.

For anyone attending renotely, unless you are
actively participating in the hearing either as one of
the applicant's wtnesses or as a nenber of the public
provi ding cormment at the designated tine, please nute
the device that you are using to access the hearing and
silence any additional devices that are around you.

This public hearing is held pursuant to
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Connecti cut Ceneral Statutes Section 19a-639a(f) (2).

Al t hough this does not constitute a contested case
under the Uniform Adm ni strative Procedure Act, the
manner in which OHS conducts these proceedings will be
gui ded by the UAPA provisions and the Regul ati ons of
Connecti cut State Agencies beginning at Section
19a- 9- 24.

| will be asking questions of the w tnesses
as well as Dr. Gfford. Either OHS -- other OHS staff
nmenbers are al so here to assist us in gathering facts
related to this application and may al so be asking the
applicant's w tnesses questions.

At this time, | amgoing to ask each of the
OHS staff persons up here to identify thenselves wth
their nanes, spelling their last nanme, and OHS title.
So, I'"'mgoing to start with Steve.

MR, LAZARUS:. (Good norning. Steven Lazarus,
L-A-Z-A-R-U- S, and |I'mthe CON Program Supervi sor.

M5. FAI ELLA: Good norning. |'m Annaliese
Faiella, F-A-l1-E-L-L-A, and |I'mthe Zoomteam | ead.

M5. McLAUGHLIN:  Good norning. |'m Yadira
McLaughlin, OHS Pl anning Analyst, MC, capital
L-A-U G HL-1-N.

MR, CSUKA: Thank you. Also present is Faye

Fentis over in the corner, who i s another OHS staff
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menber that does assisting with the hearing, |ogistics,
gat hering of names and providing m scell aneous ot her
support .

The certificate-of-need process is a
regul atory process and, as such, the highest |evel of
respect will be accorded to the applicant, nenbers of
the public, and our staff. Qur priority is the
integrity and transparency of the process.

Accordi ngly, decorum nust be maintained by all present
duri ng these proceedi ngs.

This hearing is being transcribed and
recorded, and the video will also be nmade avail abl e on
the OHS website and the CON account. All docunents
related to this hearing that have been or will be
submtted to OHS are available for review through the
CON portal, which is accessible on the OHS CON web
page.

In making a decision, Dr. Gfford wll
consi der and make witten findings in accordance with
Section 19a-639 of the Connecticut General Statutes.

Lastly, I wsh to point out that by appearing
on canera in this hybrid hearing, you are consenting to
being filmed. If you wish to revoke your consent,
pl ease do so at this tinme by exiting the Zoom neeti ng

or this hearing room
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So, I"'magoing to start by going over the
exhibits and itens of which we are taking
adm nistrative notice, and then | will ask if there are
any obj ecti ons.

The CON portal contains the prehearing table
of record in this case. At the time of its filing a
coupl e days ago, the exhibits were identified in the
table fromAto M That's "M" as in Mchael.

The applicant filed a few nore docunents
yesterday that are not included in that table. W're
going to mark the PDF presentation as Exhibit N, the
conpi l ation of support letters as Exhibit O and the
single support letter as Exhibit P. And we will update
the table of record accordingly after the hearing.

Does anyone from OHS have any additi onal
exhibits that they want to enter into the record at
this tinme?

MR, LAZARUS: Not at this time. Thank you.

MR. CSUKA: Thank you. Counsel for the
applicant, can you please identify yourself for the
record?

MR HARDY: (Good norning, Attorney Csuka.
David Hardy, along with Makana Ellis, from Carnody,
Torrance, Sandak & Hennessey.

MR, CSUKA: Thank you. So, do you have any
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objections to the exhibits that we have just gone over?

MR. HARDY: We do not.

MR CSUKA: Ckay. Thank you. So, all are
i dentified and marked as exhibits and are entered as
full exhibits.

(Applicant Exhibits A through P admtted as
full exhibits.)

Attorney Hardy, do you have any additi onal
docunents that you wanted to enter before we get
started?

MR. HARDY: We do not. Thank you.

MR, CSUKA: In ternms of admnistrative
notice, we're going to be taking admnistrative notice
of the Statew de Heal thcare Facilities and Services
Plan and its supplenents; the Facilities and Services
| nventory; OHS Acute Care Hospital D scharge Dat abase;
Al'l Payer C ains Database C ains Data, Hospital
Reporting System that's HRS, Financial and Uilization
Dat a; and Community Health Needs Assessnents.

Qobvi ously, sone of those are nore rel evant
than others to this, but you should know that we're
taki ng adm nistrative notice of those databases.

We're also going to be taking adm nistrative
notice of the follow ng CON dockets. One is Docket
Nunmber 20-32376 -- excuse nme -- 76-CON, and that's
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Danbury Proton's first application docket; and Docket
Nunmber 19-32339-CON, and that's the one where
Connecticut Proton Therapy Center, Hartford Heal t hCare,
and the El der Hunan Health Services sought to establish
proton therapy in Connecticut.

Attorney Hardy, do you have any objections to
t hose adm nistrative notice -- admnistratively noticed
dockets or docunents?

MR. HARDY: No objection.

MR. CSUKA: Thank you.

(Adm ni strative Notice taken of the
above- nenti oned docunents.)

So, as the hearing progresses, we may al so
take adm nistrative notice of other information,
I ncl udi ng prior OHS decisions, agreed settlenents and
determ nations that nmay be rel evant but which have not
been identified as of yet. The applicant will, of
course, have an opportunity to respond to those if one
of those shoul d cone up.

W will proceed in the order established in
t he agenda for today's hearing. | would |like to advise
the applicant that we may ask questions related to your
application that you feel you have al ready addressed.
W will do this for the purpose of ensuring the public

has knowl edge about your proposal and for the purpose
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of clarification. | want to reassure you that we have

revi ewed the docket and will do so again before issuing

a deci si on.

As this hearing is being held in hybrid
fashion, we ask that all participants attending via
Zoom enabl e the use of video caneras when testifying or
commenting renotely during proceedings. All
participants and the public should nmute their devices
and shoul d di sable their canmeras when they go off --
when we go off record or take a break. Please be
advi sed that, although we wll try to shut out the
hearing recording during breaks, it may continue; if
the recording is on, any audi o or visual that has not
been disabled wll be accessible for all participants.
That includes inside this room

Public comment taken during the hearing wll
likely go in the order established by OHS during the
regi stration process; however, we may allow public
officials to testify out of order. As | nentioned
earlier, registration for public coment has al ready
begun, and comment is currently scheduled to start at
12: 00 p. m

If the technical portion of this hearing has
not been conpleted by 12: 00 p.m, we may postpone

public comment until the technical portion is conplete.
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The applicant's wi tnesses should remain avail able after
public comment, as OHS may have additional follow up
guesti ons based on the public coment.

Attorney Hardy, are there any ot her
housekeepi ng matters or procedural issues that you
woul d li ke to address before we start?

MR. HARDY: No, not at this tine.

MR, CSUKA: Thank you. So, Attorney Hardy,
woul d you |i ke to make an opening statenent or an
openi ng presentation?

MR. HARDY: Thank you, Attorney Csuka. And
good norning, Dr. Gfford, and all OHS staff.

| first wanted to express our sincere
gratitude to OHS staff for working very hard and very
diligently and efficiently to get us to this point in
t he process.

W have a lot of ground to cover, so what we
intend to do is have Stephen Courtney, the Managi ng
Director of Danbury Proton, be our first wtness.

He'l |l give an overview of the presentation we intend to
make this norning, again, with witnesses and topics
they intend to address. W wll try to be as brief as
possible. W want to tal k about what you want us to
tal k about, and so we | ook forward to the

guesti on- and- answer sessi on.
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Also in the category of tine-saving, since
this application is unopposed, I'll waive naking a
cl osing argunent so we can focus on the facts and the
W t nesses that are here today.

MR, CSUKA: Thank you. Can you pl ease
identify all the individuals in the room by nane and
title who are planning to provide opening remarks?

MR. HARDY: Certainly. So, our first w tness
w || be Stephen Courtney, Managing Director of Danbury

Proton. W also have with us Mster -- or Dr. Lionel
Bouchet, who will be providing remarks. W have
Dr. Leslie Yonenoto, who will be providing remarks. W

have M. Duke Crandall and --

MR HARTY: Jack Harty.

MR, HARDY: -- Jack Harty.

MR. CSUKA: Thank you. So, I'mgoing to
swear all of themin first, and then |I'm assum ng sone
of the people attending renotely al so be making
remarks, so I'll swear themin separately.

MR, HARDY: Correct.

MR CSUKA: So, if you could all please raise
your right hand, | would appreciate that.

Do you solemmly swear or solemly and
sincerely affirm as the case may be, that the evidence

you provided in your prefile and the evidence that you
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shall give or have already given in this case shall be
the truth, the whole truth, and nothing but the truth,
so help you God or upon penalty of perjury?

ALL: | do.

( STEPHEN COURTNEY, DR. LI ONEL BOUCHET,

DR LESLI E YONEMOTO, DUKE CRANDALL, AND JACK HARTY,
havi ng been duly sworn by DANIEL J. CSUKA, ESQ , OHS
Staff Attorney, testified as follows:)

MR. CSUKA: Thank you. So, now we can turn
our attention to the witnesses who are attending
renotely. Have they all joined us at this point?

O if you'd prefer, Attorney Hardy, we can
start until they --

MR. HARDY: Yes. So, we have Dr. Andrew
Chang on the Zoom W have Chri stopher Gonzal ez on the
Zoom We have Daria Chylak on the Zoom Don Mel son on
the Zoom and M. Steve Coma on the Zoom

We're m ssing one witness, but certainly we
can proceed with the swearing in of these w tnesses.

MR. CSUKA: So, the witnesses who are
attending renotely, if you can all please raise your
ri ght hand.

Do you solemmly swear or solemly and
sincerely affirm as the case may be, that the evidence

you provided in your prefile and the evidence that you
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shall give or have already given in this case shall be
the truth, the whole truth, and nothing but the truth,
so help you God or upon penalty of perjury?

ALL: (Yes. | do. Yes.)

MR, CSUKA: Thank you.

(DR, ANDREW CHANG, CHRI STOPHER GONZALEZ,

DARI CHYLAK, DON MELSON, DR. M CHAEL MOYERS, AND STEVE
COVA, having been duly sworn by DANIEL J. CSUKA, ESQ,
OHS Staff Attorney, testified as follows:)

MR. COURTNEY: Dr. Myers did join us. Just
in tinmne.

MR. CSUKA: Was he sworn in? | didn't --

MR, COURTNEY: Yes.

MR, CSUKA: Thank you. So, to the w tnesses,
| just want to start by saying that we have read and
are famliar with all 161 pages of your prefiled
subm ssions. W -- well, I"mnot sure if everyone in
this room has revi ewed what was submtted yesterday,
but | have reviewed the presentation that was submtted
yest er day.

I f you plan to nake any additional opening
remar ks today, that's fine; but since there are 11 of
you, please try to limt your coments to only
sunmmari es and new i nformation that may not have been

provided up to this date.
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When giving your testinony, nake sure that
you state your full nane and adopt any witten
testinony that you have submtted on the record prior
to testifying.

So, Attorney Hardy, you can now proceed wth
your w tnesses' testinony.

MR. HARDY: Thank you. We'Ill call
M. Stephen Courtney.

And if | may, I'll share ny screen. W have
a presentation that will help narrate the w tness'
testi nony.

MR CSUKA: Sure. M. Hardy, is the green

i ght on?

MR. COURTNEY: Yes, it is.

MR CSUKA: Ckay. Geat. Thank you.

MR, COURTNEY: Good norning, Dr. Gfford,
Attorney Csuka, and M. Lazarus, and OHS staff. It's a
pl easure to be here. And | accept ny -- ny nane is

St ephen Courtney, and | accept ny prefiled testinony.
My first slide, if we could, is essentially a
list of all our speakers. And | had intended actually
to spend sone tine tal king about ny association with
all these speakers over the years, sone of which have
been over 35 years -- next slide -- and a bit about

what they were going to say.
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But we got a rem nder nmeno from Attorney
Csuka yesterday that said, It looks to ne like, with 85
slides, you're going to go way too long. | was -- and
| must admit, | had not tinmed nyself. And when | did,
| was a nmmjor violator of the five-m nute expectation.

MR. CSUKA: | just -- | don't want to stop
you. | just want to nmake sure that -- are we on the
correct slide? Wo's controlling the slides? Let's
start there. kay.

So, Attorney Hardy, you're not having any
| ssues, are you?

MR HARDY: Sorry. Let ne do this.

MR. COURTNEY: So, the first slide, while
he's trying to pull it up, is alist of all our

speakers, people |I've been working wth over all these

years.

So, as | was saying, | did sone major slide
surgery, if you wll, last night, on ny presentation
and will -- 1 will not go into detail about the

speakers. You have all their prefiles. You know who
they are and what they represent. And |'Il just say
that this teanis experience wwth proton therapy is
extraordinary, and they'l|l be happy to answer any
guestion you m ght have about proton therapy. They

know what they're doing.
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We're still not getting slides handl ed here
for sonme reason.

MR. HARDY: The sharing feature has been
paused. Let ne try it again.

MR COURTNEY: |I'Ill keep going, though, given
our tineline here.

The next slide, if you ever get to see it, is
sinply a graph of the proton projects that have cone
online since they started comng to us in 1990. And
what you'll see, if you ever see the slide, is that the
progression in the years since 2008 have been fairly
consistent and it's been a pretty steady state of new
projects com ng on.

The next slide, which you still haven't --
oh, the one just above where you are nowis also -- |
won't spend a lot of tinme on it since it doesn't want
to come up. But it's amazing things that can happen in
66 years. And in the proton therapy space, the
t echnol ogy has evolved significantly. GCkay. So, let's
stop on this one. W'Il go with this one.

What you see at the top of this --

MR CSUKA: Attorney Hardy, can you put that
i n slide-show view?

MR. HARDY: Yeah, | just did. There seens to

be a | ag between when | --

245




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

MR COURTNEY: On.

MR. HARDY: -- when | do that and when it
appears.

MR, COURTNEY: The tineline across the top
you can't read, but that's okay. W bl ow up each
section as | go al ong.

The first ten years of proton therapy that --
out of the labs of Harvard and Berkeley and things |ike
that actually started at Loma Linda Hospital in
California. There was also a small ocular unit down at
Davis, UC, Davis, in the first ten years.

Qur Dr. Moyers, who's online, was a physici st
primarily responsible for that project com ng online.
Dr. Yonenoto was chief of staff there and ran the
facility, and he also had his -- Dr. Chang as a
pedi atric oncol ogist there as well.

So, the heart of our clinical team have been
I n proton therapy since the very beginning. They're
undi sputed proton therapy pioneers in this space.

The next ten years have brought about seven
new centers, if we can -- yeah, you did it. Very good.
This is when ny own proton therapy experience devel ops.

| started -- | was working as the director of
operations of an architecture firmin Boston that had

had the only expertise in designing proton therapy
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facilities. And | was involved in the Houston project,
MD Ander son; Jacksonville; Oklahoma G ty; Phil adel phia,
Chi cago; Hanpton, Virginia.

The next slide, if we go to the next five
years, things really took off. W had 11 new centers
in that five years. |In 2013, Mevion introduced its
conpact single-room proton therapy equi pnent and
changed the course of the industry in significant ways.
Al the red "Ms" are the projects that have Mevi on
equi prment .

| was fortunate enough to work with Mevion at
that stage. | got to neet Dr. Bouchet, and | really
becane a chanpion of their system conpared to the other
syst ens.

Most projects on this tineline, whether we
desi gned them or consulted or in sone way were invol ved
-- an exanple is Dr. Myers, on the Menphis facility,
St. Jude's, was actually contracted to reviewthe
shi el di ng design others had done to make certain it was
bei ng done correctly. Dr. Yonenoto is -- testified at
ot her CON hearings in other parts of the country,
et cetera. W touched just about all 50 projects in
sonme fashi on.

In the next decade, 20 npbre centers canme on,

four of them Mevion systens. And | won't go into it,
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but a new piece of equi pnent was devel oped and went
into the (inaudible) facility. |t took them seven
years to actually get it operating, and that system was
al so used now at Mass CGeneral's new facility that they
added.

In the last four years, 11 nore centers have
conme. And as you can see by the tineline, in '21,
there were -- oh, there was only one center that cane
on, so Covid took a significant bite out of the
devel opnent of proton therapy.

This year, we're expecting two nore projects
that are not shown on this chart -- Charlottesville,
North Carolina, and MI|waukee, Wsconsin. Those are
both Mevion systens as wel |.

Next slide shows very graphically why we |ove
Mevion systens in ternms of its required architecture.
It's much, much, nuch smaller bul k space that's needed,;
and, therefore, your cost structure is |ower, which
hel ps everything all around.

On the next slide, we'll get into a little
bit of a conversation about patient needs. These are
the hospitals that you're all famliar with in
Connecti cut.

The next slide shows the ones that are

affiliated wwth Hartford and Yale, including the
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prospect hospitals that have been recently approved to
be acquired. | knowthat it's still cooking, but we
assuned that that was going to happen.

And the next slide, it shows the -- in yellow
the other hospitals in Connecticut that are not part of
t hose two systens, including the four Nuvance
facilities in western Connecticut.

And the next slide shows the other three
Nuvance facilities in New York, plus the other New York
hospitals that are in -- in our service area, if you
will.

I n round nunbers, al nost a thousand
Connecticut patients would benefit from proton therapy,
as established by your agency in the Wallingford CON
approval . At best, about approximtely 800 patients
per year could be treated with the two proton
facilities in the state, still |eaving an unnet need of
t hat 900.

The Danbury teamthinks the 900 was vastly
underestimated and that it's easily double the thousand
patients that would really benefit from proton therapy.
Qur nunber is actually close to 3, 000.

And that is, as | said -- that's what we're
going to be able to do is treat 800 of those patients,

and that's assum ng 16-hour-a-day operations. These

249




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

are not just, you know, 8-hour-a-day operations.

That's going to be necessary in terns of patient slots.
This woul d make t he weekly deci sions of who

not to treat very difficult given the limted treatnent

sites. Both Mass General Hospital and Menorial Sloan

Kettering, the next ones closest to us, are running at

full capacity now.

"1l nmove quickly through this next slide,

whi ch tal ks about our patient focus. W -- we're
pretty excited about this fairly new platform | spoke
about it in great detail in ny prefile testinony, so |

won't spend tine here, given we're trying to trimthis
up.

Next slide just shows the portal that people
can use. It makes it easy for people to ask for things
t hat they need, because people have a hard tinme asking
for it and nakes it easy for people that want to hel p
to know what kind of things they can do for that
patient. It gets -- it treats the patient in a
holistic fashion. Menorial Sloan Kettering has started
using that platformas well as a bunch of other folKks.

The next slides |I'mgoing to quickly go
through. | was going to spend sone tine on the
aesthetic design and how that relates to patients, but

"Il just say that it essentially is a nonbuilding.
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It's really about the patients. [It's about healthy

space. |It's tucked into a hill. [It's al nost

I nvisible, and that's -- that was very nuch by design.
And we'll just flash through to the next

slides again. And | did want to spend a little tinme on
the patient treatnent roons, because we are doing that
differently than sonme to try to deinstitutionalize the
space. We want to introduce warm materials, which
people do that often. But the thing that's really
I nnovative here is we introduced a faux w ndow t hat
gives the illusion that you' re not in a bunker, you
know, underneath earth. And so, we're hoping that w |
make a difference on the patient confort.

And our | ast evening shot, this is inportant
because, again, we are planning on treating 16 hours a
day, five days a week, and how the facility presents
itself in the evening in a safe manner is very
I nportant for our patients as well.

And t hat concludes ny very qui ck thoughts.

And next, Drew Crandall will be speaking for
us.

MR CSUKA: Thank you, M. Courtney.

MR HARDY: | did offer questions. | didn't
know i f you were going to do questions in between or

just do it at the end.
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MR, CSUKA: | was planning to hold it at the
end.

MR, HARDY: Very good.

MR, CRANDALL: Good norning, Dr. Gfford and
menbers of the OHS strategy staff. M nane is Drew
Crandall, and | adopt ny prefile testinony. | amthe
Communi ty Engagenent Director for Danbury Proton.

First slide, please. | have deep famly,
communi ty, and professional roots here in Connecti cut.
Prudence Crandall, the official heroine, |I'ma distant
relative of; and ny father, Robert Crandall, grew up in
West Haven, and he served in World War Il on a
G oton-nade diesel sub. |1'mone of Bridgeport
Hospital's mracle babies. | had a 1% chance of |iving
and being healthy, so | consider nyself very bl essed by
t he healthcare that has been provided here in
Connecti cut.

| was a UCONN student at Storrs. | played
drunms in the UCONN nen's basketball pep band, so, go,
Huskies. | served in the First Conpany Governor's Foot
GQuard, part of the state mlitia, for six years.
Professionally, |I've owned a business for 36 years here
I n Connecticut, and one of ny firms sweet spots is
heal thcare. So, we've provided assistance to a | ot of

heal t h organi zati ons across the state.
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Next slide, please. |'ve served on many
boards the past 45 years, and in ny observation, the
Danbury Proton teamis exceptional. It's a UCONN
Huski es chanpi onshi p-style team Each of us has areas
of expertise and experience, and we work together
extremely well.

Next slide, please. Since the beginning, our
team has had a passion to make a positive difference
here in nmy hone state of Connecticut, both from
heal t hcare and econom c perspectives. Local and state
busi nesses are being engaged, and that will continue
and escalate with the approval of our CON application.

Next slide. Over the past four years, we've
had a 360-degree circle of support. W've subnmitted
many | etters of support on the OHS CON portal. This
norning, |I'd like to share excerpts fromthree of the
letters in particular.

First, the Webster famly in Wthersfield.
They have been on Fox 61 TV featured several tines.
And this is a letter -- I'll take brief remarks from
that letter.

"We are witing to express our enthusiastic
support for the establishnment of Danbury Proton. As
the parents of an 1l1-year-old daughter who recently was

decl ared NED, no evi dence of di sease, after a
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year - and-a-hal f-1ong battle wth bone cancer, we feel
t hat we have a good understandi ng of why | ocal proton
therapy in our state i s needed.

"The significance of proton therapy and
cancer treatnent cannot be overstated. W were
grateful to have been given the opportunity to travel
to Boston for proton therapy; however, we know that
option is not open to everyone. W whol eheartedly
endorse this initiative and conmend t he dedi cati on and
vision of all those involved in bringing Danbury Proton
to fruition. Thank you for your dedication to this
| nportant cause."

From t he Connecti cut Cancer Foundation: "Qur
mssion is to financially assist Connecticut cancer
patients and their famlies wth basic |iving needs and
to fund cancer research. Gven CCF s intense passion
for, focused experience with, and extensive network of
Connecti cut cancer patients and cancer treatnent
provi ders, we applaud and ent husi astically support
Danbury Proton's good and noble mission to bring
revol utionary proton therapy cancer treatnent and
research to Connecti cut.

"This advanced treatnent is growng rapidly
across the United States and around the worl d.

It's about tine that we have it here. Connect i cut
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cancer patients and their famlies need access to
proton therapy locally. Let's get it together and nake
It happen, the sooner the better. Signed, Jane Ellis,
Presi dent and Executive Director of the Connecti cut
Cancer Foundation."

And then from Dan Del Gal | o, President of
Busi ness Devel opnment and Cancer Services for ECHN. "
amin support of the Danbury Proton Therapy CON.
Access to cutting-edge technol ogy and advances to
radi ati on oncol ogy services are wel coned options for
residents in the state of Connecticut. Proton therapy
has been relatively inaccessible for nost patients in
Connecticut; therefore, access to additional resources
of advanced radi ati on oncology treatnent will |ikely be
enbraced by patients and residents across Connecti cut.

"I am asking for your support of nore
accessi bl e advanced radi ati on oncol ogi ¢ care and
approval of the Danbury Proton CON. "

The Danbury Proton teamis eager to bring
proton therapy cancer treatnent to Connecticut.
For nme, it's a bucket-list situation. M naternal
gr andf at her died of cancer. M nom died of cancer.
Cancer was a contributing factor in ny dad's death. |
have a cousin who died fromcancer and a brother-in-|aw

who died from cancer.
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We are |looking forward to fulfilling our
m ssion as soon as OHS approves our CON. Thank you for
this opportunity to share today.

MR HARDY: So, our next witness wll be
Dr. Mchael Myers, who is on the Zoom Mt ed.

Dr. Moyers, you're nuted.

DR. MOYERS. ay. Can you hear ne now?

MR CSUKA: Yes.

DR. MOYERS: ay. Thank you for this
opportunity to testify in support of the application of
t he Danbury Proton -- to establish a proton therapy
center in Danbury. This presentation was about eight
mnutes, so | guess |I'll skip ny background.

|f you can go to the next slide. Today I
would like to mainly address two topics. The first
topic is to provide sone history of proton therapy.
Proton therapy is often | abel ed as an energi ng
technol ogy. For technology to be classified as
energing, it's typically characterized by novelty,
rapid growt h, significant inpact, and soneti nes
uncertainty and anbiguity.

The way we have energed in technol ogy does
not necessarily nean that it is new, unproven, or
experinental. |In fact, nore than 320,000 patients have

now received treatnent at nore than 100 proton
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facilities around the world.

Go to the next slide, please. And | think
"Il have to skip this one too.

Personally, | becane aware of the power of
proton as a neans for treatnment during 1979 while
witing a term paper on heavy charged particles for one
of my classes for ny masters degree. After the paper
was conpl eted, | wondered why all patients receiving
radi ation treatnments were not treated with (inaudible)
beans and (inaudible) to performthese treatnents. |
| ater discovered that the main reason protons were not
used for nore patient treatnents was not | ack of
efficacy but rather a |lack of conputing power.

Bet ween 1979, when | discovered proton beam
t herapy, and 1990, when | started working at the first
clinical proton therapy facility, three major events
happened. All these events involved conputers.

The first event was the availability of fast
conputers with a | arge anount of nenory to reconstruct
anatony inside a patient and conputed tonography, also
known as CT. This is the essential path for taking
advant age of the benefits afforded by pro ton beans.
Wthout it, the targets cannot be defined and critical
ti ssues cannot be avoi ded.

The second event was the devel opnent and
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| npl enentati on of three-di nensional treatnent planning
prograns and interactive display nonitors, where

di fferent possible treatnent scenarios could be

si mul at ed and conpar ed.

And the third event was control of
accel erators and beamtransport |ines by conputers.
Previously, the beam paraneters inside the accel erator
and beam transport lines had to be adjusted manual |y
bef ore and during each patient treatnent. This arduous
task, referred to as tuning, neant that nore tine was
spent preparing the beans than use in treatnent. In
addition, treatnent sonetines had to be paused while
changes were made. At the advent of high-speed
conputers networks, this preparation could be
progranmmed and perform nuch faster than humans coul d
react, thereby increasing the efficiency of the
facilities.

Next slide. Okay. The second topic I'd Iike
to address today is startup concerns. To be certain,
starting any new radiation treatnment facility is a
significant undertaking, especially for one that
utilizes a beam of protons. On the other hand, study
devel opnents in technol ogy, together with standards and
educati onal resources created for the dramatic upward

trend of demand for proton therapy, nake the
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establishnent of today's proton therapy centers nore
readily avail abl e than ever before.

In particular, there are a nunber of
gui del i nes and standards that have been produced to
hel p | aunch new facilities.

St andards for manufacturers concerning
equi pnment safety and performance have been produced by
the International Electrotechnical Comm ssion, or |IEC
Qui del i nes for neasuring dose have been produced by the
| nt er nati onal Conm ssion on Radi ation Units and
Measurenents, or | CRU.  Recommendations for perm ssion
(i naudi bl e) accounting for uncertainties in treatnent
pl anni ng and delivery in performng quality assurance
have been produced by the Anerican Associ ati on of
Physi ci sts in Medicine, AAPM

Standards for transferring information
bet ween vari ous conputers and equi pnment have been
produced by the Digital |magi ng Comruni cations in
Medi ci ne Wor ki ng G oup, known as DICOM The
recomendations for staff training and facility
credenti al i ng have been produced jointly by the
Anerican Col |l ege of Radi ol ogy and the Anerican
Associ ation of Physicists in Medicine.

In addition, a book entitled "Practi cal

| npl enment ati on of Light [on Beam Treatnents,"” which |
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co- aut hored, details many procedures to plan, start,
and operate a proton facility.

These standards, guidelines, and
recommendations are all readily available to ensure
safe and accurate treatnents for patients in
Connecti cut.

Next slide. Although proton therapy will be
new to the state of Connecticut, its relative late
i ntroduction will allow the state to realize the
benefits of previous advancenents in proton equi pnent
technol ogy as well as treatnent planning techniques.

Despite proton therapy currently being a
standard clinical treatnent, in the future, treatnents
may be further optim zed by perform ng research in
(i naudi bl e) for exanple, delivery techniques that
utilize high-dose rate nunber of (inaudible) beans.
Research and devel opnent nmay be applied not only to the
beam del i very symmetry equi pnment but al so the clinical
trials with patients.

W al so anticipate further devel opnent of
treatment planning capability that could be optim zed
usi ng Danbury Proton as a test kit.

Wth Connecticut's high demand for cancer
radiation treatnent wwthin its advanci ng popul ati on and

Its first-rate nedical practitioners and institutions,
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the state may serve a very valuable role in hel ping
devel op these advanced treatnment techni ques.

Next slide. Thank you again for considering
using this technology for the patients of Connecti cut
and the surrounding areas. |f you have any technical
questions, please do not hesitate to ask ne at any
tine.

MR, CSUKA: Dr. Moyers, before you turn your
mc off, | don't think you adopted your prefile
testinony. Do you adopt your prefile testinony?

DR MOYERS:. Yes.

MR CSUKA: Ckay. And also, one quick
guestion before we nove on to the next wtness. Wat
I's your relationship to Danbury Proton?

DR MOYERS: |'m-- since there's no incone
comng in right now, | guess I'macting as a consultant
at the present tine.

MR, CSUKA: kay. Thank you.

DR. MOYERS: Been working with themfor quite
a few years, trying to get this together.

MR, CSUKA: (Ckay.

MR, HARDY: Thank you, Dr. Mbyers.

Qur next witness is Dr. Leslie Yonenoto,
who's here today.

M. YONEMOTO Good norning, Dr. Gfford and
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staff of the OHS. |'m Les Yonenoto, and | adopt ny
prefile testinony information. | only have one slide,
SO --

In the -- what |'d like go is give a
rationale for proton therapy based on pure physics and
bi ol ogy. As a radiation oncologist, |I treat patients
W th cancer, and radi ation oncol ogy treats about 60% of
all cancer patients. W have 1.9 mllion people a year
Wi th cancers in the United States.

The cancer therapies, | call them MRS, are
the standard therapy. And this nedicine --
chenot herapy therapy, i1mmune therapy, hornone therapy,
"R/" iIs radiation, which we're tal king about today, and
surgery, sone cancers need one, nost need two or three
of these nodalities as part of it.

In terns of radiation therapy, we try to do
what we all do as physicians, is to do the |east anount
of harm and the nost anount of good. Well, proton
therapy follows that aim |In terns of radiation
oncol ogy, we try to adopt the way of disturbing |Iess
normal tissue and killing nore cancer cells, just |ike
anything el se with surgery or chenot her apy.

So, the slide that | have there is a
representation of what proton therapy does and how it

relates to radiation oncology. On the left side of the
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graph is absorb dose, simlar to chenotherapy. The
nore dose you give, the nore effects you have, both in
cancer killing and side effects.

On the bottom of the graph, the X-axis shows
the depth into the body, how far in does the dose get
distributed. Simlar to a nedication like a
chenot herapy drug, it gets distributed through the
body. Radiation is the sane way. And it's the sane
kind of idea of nore dose, like mlligrans for

nmedi cation, for us, it's (inaudible.) The nore dose,

the nore effects, both cancer killing and side effects.

So, on the left side of the graph, where it
says "absorb dose," we have a beamthat's comng from
the left and going to the right and shows the effects
of radiation. The standard radiation is called X-rays
or photons. And over the years, the X-rays have
changed so that they reduce the anobunt of dose on the
way into the body and on the way out.

So, the way the graph looks is, in the
center, where it says "tunor volune," is our target.
W're trying to get a certain anmount of dose, whether

it's cheno or radiation. W want -- that's what we're

prescribing. But to do that, we have to go through the

body, just |ike chenpo or surgery. There are nornal

ti ssues di sturbed.
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So, going fromleft to right, as you see the
absorb dose, we al nost give over tw ce as nuch dose in
the normal tissue to reach the tunor and then continue
on to treat the tissue behind it that doesn't have
cancer, but we can't stop the beam That's just the
X-ray. That's why you can put a filmon the other side
and just see what you just did, inaging.

So, over the years, we changed the machine
and upgraded it and had nore technology. So, in the
1930s, '50s had (inaudible) voltage, cobalt, 1960s and
' 70s, and the LINACs, 6 to 8mv, in the '70s, '60s. And
now t he nodern LI NAC goes up to 18 to 23 negavolts.
Megavol ts.

So, what that nmeans is, with that technol ogy
| nprovenent, we're reducing the anount of dose on the
way in, reducing the harmand side effects of the
ti ssues going into the body. And that's revol ution.
Nobody -- well, hopefully, nobody is using voltage or
cobalt machi nes anynore or voltage. They're using the
nodern LI NAC and estinmates there's 4,000 in the United
States treating 60% of all of the cancer patients.

What's different, as you see on the red |ine,
Is protons. It's a particle, so it has different
characteristics. Sanme damage to nornal tissue and

cancer, depending on the dose, just |ike a nedication.
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But the difference of the physical characteristic is
that it reduces the anount of radiation on the way in
by at |least a half conpared to the X-ray or proton
machi nes.

And what's really great, it stops. Once you
hit the tunor, it stops. The tissue behind the tunor
does not get any radiation and side effects. You can
think of a radiation beamgoing to a sinus tunor going
I nto your head, X-rays would go out the back into the
brain. The protons will cone in and stop and not hit
the brain but to the effects to the tunor and the sinus
bet ween the eyes, as one exanple. And this has only
been around recently because of the technol ogy
that's -- Dr. Myers has tal ked about. Even though it
first started in 1954, it took -- this is before CTs,
this is before cell phones, and all this other stuff.
Now it seened reasonable that we shoul d have that.

And one of the things I'd like to inpress is
radiation is like a nedication. |[If | say take 30
tablets of this nedication, bad idea to take it all at
once. But if you spread it out, it hel ps reduce the
side effects.

Sane thing for radiation. Mst radiation
therapy is given daily Mnday through Friday over one

to two nonths. Very difficult for patients to travel
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to for a daily basis if it's any distance. In
Connecticut, it is distance. You have to go to Boston
or you have to go to New York. W'd like to have it
here so that the patients can get it.

And in nmy experience as a radiation
oncol ogist, a lot of patients, even wth regul ar
radi ati on, do not get the treatnent that they need and
deserve sinply because it's not conveniently cl ose.
And that's why we are stressing not just one but

mul ti ple proton centers in the state of Connecticut.

| appreciate your tinme and attendance. Thank

you.

MR CSUKA: Thank you.

MR, HARDY: Thank you, Dr. Yonenoto. CQCur
next wtness is Donald Melson. He is testifying via
Zoom

MR. MELSON: Good norning, Dr. Gfford and
OHS staff. M nane is Don Melson, and I'mthe Director
of Finance for Danbury Proton.

Havi ng been born and raised in New Britain,

in fact, my chil dhood honme was |l ess than two mles from

where you are today, |'m pleased to be here to discuss
the cost benefits that Danbury Proton will bring to
Connecticut residents as well as the financial

viability of the center. | adopt ny prefiled
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testi nony.

As background, for the past 30 years, |'ve
hel d senior financial roles wwth well-known life
sci ence, biotech, and nedical technol ogy conpanies in
the Boston area. Prior to ny current role, | was Chief
Fi nancial O ficer of Mevion Medical Systenms from 2013
to 2018.

In ny role as CFO | was exposed to all
aspects of the conpany's technol ogy, conpetition,
custoners, as well as the econom c outcones of those
cust omers.

After |leaving Mevion, | joined Danbury
Proton, as | viewed the business was poi sed for success
due to the favorable site denographics, single-room
design, and a particularly strong managenent team

| wll nowturn ny attention to the cost
effectiveness of proton radiation, ny first slide. As
you have heard, proton radiation's nmajor benefit versus
photon, or X-ray radiation, is that it mnimzes the
secondary effects of radiation dosed to the healthy
tissue while effectively radiating the tunor.

Though the initial cost of photon treatnent
may be |l ess than the current cost of proton radiation,
the total |long-termcost of photon radi ation, including

subsequent treatnent and care, |ost incone/workplace
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contribution, not to nention patient suffering, can
exceed the cost of protons.

Anot her benefit of protons' |ower secondary
radi ation inpact is that the radi ation dose intensity
can be increased to the tunor versus that of photons.
Al so known as hypofractionation, this evol ving
t echni que opens the door to fewer treatnents and | ower
costs and a shorter, less-intrusive treatnent period.

Finally, single-roomproton systens are the
nost efficient and risk-reduced nethod to build proton
radi ation capacity within the state. Early proton
centers were very large, expensive, nulti-roomcenters
costing in excess of $200 mllion. Because of their
size and cost, such centers were frequently
underutilized, contributing to financial instability.

Al ternatively, single-roomcenters are |ess
expensi ve and can be situated in | ocal popul ations they
serve. Single-roomcenters can also be scaled up as
demand grows by addi ng another room The benefit of
this is matching cost to denand.

Moving to ny next slide, I will now address
financial feasibility of the Danbury Proton Center. As
with nost enterprises, a significant key to successf ul
busi ness venture is |ocation. Location is also key to

providi ng access to all residents requiring this
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| nportant treatnent. Danbury Proton's proposed
facility provides convenient access to Connecti cut
residents in the heavily popul ated sout hwest regi on of
t he state.

In fact, the Connecticut popul ation density
within 25 mles of the facility is over 1.3 mllion
peopl e, including 98% of the popul ation of Fairfield
County. Wthin 30 mles of the facility are five of
Connecticut's top-ten nost populated cities. |If the
radius is expanded further to 50 mles, the total
popul ation is approximately 15 mllion. And at a
75-mle radius, the population is approxinmately 18.7
mllion.

G ven the high density -- high popul ation
density, the expected incidence of proton therapy
candi dates, and the scarcity of |ocal proton radiation
centers, Danbury Proton expects it wll have nore than
sufficient demand in its primary service area.

Successful reinbursenent is a second driver
of financial success. Danbury Proton expects
approxi mately 52%of its patients will be covered under
Medi care, Medicaid, or TRICARE, and 38% w || be covered
under nutual -i nsurance prograns, the renmaining 10% by
private payers.

Wi | e Medi care has covered proton radiation
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wth few exceptions since the FDA approval in 1988,
commerci al insurance plans have varied in their
coverage, though insurers are increasingly covering the
cost .

Commer ci al insurance coverage has been
supported by high-profile lawsuits, sonme of which have
resulted in | arge judgnents against insurers who did

not cover the use of proton radiation in appropriate

cases.
For exanple, in 2022, a judgnent of

$200 mlIlion was | evied agai nst UnitedHeal thcare in

Nevada. In addition, the Tennessee, k|l ahoma, Oregon,

and Virginia State Legi sl atures have passed | aws that
encour age coverage by insurance carriers.

The third -- the efficient use of capital and
operating resources is the third driver of success. As
menti oned, single-roomsystens are efficient due to
their lowrelative cost and scaleability. However, the
size of the single-roomfacility also matters. Danbury
Proton's Mevion facility has the smallest footprint in
the industry and, therefore, the |owest cost of
construction. Mevion Systens are al so known for their
efficient use of utilities and other operating costs.

Because of the efficiency of this design, the

proposed Danbury Proton treatnent center has a | ow
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br eak- even point on a cash basis. Even though the

center is expected to generate a $2.4 mllion loss on a
book basis in its first year at 60% capacity -- that's
280 patients -- on a cash basis, excluding
depreciation, the center will actually be cash positive

from operati ons.

In fact, the center could wthstand a 30%

shortfall in first-year patient volunes -- that's 146
versus the capacity of 338 -- or 42% of total
full-scale capacity. The center would still maintain

positive cash-basis earnings and be able to neet all of
Its financial obligations, including nmaintaining a
$7.9 mllion dollar restricted cash bal ance required
under expected debt covenants.

In summary, proton radiation is a highly
cost-effective therapy, and in ny opinion, the Danbury
Proton proposal has a high probability of financial
success. | urge the Ofice of Health Strategy to
approve this project.

MR. HARDY: Thank you, M. Ml son.

Qur next witness is Daria Chylak. She is
al so testifying via Zoom

M5. CHYLAK: Good norning, Dr. Gfford and
OHS staff. M nane is Daria Chylak. |'m an
| ndependent consultant for d obal Data, and | adopt ny
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prefile testinony.

| have worked as a researcher and a
consul tant on several proton therapy projects since
2018 while working on a healthcare consulting team at
| HS Markit and d obal Data. And ny academ c ground,
have a Masters of Public Health and a Masters of
Sci ence in Bioinformatics.

Opening a proton therapy center in a
hi gh- popul ati on area can have a significant inpact on
t he surroundi ng region, influencing many aspects of
heal t hcare delivery and econom c activity in the area.

| ncreasi ng access to advanced cancer care and
I ncreasing the options patients and their care teans
have in treatnent pathways can |lead to better health
outcones. Specifically, research has shown proton
t herapy treatnment can decrease | ong-term conplications,
reduce recurrence rates, and inprove overall survival
rates, especially for cancers in sensitive or
hard-to-reach areas of the body.

Al t hough opening a new center involves
significant investnent and resources, there are clear
benefits for | ocal and regional econom es once the
facility i1s in operation, such as creating high-paying
skilled jobs and attracting rel ated services |ike

nmedi cal supply conpani es.

272




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Proton therapy centers often becone hubs for
clinical research and innovation. This can facilitate
partnerships with universities, pharmaceutical
conpani es, and research institutions, potentially
| eadi ng to new breakt hroughs in treatnment and uni que
col | aborations with other researches.

New proton therapy centers can al so serve as
a training ground for nedical professionals. This
hel ps cultivate a skilled workforce that shares ideas
and expertise across the country, inproving the
standards of care for cancer nationally. |In the |Iong
term this can only inprove our understandi ng of cancer
and |l ead to inproved health outcones and i nproved
public health policies relating to cancer care.

Est abl i shing a new proton therapy center and
| nprovi ng patient access to cancer treatnent can set a
precedent for other regions to follow, potentially
| eading to nore w despread adoption of this technol ogy.

Next slide, please. Overall, in our
feasibility study, we have concluded that the
envi ronnment in Connecticut is favorable for the
concurrent operation of two proton centers with one
delivery unit at each center. This is due to the
| ocation in the northeast. Danbury's in a

hi gh- popul ati on density area with | arge urban venters
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nearby. A significant popul ation provides a base of
potential patients, including a high proportion of
ol der adults who are nore likely to require cancer
treat nent.

The single-roomconfiguration is benefici al
in that it's |less expensive to build, staff, and
mai ntain. And there's a higher probability of
operational stability and success.

Site location and accessibility is crucial.
Danbury is near nmjor transportation routes, near
public transit, and near nmajor hospitals and nedi cal
centers.

Recent peer-revi ewed published research has
shown prom sing evidence that proton beamtherapy can
provi de i nproved patient outcones conpared to
conventional radiation therapy.

There are still sone gaps in the know edge.
There's a need for nore random zed control trials,
whi ch are seen as the gold standard and the nost
scientifically rigorous for eval uating nedi cal
I nterventions. But the general growth in proton
therapy and increased interest in this treatnment

suggests that the evidence base wll continue to grow.

| thank you for the opportunity to provide ny

testinmony. | wel cone any questions.
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MR. HARDY: Thank you, Ms. Chyl ak.

Qur next witness is also testifying via Zoom
Chri st opher Gonzal ez.

MR GONZALEZ: Thank you so nuch for your
time this nmorning. |'ll try to keep ny presentation
brief for the sake of tinme. M nane is Christopher
Gonzalez. | amthe President of Apollo Healthcare.

Alittle background before ny -- the
i nception at Apollo Healthcare. | trained at the
Uni versity of Texas and the (inaudi ble) cancer center,
specializing in nmedical dosinetry. Most people m ght
not know what that is because nost dosinetrists don't
show up to your kindergarten class and tell you what
t hey do.

But in layman's terns, dosinetrists are --

THE COURT REPORTER  Excuse ne. |'msorry.

MR. GONZALEZ: -- fulfill the prescriptions
of the doctors and --

MR. CSUKA: M. Conzal ez, could you hold for
one second, please?

THE COURT REPORTER: He's very muffled to ne.
| s anybody el se having troubl e under st andi ng hi nf?

DR GQFFORD: Alittle bit.

(M. Gonzal ez's m crophone was adj usted.)

MR GONZALEZ: So, as | was saying, |'ma
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medi cal dosinetrist by trade. | have been a clinician
on the dosinetry side for about -- since 2014, |I'm
sorry. And then | quickly got into the business side
of radi ation oncol ogy since the inception of Apollo

Heal t hcar e.

Next slide. So, at Apollo Healthcare, we now

represent about 40% of the proton centers within the

United States. And when | say "represent,” we are a
contractor for the centers to help patients get access
to proton therapy through their insurance conpani es.

And | can say throughout ny tinme, the further
It's gone, whichis -- it's not good for our business
but good for patient access, where proton therapy
t hrough the commercial carriers have increased access
nationally w thout us having to do a deal or,
quot e/ unquote, fight with insurance conpani es.

So, when we started Apollo Healthcare, |
woul d say about -- it was roughly around 70% of our
denials for proton therapy were getting denied. |
mean, our subm ssions were getting deni ed.

Now that's flipped. Qur up-front subm ssions
are nostly getting approved mainly because nost of the
payers, including the |arge payer in Connecticut, which
I s Ant hem Bl ue Cross, have changed their nedical

policies drastically, which is a good thing for
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patients to be approved.

And so, now we're seeing nultiple disease
sites that we were nornmally having to appeal to get
approved are already getting approved on first-pass
subm ssion. So, that would include all of your CNS
tunors, all pediatrics, all skull tunors, head and
neck. Now things are -- other disease sites such as
breast are comng nore online in terns of getting
approved as wel | .

So, the utilization of protons isn't just
because of a geographical |ocation. There was always a
restriction based upon the payers. But the trend now
IS payers are | guess -- we're seeing it devel op.
That's the best way of saying it. And a |lot of these
di sease sites are on par wwth the access that regul ar
radi ati on therapy woul d get.

And then, lastly, Medicare itself for y'all's
region or, for that matter, every region in the United
States, | wouldn't say covers al nost every di sease site
but about 95% of the disease sites Medicare covers, and
It's normally at 100% dependi ng on the | ocation of
(i naudible.) But in theory, we've never had any issues
with Medicare approving proton therapy thus far.

So, lastly, | did want to say is, wth

regards to this area and the centers that we do
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represent at Apollo, capacity has al ways been now a new
I ssue with proton therapy centers where patients are --
we are hitting capacity at a | ot of these centers;
hence the need for nore centers in that region, mainly
because before we were having issues that we had a
center that we couldn't get patients approved on these
private-insurance conpanies, so the capacity was al ways
kind of maybe at 60% or 70%

Wel |, now that insurance conpanies are
covering proton therapy, which is great, it's kind of
| i ke squeezi ng anot her rubber band around a bal |l oon;
sonet hi ng el se pops up sonewhere, and, again, nost of
our centers are having capacity issues. And,
unfortunately, that capacity netric is very hard to
capture because a lot of patients end up getting
regul ar radiation, and it's hard to capture that data.

But from an anecdotal standpoint, nost of our
centers are at capacity at this point. Wth that said,
| wanted to keep it short, and thank you for your tine.

MR. HARDY: Thank you, M. Gonzal ez.

Qur next witness is Steve Coma. He's also
testifying via Zoom

MR. COVA: Thank you. Can everyone hear ne
okay?

MR, CSUKA: Yes.
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MR, COVA:  Awesone. Well, thanks to the
commttee for their tine this norning. M nane is
Steve Coma. |'ma Senior Managing Director at Hilltop
Securities. | have been in the business for about 40
years, as you can tell by ny hair color. And I | ook
forward to testifying today. | adopt ny prehearing
t esti nony.

You know, | wll be very short, as others
have said. M primary role in the transaction is to
find financing. And I am confident, given current
mar ket conditions and the structure of this project,
that we would be successful. | can't see the slides
that the coommttee is |ooking at, but | can take you
t hr ough t hem qui ckly.

The first slide -- you know, one of the
primary reasons that we have a hi gh degree of
confidence is Steve and his staff have assenbled a very
strong team To structure these transactions
successfully, you need excellent |egal counsel as well
as financial advisers, and we have both. W plan to
use Orick Herrington as bond counsel. They're the
| ar gest bond counsel firmin the country and have
financed nunerous projects simlar to this. W just
t hought we (inaudible) that's the counsel that

represents ne and prepares the offering docunent or the
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of ficial statenent.

We have DAMG Wirl dwi de as a financi al
adviser, with Steve on the team and inportantly we
have LendLease as a primary contractor, obviously an
extrenely wel |l -known nane.

Next slide. The project -- as the commttee
probably is well aware, this is not the first tine that
t he bond market has potentially financed a facility
like this. There have been successes and fail ures.
Actual ly, that works very nuch to our advantage. W
can highlight the strengths of this project and
el imnate areas of weakness if either the market is
I dentified or producenents are identified.

Cbvi ously, the dense popul ation of
Connecticut where the center is going to be located is
a huge strength. The fact that it's a single-room
t herapy, you know, a smaller initial transaction, we
can build in demand, don't overbuild where we woul d
have excess capacity. No affiliation restrictions.

Wil e that seens sonewhat counterintuitive, a
nunber of the facilities have had affiliations and
those affiliations have not ended up being as
substantive as hoped. So, this gives us flexibility to
search for patients, you know, on a broader basis.

And then the financials. W've spent a fair
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bit of time on feasibility with this. Ooviously, that
w Il be updated, but financials certainly highlight a
strong project.

For the commttee's, you know, perspective,
the investor base for this are large institutional,
primarily tax-exenpt nmutual funds and simlar |arge
i nstitutions. W do not sell this to individual
I nvestors. Wiile we are very confident in the project,
we want to nmake sure our investor base is very
sophi sticated and has experience with these projects.
Al potential participants already have experienced
financing proton therapy. Wre | could have had this
conversation with the coomttee, you know, two years
ago, ny confidence wouldn't be quite as high.

But with the Fed stabilized, even though they

didn't cut rates yesterday, they cut them consistent.
That has been a very positive sign for the bond market
and institutional investors, and currently demand for
projects like this considerably exceed supply.
Qobvi ously, that puts us in a stronger position to
negoti ate appropriate terns and put in place successful
f i nanci ng.

And that's all | have.

MR HARDY: Thank you, M. Consa.

Qur next witness is Lionel Bouchet, who is in
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person today.

MR, BOUCHET: Good norning, Dr. Gfford, OHS
staff. M nane is Lionel Bouchet, and | adopt ny
prefile testinony.

So, | represent Mevion Medical Systens, the
manufacturers. |'ve personally been in proton therapy
for al nost 20 years, really with a vision that proton
t herapy shoul d be provided access to as nmany patients
as possi bl e.

So, Mevion was forned in 2004 by nenbers of
t he Boston community, the New England community, M3H
Harvard, MI.T., with a very specific goal, is reducing
the conplexity of proton therapy.

W' ve been FDA-cl eared since 2012. W' ve
been | eading the proton therapy market since 2013,
really devel oping that next generation of proton
t her apy.

Next slide. So, we have organi zed here just
out si de Boston, and our vision is to provide superior
proton therapy to as many cancer patients as possi bl e.

And we've heard froma | ot of people here
about the concept of access. Access was |imted
because of the size, because of the conplexity of the
proton facilities, and was limted to only a few people

that were local to the proton centers. So, the concept
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of equity of care in proton therapy has al ways been
the reason of sort of why we have been pushi ng and
devel opi ng these proton therapy centers.

If we go to the next slide, you wll see that
Mevion, in the conpacted versions, the
m ni aturi zations, has changed the market. W go from
the very large centers where the accelerator is
distributing to multiple roonms of about several hundred
mllion dollars of investnent, football-field-sized
facility, MaH, these kind of facility, University of
Pennsyl vani a and ot hers too.

Proton centers are much nore simlar to
accelerators. They are integrated. They can be
Integrated within an existing facility. They can have
a support staff that are very simlar to pronotional
t herapies. And the operational success has been
proven, where sone of the |arge centers have had
financial difficulty, the conpact centers, the Mvion
centers, their experience than that the proton centers
are successful.

You' ve seen the history. This is a very |long
hi story, because it is conplex. And today we have --
when we go to next slide, we have seen since 2020
mul tiple single-roomcenters being devel oped in the

U.S. than nulti-roomcenters, because, again, this
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concept of access, concepts of being able to integrate
within an existing radiation therapy, existing
radi ati on therapy.

And if you want to go to the next two slides,
here, what proton therapy becones is a tool in the
toolbox. It's atool in the toolbox for radiation
t herapy, as Dr. Yonenoto said, is about delivering
radi ati on very precisely, sonetines small. The nore
you can do that, the nore you can control the tunor.

So, how have we achieved that? Wen we go to
the next two slides, you'll see that it's a question of
mniaturizations. W've seen that and we've
experienced that. And I'd like to show that wth the
evolution of the mniaturization of technology that is
wth us today, with all of us, the mniaturization of
cell phone -- mniaturizations of our cell phones.

And we've done the sane thing wth
phot ot echnol ogy, where the proton therapy accelerators
or generators used to be 250 tons. Today it's just 50
ton. It's the dianeters of about two-feet dianeters,
where we accelerate the proton and (indiscernible) cone
out of the -- you see on the right, the accelerator on
the left, just the size.

Wth the smaller size, what we do is we can

put everything into one single box, single room So,
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that single roomis, if you want to go to the next
slide, this is three stories. You ve seen it. But the
Mevion is a clean environnent, very simlar to
conventional radiation therapy.

And the Danbury project is doing a great job,
when we go to slide 68, to really devel op a environnent
that is pleasing to the patient. And that's very
| nportant.

So, we develop that staff radiation therapy
can actually use, but here they're going even further,
but it will be normalization for the patient.

So, the technol ogy continues to evol ve, and
we are excited with this project just being an hour and
a half away froma factory, froma manufacturing of the
anmopunt of where we build the system And we continue
to evolve technology to be nore and nore precise. And
here is the devel opnent that we are doi ng, conbining
t he i magi ng, conbi ning nore preci se beam options to be
able to deliver radiation nore precisely, nore
efficiently.

So, a patient -- sonme of the centers are
treating maybe 40 or 50 patients a day very
successfully. W are doing that because we are keepi ng
(i ndiscernible) to very standard radi ati on therapy.

So, today in the U S., we have -- Mvion has
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about 20 centers or 20 default centers. W have about
12-plus centers (indiscernible), several also in
devel opnent.

We're very excited for opportunity of this
project. W do see that inportance of access. W very
often have patient comng to a factory, patient that
have been treated with a machine, sharing their
experience, and we hear the sane thing, is proximty of
care i s inportant.

The journey is a difficult -- it's a long
journey, a |longer journey. And each journey, as
Yonenot o said, can take five, six weeks; and five, six
weeks of travelling can be very difficult for equity of
care. So, we're excited for this project.

Thank you for your attention.

MR. HARDY: Thank you. Qur next wtness is
Jack Harty.

MR. HARTY: Good norning, Dr. Gfford and
menbers of the OHS staff. M nane is Jack Harty, and |
adopt ny prefile testinony.

|"'mthe Facilities Director for Danbury
Proton, and | cone before you today to speak about the
uni que designs and construction considerations included
on the Danbury Proton therapy facility.

|'"ve been in the healthcare construction
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I ndustry for over 30 years with an enphasis on

radi ati on-generating devices and facilities and have
had the opportunity to visit and study other existing
proton therapy centers and the different systens they
use.

Prior to joining Danbury Proton, | spent ten
years at Mevion Medi cal Systens, helping to design and
construct every one of the Mevion sites currently in
operation while devel opi ng concepts and designs for
over 200 other | ocations word w de.

Until the introduction of the Mevion system
proton centers required |arge, bul ky roons, concrete
vaults to house the proton accel erator and i ndi vi dual
treatment roons. Those systens required nmassive
anounts of space and concrete to construct and, once
operational, would consune | arge anounts of electricity
and fossil fuels to operate.

The Danbury Proton Center exam ned these
costs and the inpact to the environment with an eye
t owar ds determ ning what contributions we could nmake in
addressing the current clinate-change situation we're
in, while at the sane tine mnimzing the inpact to the
area, while providing a safe, conforting space for our
patients as they are battling their cancer diagnosis.

To acconplish our goals, Danbury Proton
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sel ected the Mevion systemas our primary treatnent
device, capitalizing on the reduced size of the vault
and m ni mal support system space requirenents, as
Steven noted in his presentation.

We then considered the inpact to existing
surroundi ng area of the site and el ected to construct
much of the facility underground, enbedding it within
t he natural topography of the site to allow for better
i nterior environnental controls while maintaining the
exi sting grades and flow of the |land to preserve the
field-1i ke appearance of the fornmer farm

Covering the building with a green roof of
nmetal grasses allowed us to preserve the natural
habi tat and bi odiversity comonly on site and m nim zed
wat er runoff that elimnating green spaces woul d cause.

For the operational systens of the facility,
we elected to invest substantially in renewabl e-energy
sources utilizing a geothermal heat punp systemto
provi de required heating and cooling of the facility
while allowing the building to operate wi thout the need
for fossil fuels.

We al so put in exterior w ndow gl azings that
adj ust automatically to shade the building fromthe
tenperature gains usually encountered with | arge gl ass

wal | s.
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And for the exterior of the site, we chose to
use L.E.D. down-lighting to safely pronote illum nation
of the site while alnost elimnating any |ight
pol lution that would negatively inpact the | ocal area
and its nocturnal plants and ani nal s.

Finally, we recognize that patients affected
Wi th a cancer diagnosis require nore than just a direct
treatnent of their disease, and we offered to provide
addi tional spaces to accompdate the nore holistic side
of patient needs.

To acconplish this, we included a significant
anmount of building space to allow our patients to
maintain their dignity and privacy while they travel
their cancer journey, providing spaces for their
support people to be on site with them during treatnent
days and provide an office of support personnel to
assist themin finding resources to help them access
and recover fromtheir treatnents.

|'"d |ike to thank you again for considering
this unique facility and technol ogy, and | | ook forward
to helping to bring the benefits of this facility to
Connecticut cancer patients. Thank you.

MR HARDY: Thank you, M. Harty.

Qur last witness is Dr. Andrew Chang, and he

Is testifying via Zoom
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DR CHANG Good norning. Thank you for
giving us a chance to present sone information about
our involvenent with the Danbury Proton project. M
name is Dr. Andrew Chang, and |'ma radi ation
oncol ogist by training. | adopt ny prefile testinony.

| have been involved in proton therapy for
the | ast several decades with a primary focus on the
clinician treating pediatric cancers and breast
cancers.

And the reasons that the pediatric popul ation
Is particularly seen as beneficial for receiving proton
therapy is because the pediatric body is very sensitive
to the exposure of radiation to the normal devel oping
tissue.

Pediatric patients are inpacted not only in
sl ow ng down the growt h and devel opnent of
(i ndiscernible), but in addition are the patients that,
If cured of their cancer, are expected to |ive |ong
enough such that the long-termside effects of
radi ati on, such as second cancers or inpact on organs,
w Il show up and can inpact that patient's |ife 10, 20,
even 30 years after their treatnent.

It's for that reason that, once proton
therapy started becomng nore wdely available in the

early 2010s or so that we saw a very qui ck uptake in
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the nunbers of patients that were being sent for proton
therapy in the pediatric popul ation.

It was for this reason that ny work with all
of ny colleagues at that tinme, ten proton centers in
the United States, |ooking at the volune of patients
that were being treated with proton therapy -- and as
shown on this slide here, there was a pretty big uptick
I n those patients being sent.

In addition, one of the things we saw was
that other countries that did not have access to proton
t herapy were |ikew se sending patients to the United
States for proton therapy. And in 2012, there was
about 19% of all the patients treated with proton
therapy in the United States actually canme from outside
the United States.

At its peak, the United Kingdom before they
had built their first proton center, were sendi ng about
120 patients per year to the United States for us to
treat, and |I treated about half of those patients.

Next slide. This is kind of the poster child
of what we think about and why we | ook at the benefits
of proton radiation therapy in these patients. This is
an exanple of a 10-year-old girl that had a brain tunor
that we typically would treat with surgery to the main

tunmor in the back of the brain there, as well as

291




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

chenot herapy, and then radiation to the entire fluid of
the brain and spine.

Wth that treatnent, we know it does a very
good job of curing these patients wth the esti mated
survival in the 80%to-85%range, but they woul d
devel op long-term side effects as a result of the
radi ati on exposure in conbination with cheno that they
woul d recei ve.

In particular, as you can see on the picture
on the left, that light green is the radiation from
standard X-ray radiation that's exiting the body of
this child, and these patients will devel op heart
di sease even as soon as five to seven years after the
radi ati on exposure to the point that the nost common
cause of death in these patients, should they survive
their cancers, is heart attacks in their 30s and 40s.

Wth the use of proton therapy, not only are
we able to avoid things Iike the heart conpletely, as
shown in the picture on the right, but the radiation
stops before it gets to the bone marrow. And for
children like this receiving chenotherapy, what that
nmeans they are not needing the transfusions or the
hospital adm ssions for |ow blood counts that we saw in
the standard X-ray radi ati on before we had access to

bei ng able to use proton therapy.
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Sonme ot her kind of side benefits we see from
that is avoiding the bowels. It neans |ess nausea for
these patients under treatnent. Wthout radiation
exposure to the thyroid and breast, |ike this young
girl, that would nean there's no increased risk of
second cancers, of breast cancer or thyroid malignancy.
And, |ikew se, being able to avoid the fertility organs
means this why would wll be able to preserve her
ovari an function and her ability to carry children in
the future.

Next slide. Wiile nost side effects from
radi ati on we think about occurring years to decades
after radiation, this is a particularly striking case
of two patients that were treated by a col | eague of
m ne, both 16-year-olds, wth a tunor in the right back
area. And this colleague of mne had treated one with
X-ray therapy before he had a proton center avail able
to him And nine nonths |ater, he had a proton center
built at his facility in Cklahoma and was able to use
proton therapy when another patient, another
16-year-old male with the exact type of tunor, occurred
I n that area.

And what's striking is, on the next slide,
you can see, within 12 nonths, the child that had the

X-ray therapy, the I MRT radiation, the kidney that's
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adj acent to it on the bottomslide 12 nonths later is
shrunken and damages conpared to the kidney on his

ot her side, was the patient that had the proton
therapy, that kidney is a little bit smaller in the
back but for the nost part relatively normal and still
functional .

These patients were actually treated by ny
col | eague, Saneer Keol e, the new president of ASTRO
this year. And he still follows these patients. And
he told nme just |ast year that these patients were
treated in 2011, 2012, they're both still alive, but
the patient that had the I MRT radiation is now on
ki dney nedi cations that he's going to be on for the
rest of his life because of that danage to that kidney.

Next slide. One of the |argest areas of
grow h in adoption of proton therapy in the past few
years has been that with breast cancer. In the United
States, breast cancer is the nbst common cancer anong
woman, and we know that, wth the great screening that
we do now, we catch nost of these breast cancers
earlier and earlier, and as such, we have very good
cure rates for many woman with breast cancer.

But, as a result of that, what we see is that
the side effects fromthe breast cancer radiation catch

up to these womans, and typically, the biggest concern
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about breast cancer treatnent with radiation is
I ncreased risk of heart disease.

And this is particularly for woman with
cancer on the | eft breast because of the heart, that
sits just behind the left breast. And the big artery
that is nost often clogged in heart disease sits right
in the front of that left heart.

And you can see in the picture on the |eft
that heart, which is sitting right behind that |eft
breast, gets that full dose of radiation, or very close
to a full dose of radiation, with X-ray or photon
radi ati on; whereas wth proton therapy, we can stay off
of that heart al nost conpletely.

And it's for that reason we started seeing a
very large uptick in the nunbers of patients with
breast cancer that are being sent particularly for
proton therapy. |In fact, in sone cases, |like the
Uni versity of Maryl and Photon Center, the nost common
cancer that is treated by proton therapy is breast
cancer. And that's because of the risk after about
seven years, increasing heart attacks and heart disease
occurring in the woman with | eft-sided breast cancer.
That can be conpletely avoided in the use of proton
t her apy.

Next paragraph. One of the nore striking
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studies to cone out recently was a random zed study in
the m d-2022 where patients wth cancer that spread to
the brain, particularly in breast cancer or |ung
cancer, were found to have increased survival when
treated wwth proton therapy to the entire brain and
Spi ne axis.

This was particularly striking because this
Is the first study in alittle over 20 years that has
seen an increased survival in these patients when
treated with normal radiation.

This was started by our coll eague of ours at
Menori al Sl oan Kettering when he noticed that, just
| i ke the pediatric population, there's | ess radiation
to the spine, they can tolerate nore cheno and their
bl ood counts start doing better. He said, Can we do
the sane thing for adults with the tunor on the brain
and spi ne?

And not only did he see they tolerated the
therapy just as well as limted radiation but that
t hese patients had increased survival. And so, he
Instituted this random zed study that was early because
of the survival benefit that saw substantially greater
| ength and duration of survival in these patients that
were able to receive proton therapy.

Next slide. Sone of these things that |'ve
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been tal ki ng about, about side effects that occur after
nmont hs or years, also lead to not only inprovenent in
the patient's quality of life but, |ikew se, what is
not often considered is the cost of the side effects
that we have to care for in these patients, right.

It's hard to cal cul ate how nuch not having a
heart attack saves the institutions or -- that
16-year-old patient, what is the cost of the nedication
for the rest of his life for his kidney di sease?

Well, the group at MD Anderson has paid
attention to this and said naybe we shoul d not just
| ook at the cost of proton therapy but the cost of the
entire care for a procedure. And in particular for
this picture, it's the cost of head and neck cancers.
When treated with radiation, these patients need | ess
use of a feeding tube. And not only is that a
quality-of-life issue for these patients, but as you
can see in this picture, when the patient needs a
feeding tube with X-rays, which is about tw ce as often
as proton therapy, the cost junps up.

And at the end of the treatnent course, you
can see in the blue versus the orange, the cost
differential between proton therapy and X-ray therapy
Is only a few percent as a result of the other

I nterventi ons needed.
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Thi s anal ysis was further expanded on the
next slide, where Dr. Frank said, Look, what if we took
a look at the entire cost of care not only in just
particular things |like a feeding tube, but what if we
| ooked at the cost of care for pharnmacy and nedi cations
for pain control, the use of |aboratory testing and in
hospi tal adm ssions?

And you can see this graph here | ooking at
the cost of the entire care versus the cost of
radiation itself. And you can see the radiation for
the protons is, indeed, nore expensive, but everything
el se | ess.

And that led to the startling finding that,
when utilizing proton therapy, these patients with head
and neck cancer actually had a | ower overall cost of
care. On the next slide, you can see for the cost
savings are 21% | ower for proton therapy as conpared to
patients that were treated with X-rays.

This led to the university -- this led to the
entire University of Texas system approvi ng proton
therapy for patients wth head and neck cancer.

As nore and nore of this data cones out, and
there's going to be another one by Dr. Frank, a
random zed study com ng out in the next nonth, we're

starting to see not only the inprovenents in the cancer
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control with use of the proton therapy but decreases in
side effects and, leading to that, the cost savings to
heal t hcare systens as a whol e.

Because of that, we're -- or as has been
nmentioned by a few of the others, we're starting to see
capacity constraints. |, nyself, ama radiation
oncol ogist in San Diego, California. And | can tel
you that ny neetings nostly nowadays are figuring out
how to triage patients, because we have nore patients
than we can treat, and we have to figure out who is the
great est benefit.

When we start seeing that at other |ocations
-- and we do see that at other proton centers when |
talk to ny col | eagues about, can we send patients to
your center because |'mfull. And, for instance, just
at our annual National Association Proton Therapy
neeting a nonth and a half ago, the big presentation
fromthe Menorial Sloan Kettering group and the proton
center in Harvard was about how do they triage
patients, because they're full and they have a waiting
list as well. The next cl osest one, Boston, they're
very full with patients, and their machine is going to
be undergoing a nultiyear upgrade soon, so they're
going to be losing 70% of their capacity to treat

patients.
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And | think that | eads us to the big question
of how do we get nore of these centers access to --
have patients have access to the machines? And with
the location there in Danbury, it provides a very
conveni ent overflow to not only the patients in
Connecticut but fromthe surrounding areas as well.

Thank you for giving ne this opportunity to
share sone of the clinical background and how | see it,
havi ng been involved in protons for the last few
decades and seeing the growh of this space and what
changes have cone as a result of that. Thank you very
much.

MR HARDY: Thank you, Dr. Chang.

So, that concludes the direct-testinony
portion of our presentation.

MR. CSUKA: Thank you. | think it nakes
sense to take a break at this point. W've all been
sitting for quite a while now So, let's cone back
want to say 20 m nutes, 30 m nutes?

DR G FFORD: 20 mnutes. | do have sone
gquestions for your witnesses that are renote, so if
they could stick around for the questions.

MR HARDY: Certainly.

MR CSUKA: So, let's take 20 m nutes. W'l

cone back, let's say, 11:00, and we wll pick up where
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we |eft off.

Agai n, public coment sign-up is continuing
until 12:00. And anything that's said in this room may
be picked up by the mcs, anything you say may be
pi cked up by the mcs, so just be careful of that fact.
Thank you.

(A recess was taken from10:39 a.m until
11: 00 a. m)

MR. HARDY: We're ready.

MR. CSUKA: Can we go back on? Thank you.
Wel cone back.

For those just joining us, this is Docket
Nunmber 23-3267-CON. It's Danbury Proton's application
for the Acquisition of a Technology New to the State
Plus a CT Scanner.

We had the applicant's presentation earlier
this norning. Now we're going to continue on to sone
of the questions that OHS has.

The plan is to begin public comment at 12: 00.
So, for anyone listening in or in the area who wants to
partici pate, please sign up before 12:00, and they w |
i kely take you in the order in which you appear.

El ected representatives, we may have to go a
little bit out of order in order to accommodate their

schedules. But the plan, again, is to begin at 12:00
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and then probably break for |lunch, because |I don't
think we're going to get through all of OHS questions
before noon. And then we'll cone back and we'll wap
t hi ngs up.

So, does that sound okay to you, Attorney
Har dy?

MR. HARDY: It does. Thank you.

MR. COURTNEY: The only qualifier I m ght
give there is Dr. Chang was hoping that he was done at
noon so he could get back to his patients. So, if we
had specific questions for people on the line, if we
coul d nove those before 12: 00 as opposed to having them
wait until after all the public --

MR CSUKA: Ckay. | think that's doabl e.
We'll do our best to direct themto specific
I ndi viduals. There are 11 of you, so --

MR, COURTNEY: Yes.

MR, CSUKA: -- so, you know, we'll do our
best is all that | can say.

So, | think Dr. Gfford wanted to start by
aski ng sone questions about the presentation that was
given earlier. So, | wll turn the mc over to
Dr. Gfford.

DR d FFORD: Thank you very nuch. And |

want to say thank you to all of the witnesses for both
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your carefully prepared application and your thoughtful
testinmony. It's very helpful for the Ofice of Health
Strategy as we consider this application. So, thank
you.

| actually -- ny first questions were for
Dr. Chang, so hopefully that conports with his need to
see patients.

First of all, | just want to establish for
the record, Dr. Chang, that the cost/benefit data that
you showed on your slide beginning at Slides 82, 83,
and 84, is unpublished data. |Is that accurate or --
just I'mnoting provided by Steve Frank at the bottom
so | just wanted to confirmthat this was provided by a
peer and not published in a peer-reviewed journal.

DR. CHANG Thank you for the question and
the kind words. There have been updates published in a
couple of different versions now This was the sunmary
slides he originally provided to ne a few years ago.
And there have been published reports -- there's been
publ i shed portions of this since then, and |'m happy to
provide those as well. [|'ll get the papers fromhimif
t hat woul d be hel pful for you.

DR d FFORD: Yes. Thank you.

DR CHANG = Sure.

DR d FFORD: kay. So, ny other questions,
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which | believe are for you, Dr. Chang, but whoever
fromthe teamwants to respond, have to do with the
clinical indications for proton beamtherapy.

First of all, in the application, you
provi ded the ASTRO nodel policy as the tenplate for
clinical practice guidelines.

|s that the closest thing we have to a

clinical practice guideline for proton beamtherapy?

DR. CHANG So, | would say there's probably

three major ones. ASTRO s is one of them Astro is
our society of radiation oncology in general. And th
have an updated one, actually, that canme out fairly
recently. |'mnot sure if that's the updated one
that's included in there. But, yes, in essence, they
split it into group ones and group twos.

The other two big policy groups would be th
NCCN, and that is nore of an oncol ogy standards rathe
than radiation in general. So, that -- NCCNis a gro
that gives general gquidelines for surgery,
chenot herapy, and radiation in there. And in there,
does site specific ones that were -- where proton
t herapy has a particul ar advant age.

The | ast group would be for the National
Associ ation of Proton Therapy that al so has policy

guidelines that wll address simlar clinical cases.

ey

e

r

up

It
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But, yes, those are the naned three, ASTRO

bei ng one of them

DR @ FFORD: Gkay. And | believe that ASTRO

nodel policy was included in your application but not
the other two; am | correct there?

Ckay. So, if there's relevant information to
nmy question for that clinical indications in those
other two guidelines, then it m ght be appropriate to
provi de those to us.

DR. CHANG Sure. The NCCN one is fairly
conprehensive. And | think part of the reason we
didn't include that is there are literally hundreds of
pages per disease site and about 40 di sease sites, so
It wouldn't be necessarily helpful to submt all of
that for specific questions.

DR. G FFORD: Gkay. Al right. So, in the
ASTRO nodel policy, as you nentioned, they divide

cancer types into group one and group two cancers. |'m

trying to get a better understandi ng of your assessnent
of need based on those two groups.

And so, can you give us -- can you describe
for us, either you, Dr. Chang, or another nenber of the
team of the estimated nunber of cases that Danbury
Proton would be treating in a year, how many of those

are fromthe group one cancers, and how many woul d be

305




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

fromthe group two?

DR CHANG So, | think I would defer that to
anot her nmenber of the team who did the nunbers
specifically for Danbury nodeling.

| would say that in ny center in San D ego,
approximately 70% of the patients would be in group
one, many of those being reirradiation. And that's a
growi ng area of treatnment where | tend to see a |lot of
referrals fromny colleagues in the X-ray practice.
And that's because about 10% of all patients that we
treat have |l ocal recurrence only that have had
radi ati on before and are still curable because it
hasn't spread. But the difficulty is once an area has
received radiation, comng in and getting a second
course of radiation is particularly difficult to do.

And so, we see a |lot of head and neck and
brain tunors that have this -- that fall into this
category where they've been treated once, it's only
cone back right where it started, and it's hard to give
any nore radiation, standard radi ation, then they get
referred to a proton center. That nmkes up probably
40% of ny head-and-neck patients, are reirradiation.
And so -- and reirradiation is one of the group one --
maj or group one indications.

| would say, again, in total at our center in
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San Di ego, about 70% would fall into that group one.
As for the nunbers specifically for Danbury, |I'd have
to refer to one of ny teammates who woul d know t hose
nunbers better.

MR. COURTNEY: | can say that the nunbers are
evol vi ng as we speak.

DR. G FFORD: You probably want to turn on a

MR. COURTNEY: It is on.

And Dr. Yonenoto -- |I'll have hi mspeak next,
but | was just at the national conference, as he said,
a nonth and a half ago. Even the ASTRO recommendati ons
were being updated as to what's one and two. As nore
and nore nodalities -- they're realizing how val uabl e
It is, it's really changing that significantly.

So, for exanple, we had an awful | ot of
proton -- | mean prostate patients anticipated when we
initially applied, and we essentially stuck with that
for the tinme being for this application. But that's --
t hat nunber is going to be significantly down or
breasts are going to be significantly up. It's
definitely changi ng.

Les, you want to tal k about that?

DR YONEMOTQ  Sure.

DR G FFORD: Dr. Yonenoto, if you could

307




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

comrent in particular on the changi ng approach to
prostate cancer.

DR YONEMOTG  Yeah. One of the things
that -- | don't have the exact nunber. | don't think
we actually did the percentages.

But the way | think about it is half of all
cancers are treated in the United States, including
with radiation -- breast, |lung, and prostate cancers.
Wth that, protons have been used as |evel -one
i ndications for all three in the national guidelines
al so.

DR A FFORD: I'msorry. \Wen you say |evel
one, you mean group one?

DR. YONEMOTG  Yeah. G oup one. Excuse ne.
Yes.

DR d FFORD: Okay. But those cancers don't
appear on that list.

DR. YONEMOTO. Well, in ternms of, you know,
retreatnents and -- so, there is a category of those
that |l et you treat those patients.

Now, the reason why | nentioned that half the
patients of cancer are those three is you get a | ot of
retreatments with themand a [ ot of other indications
that conme back into group one because of that, because

there are adjacent structures and things |Iike that.
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DR. A FFORD: Thank you.

DR YONEMOTG So, I'mtrying to inpress the
volune is high that -- follow ng group one.

The other is that the group-one indication
has al ways increased over the |ast few years, several
years, that as nore papers cone out and nore --
frankly, nore centers, you know, until, you know --
2010, there was only ten of us, you know.

Now t here's over 40, we woul d have nore
papers com ng out, and the group-one indication should
I ncrease. But | don't have the exact nunber of what we
predict in Danbury. But | expect it's going to be
exactly -- not exactly but close to the sane as San
Di ego because the cancers are the sane.

DR A FFORD: So, is there anything that you
can point to in the published literature that describes
t hat percent of these nore common cancers that woul d be
eligible for proton beanf

DR. YONEMOTO. As a group one? | don't. |
don't know if Dr. Chang knows. | don't recall that.
Sorry.

DR d FFORD: (kay. Because estinmates --
obviously, we are very interested in the projected need
for the state of Connecticut for this type of therapy.

So, then, the projected need is evolving is
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your -- is what you're saying and --

MR. COURTNEY: Yeah. At the conference, for
exanple, Menorial Sloan Kettering said at their proton
facility they're treating now 42% retreat nent, and that
I nvol ves all of these other primary cancers. But, so
that -- that nunber is changing things dramatically.

DR G FFORD: | see.

MR, COURTNEY: And that's a public record as
| understand it.

MR. BOUCHET: | nmay be able to help with the
literature because |'ve been following literature
for --

DR @ FFORD: You mght want to restate your
name.

MR. BOUCHET: Lionel Bouchet, PhD, physici st
and everything el se.

A lot of the nations have | ooked at what
percentage, nations -- you know, France did, Italy,
Sweden did a great job at | ooking at the percentage of
radi ati on therapy patients with their -- so, they
| ooked at literature. And the convergence is between
10% and 15%

And these are actually not new data. They
are data fromthe past ten years, actually ten years

ago. So, this 10%to 15% of data about ten years ago
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publ i shed by this country, convergence was between 10%
and 15%

What we are seeing since then, we are seeing
an increase in percentage, right. So, the Mevion
centers, which | have visited, typically treat between
10% and 20% of their patients with proton therapy, and
It's what the physicians are saying as val ue base, a
val ue base.

So, there is an evolution. W are continuing
to see data cone in. MD Anderson has been fantastic
for head and neck. W have the esophagus -- excuse ny
French, | can't say that word -- esophagus trial that
was a phase-two trial, and sone data com ng out here
that we all have heard but we don't know yet the data
that are comng out (indiscernible.) So, we are seeing
a growth of the publication of data com ng out because
there are nore and nore centers.

So this group one, usually from ASTRO, they
are all plenty of referrals, right. You |look at the
docunents, group one, tons of reference that Dr. Chang
tal ked about, the NCCN and a lot of different -- a | ot
of different referrals, published referrals for all of
this group one. So, this group one are pretty
est abl i shed.

| have heard a percentage of group one
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patients that are treated with proton is actually quite
small in the US So, | don't have a nunber, but |
think -- | should nessage soneone. The nedi cal

di rector, executive director of NAPT gave ne a nunber
two weeks ago, and | just don't have it yet. But that
percentage is very small.

So, the questions that | ask nyself when you
ask the question is what group-one popul ati ons of
cancers within the state of Connecticut, right.

That's --

DR d FFORD: Well, exactly, because those
are for the nost part fairly rare cancers in group one.
Take away the retreatnent, the rest of the cancers are
fairly rare, both the adult and the pediatric cancers.
And | see you eyeing Dr. Yonenoto. So, that's why --
hence the question.

| believe your application references that
you used IHS Markit to estimate the percent of the
group-two cancers that would be appropriate for proton
bean? Did | msread that, or is there sonething -- is
there sonething there that you want to point us to?

MR, COURTNEY: Daria, could you conment on
t hat ?

M5. CHYLAK: Yes. Sure. |HS Markit is the

previ ous conpany for our group at d obal Data. So, we
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used to be enployed by IHS market, and the life
sci ences consultant group was purchased by d obal Dat a.
But can you ask the question one nore tine?
| know you' re asking about a specific item
DR A FFORD: | should -- let ne get you the

page reference fromthe application. That m ght be

hel pful .

M5. CHYLAK: G eat.

DR GQFFORD: And if the teamcan hel p ne
| ook, I know | saw it recently.

MR, LAZARUS: Page 29 of the application?

MR CSUKA: So, we're |ooking at Bates nunber
page 29 of the application, and the application is
Exhi bit A

MR HARDY: |'msorry. Does that -- nunber
page 22 of the application itself?

MR CSUKA: 21.

MR, HARDY: 21. Ckay. Sure.

DR. A FFORD: For any nenbers of the public
who mght be with ne, I'll just read it.

It says, "According to a report of |IHS
Markit, the estimated radiation of eligible patients
for whom proton therapy is appropriate range from 14%
to 30% A figure of 20%is also inline wth estimates

provi ded by proton therapy equi prent manufacturer |BA
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worl d wi de. "

So, | was just asking the data that was
behind that estimate from | HS market.

M5. CHYLAK: Yes. So, if you |look at the
response to public hearing issue nunber -- | don't have
the nunber in front of nme, but one of the last |arge
docunents that was submtted by our team there is
research -- let's see if | can pull it up -- there are
research studi es that provide those 14% and 30%
nunbers. And they're cited there in that docunent. |
believe it's in Section 4.2, Proton Therapy Demand in
Connecti cut.

DR G FFORD: Are you guys tracking where
that is so we can follow up? GCkay. Are you finding
it?

M5. CHYLAK: And the copy that |I'm | ooking
at, that's on page 37, Section 4.2, called Proton
Therapy Demand i n Connecti cut.

DR. G FFORD: Ckay. Thank you. So, as |ong
as we have it, | think I can nove on.

MR BOUCHET: | think Chris Gonzal ez may have
sone specific data fromhis experience that he nmay be
able to share. |Is M. Gonzal ez online?

MR, GONZALEZ: Yes. Can you all hear ne?

Ckay. Geat. | would also like to nention the
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definition of eligibility.

So, between that -- termcan be interpreted
two ways, froma clinical standpoint versus a patient
access standpoint in terns of eligibility. But for the
regi on of Connecticut, the Mdicare-approved
contractor, which is NGS for the region, does have a
proton-therapy-specific LCD policy. That policy is
L- 35075.

And essentially, the proton therapy policy in
terms of eligibility is defined as any patient that is
a radiation therapy patient is eligible for proton
therapy. So, it's not a -- so, that's -- in terns of
access, that's why people in layman's terns say, well,

I f you have Medi care, you can get proton therapy.

But it does not define eligibility by a
specific disease site. It defines it actually by where
the target, neaning where the -- where we're treating a
patient.

So, you know, not always -- for exanple,
breast cancer, you can have a nediastinal, let's say
| ynphoma or a breast cancer variance in a simlar
region, but froma histol ogy standpoint, they're
different. But what we're actually treating is in that
region. So, the definition of the potential use of a

patient isn't because soneone has breast cancer or,
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let's say, |lynphoma. It is defined by how cl ose that
target is to critical structures in the LCD policy.

So, and lastly, the policy doesn't recomend
one di sease site over the other; it recommends based
upon other literature for those di sease sites.

So, | always like to nention eligibility can

be viewed in two different ways. Sone peopl e say,

well, if you're a radiation candidate, if you're a
proton candidate froma clinical standpoint. |[If you
ask an insurance conpany, and they will redefine

eligibility not because of nedical necessity, because
they may or may not have included it in that -- in
their own nedical policy. So, two different
definitions.

DR A FFORD: Yeah. And | think you're
pointing to one of the reasons for ny question, which
Is the need in the application is cal cul ated based not
on those clinical variables that you're tal king about
but by diagnostic type. And then there's an estinmate
of what percent of those diagnoses would be eligible
for proton therapy, and that's what | was trying to get
a better handl e on.

MR GONZALEZ: And | did want to point out,
between all these organizations -- between ASTRO, even

CM5 and NCCN -- their group-one versus group-two

316




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

categories are all different. [It's anbiguous.

So, you'll have sone, for exanple, CW
group-one category for reirradiation tunors is actually
in CMS' policy a group two, but for ASTROit's a group
one, and NCCN it's a group one. So, | did want to
poi nt out their syllabus -- not syllabus -- their
rubric between all organizations are exactly the sane.

So, you kind of end up in a -- you know, it
depends who you ask and where you ask, the
organi zation. But by and large, they all kind of even
out at sone point based upon resupporting literature.

So, the nore conservative | would say policy
I's normal |y NCCN, but then you have different maps
across the United States. You know, you think Mdicare
shares the sane policy, but every map has a
different -- which there's five of them-- have
different policies. And the NGS map, which is the
(i ndiscernible) region, is the nost conservative as
wel | too.

And even in the conservative light, it still,
you know, approves about 95% of radi ation candi dates
for proton therapy.

DR d FFORD: Thank you. Anything el se on
that issue before I nove on? Al right.

MR CHANG VYes. Dr. Gfford, | have | ooked
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up several of the references that you were requesting
about cost effectiveness.

Should | just send that to the teamto get
over to your teamfor the actual manuscripts? |s that
the best way to do that?

MR. HARDY: Yeah. |If we could nake a late
filing of those materials, we'd be happy to do that.

MR, CSUKA: Yes, Doctor. W're going to keep
track of what are called late files.

MR. CHANG  Ckay.

MR CSUKA: And then those will be supplied
to your counsel, and then your attorney will provide
them after the hearing.

MR, CHANG  Ckay.

MR CSUKA: So, there's no rush. You'll have
plenty of tinme to do than.

MR, CHANG Okay. | just pulled up the five
or six articles, so I'll bundle themtogether and send
t hem al ong.

MR. CSUKA: Ckay. Thank you.

DR G FFORD: | wanted to nove on and ask
sone questions about the | ocation, your proposed
| ocati on.

We noted in the application that you estimte

a significant percentage of the patients would be
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New York residents and that your primary service area
enconpasses both New York and Connecti cut.

Can you tell us a little bit nore about why
you chose Connecticut as a location for this facility?

MR CSUKA: | said earlier that people who
are testifying online should say their nanmes. | think
It al so makes sense for people present to al so say
t heir nanes.

MR, COURTNEY: Sure. Stephen Courtney.

| have been, since -- and Les and | have been
trying to bring proton therapy to Connecticut since
2011. We first started -- we got interviewed by
Hartford Hospital, Dr. Salner and his team About
three tines we reported to their board.

We tried a nunber of years to work with Yale
in bringing thema facility. LendLease, Mevion, and
our firmal so proposed a turnkey solution on a couple
different sites that Yale had as well. And it just was
goi ng nowher e.

But we suspected that certainly sone --
soneone in the mddle of Connecticut was going to
provide it. So, they'd been tal king about it for
years.

When we | ook at the United States as a whol e,

the | argest hol e denographically for proton therapy
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centered around Danbury, Connecticut. So, that
necessarily does go into New York, as well, but it was
essentially the biggest need in the United States. So,
we said that's the place we should | ook at doing a
facility, and that's where that cane from

In terms of the day-to-day sel ection process
and referring to your issue you identified, who the
facility chooses to treat is a difficult one,
especially as we anticipate, even with 16 hours a day,
we're going to have to turn away peopl e.

And so, the cases that are the nost
clinically needy are the ones that we hope to take.
And it -- all patients being equal, if there was a
Connecticut patient, we would obviously want to take
t he Connecticut patient since that's our |ocation.

But | think Dr. Yonenoto could speak to that
deci si on-maki ng process that we'll essentially have to
be nmaeki ng every Monday of who we treat.

DR. G FFORD: Before you do that, can | just
foll ow up on your statenment about Danbury, Connecti cut,
being the center of need?

MR. COURTNEY: Yep.

DR d FFORD: Because Danbury is |ocated
between two -- | think we're up to -- is it 40 -- how

many - -
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MR, COURTNEY: 50, actually, counting the
smal | - -

DR G FFORD: In the United States.

MR COURTNEY: Yes.

DR d FFORD: Okay. So, we have two and
soon-to-be three of those in the New York, Connecticut,
Massachusetts area.

So, can you say nore about -- was it based on
t he denographics, cancer rates? Wat was the data
behi nd identifying Danbury specifically as a place of
hi ghest need? And if there's a place that you can
point us to in the application where that data resides,
t hat woul d be hel pful.

MR, COURTNEY: The data was sinply
population. It was the radius popul ati on around
Danbury. It was no nore conplicated than that.

DR. d FFORD: Gkay. Thank you.

In terms of selection --

MR, CSUKA: Before we get to that, actually,
| have anot her questi on.

So, you're projecting that 66% of the vol une
wll be comng from New York. So, why did you sel ect
Connecticut over New York | guess is a nore refined
guesti on.

MR COURTNEY: As | said, we'd been trying to
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bring it to Connecticut for years. | was a 16-year
resident of Tolland nyself. 1'm Connecticut-centric.
M/ wife went to UCONN. M/ daughter went to UCONN.

W -- just -- it's a businessnman's decision
to support the state that they're nost famliar wth,
certainly. | know now with Northwell's proposed
t akeover of Nuvance, they will be very interested in
sendi ng patients to our facility because they can't get

access to Menorial Sloan Kettering. So, we'll be asked

to | ook at sonme very difficult cases to say to.

MR. CSUKA: Thank you.

no

DR. YONEMOTO Les Yonenoto, radiation
oncol ogy.

As for the explanation about the triage or
list of how we select, | defer to Mass Gener al
Hospital's proton center. They published an article in
| think Journal of dinical Oncology -- | can go and
provide that -- that details their selection criteria
of how they triage the patient selection. And it's
very reasonable, and it makes a | ot of sense. |nstead
of trying to renenber exactly each step of the
criteria, | can provide that paper.

MR COURTNEY: |It's actually part of the
record al ready.

DR YONEMOTGO CGkay. Yeah. |It's in there.
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It's typical based on need. You know, |ike the group
one, they don't have any other options. Then you nove
on fromthere. And of course pediatric is always high
on the list. But it's all in that criteria.

DR G FFORD: Sorry. W're just follow ng up
on the | ocation question.

So, just so we conpletely understand, you
| ooked at popul ation per square mle, | guess, is what
you' re saying, popul ation density, and then conpared
that to the availability of existing proton beam
t herapy centers, and that's how you pi cked the Danbury
| ocati on?

Was there a study that your conpany perforned
or anything else that you could refer us to?

MR, COURTNEY: All that was confirned by our
feasibility consultant initially, which was IHS, as was
referred to, that's now d obal Dat a.

They're actually in the process of updating
all -- our larger study, which we'll need for the bond
pl acenent. But we're sure the information is going to
be the sane.

DR d FFORD: kay. So, no additional
docunent s?

MR, COURTNEY: No.

DR d FFORD: Gkay. Thank you.
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| wanted to ask -- | believe it was
M. Melson who nentioned that Medicare covers proton
beam therapy with few limtations.

Am | correct that for group two it's covered
under the coverage with evidence-devel opnent category
for Medicare, or is that no | onger the case?

MR. COURTNEY: | think Chris is better to
answer that because he's got a national perspective on
t hat .

DR. A FFORD: Ckay. Sure.

MR, COURTNEY: Chris?

MR GONZALEZ: Sorry, everyone. | had to
unmute. Could you all repeat the question again?

DR G FFORD: Wth respect to Medicare
coverage -- and you and one of your coll eagues had
menti oned that Medicare covers proton beamtherapy wth
few limtations.

It was our understanding fromthe application
that it covered for group two under the coverage wth
evi dence- devel opnent category --

MR, GONZALEZ: Correct.

DR A FFORD: -- that the provider needs to
meet certain standards?

MR. GONZALEZ: That's correct. Yes. So the

coverage with evidence-devel opnent cl ause, or CED, is
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normal Iy fulfilled when the centers thensel ves host or
participate either in a clinical trial or a clinical
registry; where right now, alnobst every proton center
does participate in sone either clinical trial or
registry.

So, it does fulfill the need of the group-two
I ndi cations, hence why you still see, for exanple,
prostate cancers normally in group two across the board
for all Medicare -- for all MACs; but yet we've never
not treated a prostate patient because of that --
because they fall in group two, because nornally al nost
of our, in this exanple, prostate cancer patients are
on a registry or sone sort of trial that fulfills the
group two.

So, in theory, once you neet group two, it
bunches you into group one by getting soneone on a
trial or a registry.

DR QFFORD: | see. And naybe this is a
question for you.

What do we know about Danbury Proton and
their participation in clinical trials or registries?

MR COURTNEY: Wiat we know is we want every
patient to be involved, if at all possible. It's
obviously their choice, but it's inportant to the

I ndustry that we are able to track and collect data so
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that we can showreally the veracity of the treatnent.

DR d FFORD: (kay. But you won't have an
academc affiliation, necessarily. So can you tell us
alittle bit nore about how that would work in terns of
clinical trials and --

MR, COURTNEY: Sure. It depends on what you
mean by "affiliation.”

DR. A FFORD: Yeah. Just -- go ahead.

MR. COURTNEY: We've been in conversation
with UCONN -- UCONN Denpsey Hospital, for exanple.

W' ve been in conversation with Hala Medical College in
New York. They're both very interested in working with
us on the research that we both were planning.

DR A FFORD: Gkay. And | don't believe you
submtted any fornmal representations in that regard
yet; is that right?

MR, COURTNEY: No. Until you have a CON,
you' re not real.

DR. d FFORD: Yeah.

MR. COURTNEY: And that really -- we're very
I nterested, but, you know, you don't exist yet, so --

DR d FFORD: kay.

MR, COURTNEY: Yeah.

DR. A FFORD: Thank you.

MR. GONZALEZ: | did also want to nention
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that nost of these trials are participated through
what's called PCG which is our proton collaborative
research group. So, that allows centers that are not
necessarily, like, for exanple, stand-al one centers
that aren't associated wth, you know, a university
hospital or sone sort of, you know, research
institution. | think Andrew Chang can attest to that,
as well, too.

And | think the last thing | wanted to
mention, the sanme nethodol ogy of CED, coverage wth
evi dence devel opnent, is also what is adopted by the
commerci al insurance conpanies. So, they have those

sane clauses. For exanple, Anthem Bl ue Cross of

Connecticut will have a group two, which is, again,
just like guideline. [It's not a hard-and-fast rule,
and it wll have a disclainer -- if this patient is on

a, you know, a clinical trial or registry, they qualify
for a CED, hence why you do see group-two patients
getti ng approved now for proton therapy from comrerci al
| nsurance, not just Medicare, because it's the sane
ki nd of nethodol ogy that nobst centers are using.

MR, COURTNEY: Andrew, did you have sonet hing
to add?

DR CHANG Ch, sorry. | was going to say
the sanme thing that Chris just brought up on the
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question about clinical trials canme up.

Yeah, when Dr. Yonenoto and | worked together
with the proton therapy collaborative group, PCG to
run these clinical trials, initially we started it
because, at that point, there was only a handful --
there were seven proton centers in the United States,
and there was a need to develop these trials. And so,
t he PCG was founded specifically al ong proton therapy
trials.

|"mthe vice president and treasurer for the
organi zation right now and sort of the P.I. for the
breast cancer trial, which we started in 2013, actually
about to close for that.

So, yes, the magjority of proton trials --
previously you had themrun through the PCG As nore
centers have cone out, now we're starting seeing
dedi cated proton trials being run through, |ike, the
NRG t hr ough ot her national groups. But initially,
there was not interest because we were a snmall subset
of the oncol ogy worl d.

DR @ FFORD: Dr. Chang, before we |ose you,
| wonder if | could take advantage of your clinical
expertise, and if you could summarize for us -- you
tal ked a | ot about the reduction in side effects from

prot on beamt herapy because of the nore targeted nature
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of |l ess surroundi ng tissue danmage, et cetera.

Can you tal k about the survival advantages,

I f any, that have been docunented with proton beam
therapy? | understand the evidence is still under
devel opnent and is fairly limted.

But are there cancers for which there has
been a docunented survival benefit? Can we unnute
Dr. Chang?

DR. CHANG Sorry. | couldn't unnute nyself.

Yes. Initially, the studies that we utilized
for proton therapy were specifically for cancer that
could not be treated with standard radi ation. And
because in the, you know '50s and ' 60s and 1970s, the
nunber of centers were |[imted to, in essence,
scientific research accel erators where we nove the
physi cs aside and treated for just a few patients,
Harvard Cyclotron | ab being one of those.

So, we would only be able to treat about 10
to 12 patients a day on these research machi nes, so we
had to be very selective on what cancers that were
treated. And so the ones that could not be treated
Wi th standard radi ation were the ones that were
initially proton therapy utilized for. And that's why
you see in, like, the group ones the chordonas of the

base of the skull, those sinply could not be treated

329




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

with standard radi ation; and so proton therapy, in
essence, was the only survival-definitive cured nethod.
So, those, for instance, are increased survivals.

Wth nore access, the thought cane to be,
well, in addition to survival, can we then treat
patients where we can get equival ent survival but | ower
the side-effect profile? And so, in essence,

I ncreasing the therapeutic index by having the sane
survival but inproving the quality of life; which, in
general, for oncol ogy, that's where we've gone for the
| ast 40 years, right.

We don't really do nastectom es for breast
cancer anynore. |It's lunpectony and radi ation or snall
surgery. That's because the survival is the sane but
the idea is | ess aggressive treatnent. You don't have
as big of a surgery. There's not the cosnetic --
decreased cosnetic outcone for nmany wonan.

SSmlarly, for sarconas. W don't, you know,
take off the armanynore for a | arge sarcoma. W woul d
do a smaller surgery and then radiate. So, the
survival didn't change, but it's toxicity reduction.

Proton therapy falls into that sane general
category and paradi gm of cancer treatnents, is can we
get the sanme survival with a | ower cost, in essence, of

patient toxicity.
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That being said, there are still other
cancers that we do see docunented survival, and that's
why | brought up the slide about the di sease for breast
cancer and brain cancer -- sorry, breast cancer and
| ung cancer that spread to the brain and spine.

For that type of diagnostic -- or that type
of disease, for the |ast 30 years, we have not changed
survival at all. |It's been always palliative
treatnents and trying to get the average survival of 6
to 12 nont hs.

Kudos to ny col | eagues at NMD Anderson t hat
said, maybe since we have this access to protons, we
can keep giving themthe good system c therapies that
they need but let's see if we can sterilize all the
spinal fluid. So doing that with protons, we suddenly
saw an increase in survival, sonething we haven't seen
bef or e.

And | think what we're going to see is that
there are specific cases where proton therapy can
i ncrease -- inprove the survival. That's one of them
that's cone out. But | would say nost of the studies
are really -- nost of the utilization of protons has
not been trying to inprove survival but it's to
optimze the survival with the |owest toxicity

possi bl e.
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DR. A FFORD: Thank you.

MR COURTNEY: | think it's inportant, too,
that you stal k about survival. 1In the |eft breast
case, yeah, the cancer didn't kill the person, but the

heart conplications did.

DR. G FFORD: Mm hmm

MR. COURTNEY: So, to the fact now that | can
get rid of that conplication, doesn't that change the
formul a?

DR. A FFORD: A few of you nentioned --
sorry, | forgot who it was, but a couple w tnesses
menti oned that previous proton beamfacilities had
struggled financially and sone of them had been
unsuccessful but that nore recently they were nanagi ng
to be successful financially.

| s there any docunentary evidence that you
can provide us with covering the overall financi al
stability of these places around the country?

MR. COURTNEY: Single-roomcertainly made a
big difference. But even in that case, it hasn't been
f ool proof.

The only thing that's been fool proof is the
si ngl e-room Mevion system And that's the key, and
It's why we' ve been behind them since they cane out.

It makes all the difference because you're able to
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reduce your capital stack. You're able to reduce your
operati ng cost.

You know, we have one engineer on site. A
conpetitor has three engineers on site. They're
working all night to recalibrate the thing. Qur guys,
it's Maytag man, he's bored out of his mind. It really
makes a difference what equi pnent is used.

DR. G FFORD: Gkay. And are there -- are
there any trade publications or anything that you can
point to that describes this difference in -- it would
be hel pful to have that evidence in the record if you
have it.

MR. COURTNEY: Yeah. | don't know -- we can
Google it and see if there's any -- Lionel knows all
the facilities, and he has the data for all the
facilities. And he can certainly -- you guys have a
paper of sone sort that addressed this?

MR. BOUCHET: So, there's a few publications
sharing the experience up to two years, right.

Washi ngton University did a publication about two

years' experience on running proton therapy. | think,
I n response, the financial success is -- it's not even
success. It's stability.

DR. d FFORD: Right.
MR BOUCHET: Stability. Right. | nean, a
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| ot of the centers are not for profit. That is
anecdotal . You know, there's no data, no docunents.

So, aside fromthe experience published after two years
In 2016 by Washi ngton University, everything else is
nore anecdot al .

DR. 3 FFORD: Thank you.

MR, CSUKA: You nmay have just answered this,
but there's a statenent in the response to
Conplainant's Letter One that none of the existing 16
Mevion proton facilities has had any financi al
difficulty.

And ny question was, what is that based on?
There was no real source for that. |[|s that anecdot al
or something other than that?

MR, BOUCHET: Well, again, it's anecdotal,

but we started the first centers in 2013. W just

opened one |last year. It was in Decenber. W have one
or two to be opened. So, | nean, you know, so it iIs
anecdotal. We always like to say we never had

custoners that had to refinance or go bankrupt.

So, at least froma -- froma market
experience, Mevion is in a position that we can say
t hat none of the Mevion centers have had to refinance,
have had to go bankrupt. But that's a factual

statenent that can only be verified by the
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under st andi ng of where the Mevion centers are.

Does that answer your questions?

MR CSUKA: It does, yeah.

DR d FFORD: How many of the 50 centers in
the U.S. are Mevion?

MR. BOUCHET: So, in the US., there's about
a dozen Mevion centers, all singular roons. actually,
we have one that is two roons, WAshington University,
t hat has expanded to a two-room center.

MR. CSUKA: And to the best of your
know edge, has the financial support and backi ng that
has been devel oped for those other facilities been
equi val ent to what you're projecting will happen here?

MR. BOUCHET: | don't have that |evel of
detailed informations. So, a |lot of the centers, all
the centers with simlar data, NCl cancer centers, and
so the way they finance in general, this kind of
fi nanci ng done through -- through their standard
operation capital.

W have a few centers that are private that
are a physician group. Usually have used debt
financing, so Mevion is not -- it's usually debt
financing. These Mevion centers have done debt
f i nanci ng.

MR CSUKA: Ckay. Switching gears a little
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bit, | also noticed that there's a statenent in a few
| ocati ons that proton beam was beginning to be used in
noncancer ous condi ti ons.

Is it the intention of Danbury Proton to
begin using it under these circunmstances, or is Danbury
Proton planning to limt the use of proton therapy to
only cancerous conditions?

DR. YONEMOTO | can get into that one. Les
Yonenot o, radiation oncol ogy.

In the cancer world and the radiation
oncol ogy world, | should say, we treat both cancerous
and noncancerous di seases. And our intention is to be
part of that priority list, including noncancerous
di seases.

| personally treated over 400 patients wth
age-rel ated macul ar degenerati on, a noncancer ous
di sease, and | have papers on that. So, that's one
exanpl e of a novel therapy for that. Protons and
radi ation therapy treats a lot of different benign
di seases, and we'll include that as part of it. |It's
just that with radi ation oncol ogy, nost applications
and such don't really nention it too nuch because it's
-- the focus is cancer.

MR COURTNEY: | mght nention, too, that

Dr. Moyers in China has just recently started doing
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much of what you guys did down in Loma Linda with ADM
as well -- | nmean -- age-rel ated macul ar degenerati on.

DR YONEMOTG Right. Age-related nmacul ar
degener ati on.

Well, actually, one of the first things that
was used was protons for age-related -- being a
mal formation, a bl ood disorder in the brain, back in
the 1960s with Harvard Cyclotron treating that, because
you can see that on plain film X-rays. This is before
CT scanners were invented. And you can neasure a
di stance of where to stop the protons.

So, and then next was eye di seases and things
li ke that. So, yeah, a | ot has happened in the | ast
decade or two in terns of the feasibility of proton
centers.

MR. CSUKA: Thank you.

MR, COURTNEY: | will add that this is a very
research-interested group.

Dr. Moyers, how nmany patents do you have now?
Seven, eight, nine, ten?

DR MOYERS: Hell o?

MR, COURTNEY: There you are. How nany
patents do you have, Dr. Moyers?

DR MOYERS: It's around 20 now.

MR, COURTNEY: Onh. Sorry. Underestimated.
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But we're very -- these guys are pioneers.

DR YONEMOTO Research is definitely part of
this. There's no question about -- research has al ways
been a part of this, and it cones with the center,
especially since we're registering everybody and we're
going to be participating in clinical trials. It was
sonething we didn't have even second thoughts about
participating in that.

Dr. Moyers, years ago, and continues to, is a
nmentor in terns of coll eague and papers and patents and
such. So, it just kind of shows the depth of
experience in terns of research that we perform

MR. CSUKA: So, we've talked a | ot about the
benefits of proton beamtherapy.

Are there any circunstances in which
conventional radiation would still be the nore
preferred nodality?

DR. YONEMOTO. Well, there's many ways to
| ook at that question. The first reason why there's |
think 4,000 LINACs that are treating over 95% percent
of the patients is, one, access and availability, that
they' re everywhere; and rightfully so, because if
you're going to treat 60% of the cancer patients, you
have to be avail abl e, have access to it.

Saying that, since radiation therapy is
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typically given over one to two nonths of daily
treatment, the X-rays or the LINACs that produce X-rays
by default are the preferred nethod because they can
access it.

For protons, it's not the preferred nethod
because of nonaccess. You have to be near a center and
be able to cone in for a daily treatnent, which is a
significant hurdle for nmany patients.

As | put on the first slide of X-rays and
protons, the biology of the beamis the sane whet her
you treat it with protons or X-rays in terns of both
cancer-killing and side effects. So, the other end of
the question is both nodalities can treat cancer in the
(i ndi scernible.)

It's just that we find advantages with
protons in many cases. And a lot of themare
equi valent. Like, one exanple is right-sided breast
cancer. It's far away fromthe heart. The advantage
of protons isn't there, right, but it can treat it and
have the sane efficacy and side effects as X-ray. But
since it's not near the heart, then maybe that's one of
t hose reasons why protons could treat it, but it's a --
X-rays can do a better job because it's nore accessible
to the patient and the patient wll probably get the

treat nent.
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There are so many patients that | know of

that don't get this -- any type of radiation because of
the logistics of getting to a center. So, |'mtrying
to answer both sides of that question. | hope that was

sufficient.

MR. CSUKA: It was. Thank you, Doctor.

It's probably a good place to pause
questioning. W do have sone other questions, but | do
want to turn our attention to public coment.

| don't knowif we -- so, Attorney Hardy, you
had enai |l ed over a nunber -- not a nunber but sone
peopl e that you anticipate woul d be speaking. So, we
will likely take themfirst. But |I'mjust going to
sort of go over what public comment is for anyone el se
who's tuning in.

So, this is the public's opportunity to
provide their thoughts on a particular project. So,
public comment sign-up has been all day, since we
started the hearing, and it wll end right now If you
have not signed up, please do so immediately either in
person -- | don't see anyone here -- or through the
Zoom comment function. And Ms. Fentis just confirned
that no one el se has signed up.

So, typically, the order in which we go is

el ected and appointed officials, clinical professionals
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and executives, and then individuals who have signed
up.

So, Attorney Hardy, do you want to sort of
take the wheel on this alittle bit?

MR. HARDY: Yeah. So, today's a very
chal l enging day in terns of having the |egislators be
able to Zoomin because there are marathon sessions
going on today with the |l egislative session.

So, | have word that Representative Farley
Santos should be able to log in at sone point within
the next half hour and word that Mayor Al ves of the
Cty of Danbury will be able to log in at 12:30. But
that's the only information | have at present in terns
of situations where we m ght want an accommobdation in
terns of taking people out of order.

MR. CSUKA: Ckay. | don't have the list of
nanes that was -- that you enumil ed over yesterday, so
frankly don't know who else is on that |ist.

Do you have that available to you?

MR. HARDY: | do. So, we had |isted Deborah
Hi ckey. | see she is on the Zoom W had |listed
Aubrey and Grace Eline. |'mnot seeing them Dan
Mclnerney. | don't quite see himon there. M guel
Fuentes and Bill Fench -- | don't see either of those

at present on the Zoom
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MR CSUKA: Ckay. You said one of the
I ndi viduals you did see, though?

MR, HARDY: Yes. Deborah Hickey.

MR CSUKA: Ckay. Ms. Hi ckey, are you
avai | abl e?

M5. HHCKEY: | am Can you hear ne?

MR. CSUKA: | am-- | can. Oh, boy. So,
typically we limt people to about three m nutes, but
since you' re apparently the only one who's here right
now, feel free to take your tine.

M5. HI CKEY: That nakes ne feel better. |I'm
going to try to keep it under ten m nutes.

So, good afternoon, everybody. Dr. Gfford
and OHS staff, thank you for the opportunity to speak
I n support of the Danbury Proton therapy center.

| am Deb Hickey, and |I run the Brotherhood of
t he Bal |l oon organi zation. Please allow ne to explain
who we are and how we cane to be. But quickly, since |
joined this Zooma bit late, I'"'mnot sure if you
covered the public hearing issue statenent that proton
therapy is considered experinental, though |I'm sure at
this point you' re convinced that that is an inaccurate
statenent. And the followng story will help clarify
that. And, again, |'Il try to get through this very
quickly. But I'mjust going to tell you a brief
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hi story of the Brotherhood of the Balloon so you'll
under st and.

My father, Bob Marckini, was diagnosed wth
prostate cancer in 2000. A few years earlier, he
wat ched his ol der brother suffer debilitating side
effects follow ng a prostatectony. And at the tine, ny
father vowed to hinself, and he knew that prostate
cancer was hereditary, he said if he were ever
di agnosed, he'd find a different treatnent option.

Now, ny father, a retired engi neer,
recovering engineer, as | like to call him is a
researcher. He doesn't nmake any deci sions w thout
first doing a lot of research. So, follow ng his
di agnosis a few years later, he spent nonths talking to
and neeting with physicians, including several
radi ol ogi sts, to educate hinself about the various
treatnent options for prostate cancer. And he spoke
with nearly 60 fornmer patients representing each
treatnment option he | ooked into. He read studies. He
read articles and everything he could find online.

Meanwhi | e, one of his best friends, Larry,
was vacationing in Genada about six nonths after he'd
under gone a prostatectony for his prostate cancer.
Larry and his wife were out for a wal k one day and

struck up a conversation with a guy who had j ust
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finished a jog.

Larry |learned that the guy that had just
finished the jog had been treated for prostate cancer a
nmonth prior. Dunbfounded, Larry said, Well, what Kkind
of treatnment did you have? thinking, How could this guy
be jogging? Here | amstill learning how to wal k
because | have so nuch pain and |'m wearing a di aper.
Turns out the jogger had had proton therapy.

Larry knew that his friend Bob had recently
been di agnosed, so he told himabout it. He said --
when he got hone, he said, This guy said he never felt
a thing and is living the sane |ife he was |iving
bef ore he was treated.

So, after that conversation and | earning as
much as he coul d about protons, ny father ultimtely
decided to visit Loma Linda University Cancer Center in
California, where the only proton center in the country
was | ocated at that tine.

Shortly thereafter, he decided that proton
t herapy was the best option for himbecause it was
pai nl ess, noni nvasive, and would allow himto naintain
his quality of life, which was the nost inportant thing
to him So, he and ny nother flew to Loma Linda, where
they' d spend the next couple of nonths.

And whil e back honme we all thought he was
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si ckly and bedridden, ny father was golfing every day
after his 15-mnute norning treatnments and spending his
eveni ngs touring the area and eating his way through
all the local restaurants. M father later referred to
his treatnment tinme as a radiation vacati on.

After his first -- after his treatnment ended,
nmy father volunteered to keep six patients connected
t hrough email. They planned on sharing PSAs and ot her
updates and information. And by the tine ny father was
actually packing up to |l eave California and head hone
to Boston, there were 19 nen in the group.

When ny father sent out the first email to
this group of nen, he jokingly titled it "The
Br ot her hood of the Balloon," as Loma Linda used a
rectal balloon to reduce rectal toxicity and enhance
| mobi lization. M father also did not intend for the
abbreviation, the BOB, to correspond with his first
nanme. That was just |ucky.

Sonme nonths later, there were 100 nen in the
group, and ny father thought, How on earth am | going
to keep 100 nen connected? because the emails and the
friendly communi cati on had becone pages of infornmation,
the | atest news on prostate cancer and proton therapy
as well as general health information he thought the

group would find val uabl e.
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And | ater, he began including hunor and
trivia and other things he thought the guys would
enjoy. And they did, because they started respondi ng,
and they started asking questions.

And then the other proton patients and
prospective proton patients got wind of the group, and
they wanted to join. And they started sending separate
emails with questions, and sonme were then requesting
phone call s.

It becane a lot. |In fact, it became too
much, which nmy father sort of did to hinself, but he
decided it was just too nuch. So, he called his old
friend at Loma Linda, Dr. Lynn Martell, who at the tine
was the Director of Patient Services, and he told Lynn
that he planned to shut down the BOB because it was
taking too nuch of his time and energy, nore than he'd
ever anti ci pat ed.

But by that time, Dr. Martell knew that
patients were loving this organization, they were
| oving this group. They were staying connected with
each other, they were staying inforned, they were
sharing information with famly and friends, and they
were so appreciative of Bob's, ny father's enthusiasm
hi s knowl edge about proton therapy and prostate cancer,

and his wllingness to answer questions via enail and
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phone.

So, Loma Linda offered to help financially.
And since ny father was retired and the stock market
wasn't doing too well -- excuse ne -- he accepted. So,
he could now hire soneone to create a nenbership
dat abase by which he could keep all of the nenber
I nformation organi zed and categorized, and he coul d
even search for nenber contact information and ot her
statistics.

He then also hired soneone to build a web
site to post information about proton therapy and have
a section where nenbers could access a private-nenber
resources section, which included archived newsletters
and ot her resources.

A few years later, around 2006, still running
the BOB, ny father wote a book called "You Can Beat
Prostate Cancer -- and You Don't Need Surgery to Do
It." The main purpose of the book was to help newy
di agnosed nen navigate their way through the often very
confusi ng treatment deci si onmaki ng process.

In it, he included information on prostate
cancer awareness, prevention and detection, the pros
and cons of each treatnent option, the advantages of
proton therapy, the inportance of speaking with forner

pati ents before making a treatnent decision, and the
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| nportance of becom ng your own heal th advocate.

He found a small publisher, and eventually
t he book worked its way up to the nunber two position
in the search results on Amazon for a search for
prostate cancer as well as 400-plus five-star reviews.

And by this tinme, the BOB Tal es Newsl etter,
call ed Bob Tales, was in full swing, about 10 to 15
pages sent out nonthly, and ny father had established a
three-part mission for the BOB: One, to keep nenbers
connected; two, to pronote proton therapy; and, three,
to give back to the institution that started it all at
Loma Li nda.

The newsletter and our website were al so
pronoting BOB reunions |l ed by Loma Linda that were
happeni ng all over the country, and eventually our
menbers started formng their own |ocal BOB groups and
menber uni ons.

At this point, around 2010, ny father was
conpl etely overworked and overwhel ned. So, he called
me. | was the director of marketing for a search
engi ne optim zation conpany in Boston, and he knew I
had the experience to take sone of his work off his
shoul ders and perhaps build upon what he'd started.

So, long story short, | canme aboard. And by
2011, 2012, we had a Facebook presence, a blog, a
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Power Poi nt presentation for our nenbers to use

t henselves in their own communities to educate others
about protons. W had a nunber of patient reference
lists, including the names and contact information for
sonme of our nenbers who volunteered to conmunicate with
new y di agnosed nen, share their personal experiences
of treatnents and their outcones.

And we began fund-raising canpaigns for
proton research at Loma Linda. And by the way, those
efforts eventually led to the Robert J. Marckin
Endowed Chair for Research for Loma Linda, and our
group has raised about $14 mllion to date.

It's also inportant to note we initiated
mul ti pl e surveys anong our thousands of nenbers across
multiple proton centers over the years. And results
fromour |ast survey showed that 98% rated their
treatment experience as excellent to outstanding, 99%
reported that they felt they nade the best treatnent
deci sion for thensel ves, 97% woul d make the sane
treat ment decision again, 97% had reconmended proton
therapy to others, 97% reported no recurrence of their
prostate cancer. And there were also high scores
reported on urine control, bowel function, and sexual
function.

At around 2018, 2019, ny father began witing
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the second edition, an updated version of his book,

whi ch was published in 2020. That book now hol ds the
nunmber two position out of 6,000 books on Amazon on a
search for prostate cancer, and patients are reporting
that the book was a major factor in their treatnent
decision. Sone say it was the deciding factor.

Al so note that many of the proton centers buy
the book in bulk, and they give it to their patients
when they request information about proton therapy for
prostate cancer.

So, fast forward to today, we have nore than
10, 000 BOB nenbers who have all undergone proton
therapy for prostate cancer or they're currently
under goi ng proton treatnent, and the vast mgjority of
them are doing great. They conme fromall 50 U S.
states and 39 countries. They represent nore than 40
operating proton centers in the U S as well as several
i n Europe and Asi a.

| also want to point out that many of our
nenbers were treated nore than 20 years ago. M father
at this point was treated 24 years ago. He hasn't seen
his urol ogist since. He hasn't needed nedications for
any side effects ever. H's quality of life is superb.
He's 81. He swins a mle every day at his golf club's

pool. He's still working about ten hours a day because
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he's still passionate about this mnistry we call the
BOB.

Newl y di agnosed nen and their famly nmenbers,
they're finding our organi zation in search engines
t hrough the National Association for Proton Therapy and
others in the proton community from our nenbers and
ot her ways. We receive hundreds of emails each nonth,
and we do our best to respond to each one, but it's
very difficult.

Qur nonthly newsletter now is about 25 pages.
It contains the |atest news and information on proton
t herapy and prostate cancer as well as information on
t he healing process and preventing a recurrence.

There's a nmenber spotlight section where we
hi ghli ght our nmenbers in a variety of ways, a health
section where we include information focused on nen's
health, a section called "On the Lighter Side," which
I ncl udes a nonthly brain tease they're we devel oped to
keep our nmenbers engaged and in contact with us, and
t hey absolutely love it. W pick a winner each nonth
who receives a signed copy of "You Can Beat Prostate
Cancer."

And there's a | ot nore. The advantages of
proton therapy are now well established in the nedical

communi ty, and the advantages have been experienced
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first hand by thousands and thousands of our nenbers
who are normally enthusiastic about their experiences,
and they typically junp at the chance to spread the
word about protons through any neans possi bl e.

They volunteer to be included on our forner
patient -- proton patient reference list. W now have
55 | ists categorized by treatnment center, pre-existing
health condition, country, state, et cetera.

Qur nenbers use our Power Poi nt presentation
to educate and informtheir | ocal comrunity groups
about proton therapy. Mny of themforward or print
our newsletter for friends, famly, and acquai ntances.
Sone share it with their urologists, sone with their
denti sts and ot her physicians, and many print and drop
themoff at local |ibraries and churches.

One of our nenbers once said that proton
therapy is the only cancer treatnment wwth a fan cl ub,
and | believe that that's true.

So, given the undeni abl e benefits of proton
t herapy, particularly as it concerns to the patients'
overall quality of life, it's no surprise there's a
phenonenon of self-referral anong proton therapy
pati ents. Wen presented with treatnent options or
| i f e-and-deat h deci sions and given at | east sone

limted tine for exploration, patients wl|l
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under st andably devote and prioritize their tinme and
resources to independently research the best treatnent
course available. And tinme and tine again, this
process has led patients to proton therapy.

So, this phenonenon, coupled with Danbury's
| ocati on and proximty to nmajor popul ation centers and
t he outstanding clinical |eadership of Dr. Les Yonenoto
and Dr. Andrew Chang, along with support from Chief
Physi ci st M chael Myers, who is extrenely known well
for the anticipated utilization of the Danbury therapy
proton center. Thank you.

MR CSUKA: Than you, Ms. Hickey.

Attorney Hardy, is anyone el se here?

MR. HARDY: | don't see any others on our
| i st having appeared on the Zoom

MR. CSUKA: Ckay. So, we do have | believe
you said the mayor who plans to nake a statenent at
12: 30.

MR. HARDY: Correct.

MR, CSUKA: | think it nakes sense to junp
back into sone nore questions until that point.

MR, HARDY: Sorry. Breaking news.
Representative Farley Santos is logging in nonentarily,
so | don't knowif you want to break and cone back and

take himas the first -- up to you, obviously.
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MR CSUKA: Do you happen to know what

"monmentarily" nmeans? That can nean a lot of different

t hi ngs.

MR. HARDY: It said "two mnutes" two m nutes
ago, so --

M5. FAIELLA: He is right here.

MR, CSUKA: Geat. So, that's Representative
Sant 0s?

MR, HARDY: Yes.

MR, CSUKA: (kay. Representative Santos, are
you avail able? There you are. Can you hear us?

REPRESENTATI VE FARLEY SANTOS: Hi. Were you
calling on ne?

MR CSUKA: Yes, | believe so, if you're
Representati ve Sant os.

REPRESENTATI VE FARLEY SANTOS: That's right.
| am [|I'msorry. W're in the mddle of session here,
so we're trying to get to a nice, quiet spot to discuss
this wth you.

"1l be very brief. | think the del egation
submtted a letter of support for this application. |
think this is sonething that Danbury for sure could
benefit from along wth our residents, right. And
there are sone stories that have cone to us from fol ks

who have had to have cancer treatnments and have had to
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go a further distance, right, to have those services
that they required.

This not only would be addressi ng sone of
t hose issues, it would be an econom c devel opnment
| ssue, as well, for Danbury. And | think that it's
progress that is needed in that corner of the state.

| think it would serve a need for a broader
base of the community. And now that they've done a | ot
of work not just on the design of the facility but the
kind of treatnents that they're going to have, al ong
with al so acknow edgi ng sonme of the concerns that were
brought up in the past and addressing those as well.

So, | have full faith in their operation of
this facility, and | hope that all of you wl]l
understand the need for this wthin the Danbury
communi ty and woul d support their application. Thank
you.

MR. CSUKA: Thank you, Representative, and
t hanks for taking the tine. | know things are really

hectic over there right now.

So, | think now we can do sone questions, and
then -- as we wait for the |ast person to junp on at
12:30. So, | was going to continue with m ne unl ess

you had any additional questions.

DR @ FFORD: | do, but please keep going.
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MR CSUKA: So, | have sone questions about
the open-affiliation policy. Wat -- so, the teamthat
you have devel oped here, what is their experience with
nonaffiliated facilities?

MR, COURTNEY: Les, you want to talk to this
subj ect ?

DR. YONEMOTO. Les Yonenoto with radiation
oncol ogy.

In the nmedical world, we have restrictions on
using facilities and nonrestrictions dependi ng on
hospitals and facilities, as you know.

Qur intent, our goal is to be an open nodel
where any radi ation oncol ogist that is certified can
use the facility for any of their patients, simlar to
any other -- you know, not just for radiation but other
centers are open centers too. W don't want to cl ose
it to any physician or patients. |It's, | think, that
si npl e.

Qovi ously, they have to be certified
radi ati on oncol ogists, and there will be anot her
radi ati on oncol ogi st such as nyself, or doctor-trained,
to help oversee the direction to nake sure of quality.
Most of the radiation oncol ogists com ng out here are
well trained with all the nodalities, so --

DR CHANG |'mhappy to share a little bit
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about that as well. Qur center in San Diego is

| i kew se an open nodel where physicians in the
community are able to bring and treat their patients at
the center.

In reality, what we've seen -- in San D ego,
there's three |l arge healthcare systens, and really it's
nostly -- it's a commtnent fromone institution would
be the ones that primarily would bring those patients
over .

For instance, in our case, it's our partners
at UC, San D ego, where they've dedicated physician
time to be at the center, and so they have their
doctors spendi ng anywhere fromone to three days at the
proton center seeing the patients and treating the
patients.

As an open nodel, we al so wel cone the other
heal t hcare systens to bring patients, like the Scripps
physicians to cone over. And they did at first, and
they did enough to get credentialed at the center, but
it was really dabbling -- they would just spend naybe
hal f a day every couple of weeks. And after a short
period of time, they just decided it would be easier
for themto refer their patients to the center.

And so, | think it really cones down to the

I ntentions of the other systens, whether -- how nuch
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they want to use the facilities. And | think that's
sonething |I've seen simlarly happen at other
facilities that are open. You'll have groups that are
commtted to using it and then wll dedicate the tine
and resources and personnel to do so, and then you'll
have those dabble as well and then just find it easier
to refer.

| think it's simlar how a stand-al one
surgical center mght function. They would open a
facility, and then surgeons can cone in and get
credentialed and certified to operate in those
facilities. And it tends to find -- or play out that a
few groups will utilize the centers nore than ot her
groups, but all are welcone. And | see that nodel as
how it really works once a proton center gets opened
up.

DR GQFFORD: A followup to that coment.
So, in your application, you talk about actively
recruiting physicians who would bring their patients to
the facility and say that there are very few physicians
t hat have high levels of experience with this type of
treatment for reasons of, you know, it being a | ess
w despread technol ogy.

So, can you just talk tous a little bit nore

al ong the lines of what Dr. Chang was sayi ng about who
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the clinicians would be?

| don't know, Dr. Yonenoto, if you would be
practicing at Danbury Proton or, if you know yet, to
your earlier point, Steve, you know, about --
chi cken- and- egg ki nd of question. But can you just
tell us nore about how you intend to assure that you
have adequately trained clinicians at the facility?

DR. YONEMOTO. Oh, yes. Les Yonenoto.

Li ke nost facilities, there's usually a
medi cal director or soneone in charge. That's part of
It. And | hope to be that person. M intent is to be
that. M intent is to practice there.

But with over 50 -- 40, 50 proton centers,
there's a wealth of people with experience with protons
now that actively recruiting people with the experience
Is not a big problem!| see.

The other is, we're used to training folKks.
That's why | used to be a training residency director
at the only proton center for many years. So, that's
not an i ssue.

The planning of a radiation -- you know, our
plan is sort of agnostic to what beam you use. So, the
beam -- as the plan | ooks better with protons, we're
all trained on how to nake the plans | ook better where

you put nore dose on the cancer and | ess on the normal
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tissues. And a lot of that's due to the planning.

There's a dosinetrist that we have here that
w || have experience in using protons, and that's the
key person that hel ped, you know, design the plan wth
t he physicist and the physician but takes the | ead on
maki ng the plan the best possible plan, whether it's
protons or X-rays.

So, that's -- that's -- there's plenty of
supply like that. W obviously want to recruit the
best, and the credentialing is no different than
credentialing at a hospital or anywhere el se. You
know, they have to be licensed and board-certified and
have references and such. | don't see it's nuch of an
I ssue. You only need one or two physicians to keep the
center going.

DR. A FFORD: Ckay. | apologize if you
stated it. Are you actively practicing in Connecticut?

DR YONEMOTO No, |'m not.

DR. Q@ FFORD: So, you're not |licensed yet in
Connecti cut ?

DR. YONEMOTO. No. | wll be, hopefully
soon.

MR CSUKA: | think that's enough on the open
affiliation.

But a related question is, you said in your
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response to the conpl eteness letter that you intend to
initiate discussions with existing proton centers in
New York and Boston. And you re- -- that word is not
goi ng to happen right now -- reiterated that earlier.

You know, what are your feelings on
potentially affiliating wth CPTC, that's Connecti cut
Proton, in the event they were to approach you down the
road? Wbuld you be open to that, or would you be
limting yourself to New York or Boston?

DR. YONEMOTO. Oh, we'd love it. W'd |love
to work wwth them W would encourage it. W' d push
It. We want to work with them | was in support of
their facility at the, you know, |ast --

MR CSUKA: Ckay.

MR, COURTNEY: | mght comment, too, just --
just having -- Steve Courtney -- just having cone from
the National Proton Conference. |It's frankly a big

club. Al the facilities are doing great work.
They're doing clinical surveys -- | nean studies.
They' re working together. Jacksonville now has two
facilities already. Mayo dinic's building another
facility there. They're all going to be working
t oget her.

W w il definitely be conmmunicating and

working wwth the Wallingford facility as well as the
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M3H s and New York, New York's and Massachusetts. All
of these are frankly going to get nore facilities.
There has to be nore facilities. W just can't treat
ever ybody.

So, there wll be a lot of cooperation
between all the groups. A little bit of flourishing,
you know, between Danbury and Wallingford will totally
di sappear.

MR, CSUKA: Attorney Hardy, has that other

I ndi vi dual signed on yet?

MR HARDY: | don't see him no.
MR CSUKA: Ckay. | think we're going to --
| think we can probably be done within the next, Iike,

hal f hour or so, so | think it nmakes sense for us to

keep going rather than, you know, break for lunch for a

| ong period of tine and then cone back for a short
period of tine.

MR. HARDY: Makes sense.

MR, CSUKA: So, Dr. Gfford, do you want to
ask some questions?

DR, G FFORD: Yes. | wanted to ask about
access in particular for individuals covered by
Medi caid in Connecticut. As you know, part of our
statute requires us to consider that access in terns of

need.
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And your witness -- your public comment --
MR, CSUKA: | think --
MR, COURTNEY: Sounds like a politician
| ogged on.
DR A FFORD: Gkay. |'Il defer to the mayor.

| f you are not the mayor, could you nute yourself,

pl ease?

MR. CSUKA: Mayor, can you hear us?

MAYOR STEVE COVA: | can hear everybody okay.
|*ve just been waiting. | apologize. | can nute

nmyself until you're ready.

MR CSUKA: No. | think we're ready for you,
so feel free to nmake whatever statenent you would |ike.

MAYOR STEVE COMA: Wl |, thank you everybody,
so nuch, for the opportunity for ny testinony on this,
and Executive Director G fford.

My nane is Steve Coma, and | proudly serve as
t he Mayor of Danbury. And for the last four years in
nmy capacity as an elected official and resident of
Danbury, |'ve had the opportunity to foll ow Danbury
Proton Center's journey fromthe beginning, and |'ve
been excited about the prospect of this project finally
coming to fruition.

This project is just about shovel ready and,

I f approved, it could break ground inmedi ately, |ike
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tonorrow, allowi ng us to experience new heal thcare and
revol utioni ze cancer treatnent in Danbury and
Connecti cut.

As the CEO of the greatest city in
Connecticut, Danbury Proton Center would be an exciting
transformati onal new addition to our comrunity and our
busi ness community. It would create 100 wel | - pai d,
hi gh-skill ed | ocal construction jobs and over 30
per manent nedi cal admi nistrative jobs. W also expect
opportunities for |ocal vendors, which represent a very
| nportant portion of the Danbury property tax revenue.

We're always on the | ookout for opportunities
that will benefit our |ocal econony and our comunity,
bri ngi ng new, good-paying jobs and bringing
cutting-edge healthcare and technol ogies to our city.

These initiatives are al so personal for ne.
After receiving treatnent for two years, |ast year ny
fat her passed away from pancreatic cancer at 63 years
old. Cancer affects everyone in sonme way, and our
famlies, like mne, know ng that there's cutting-edge
treatnment options in our backyard, nmakes a big
di fference.

Danbury Proton, the pioneer in the healthcare
I ndustry, their life-changing, |ifesaving services wll

provide significant benefits to the residents of
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Danbury and its surroundi ng conmunities, and patients

t hr oughout the northeast will soon have access to this
revol utionary proton therapy. |t would be an honor if
Danbury Proton called our city hone, and | amconmitted
to nmaking that a reality.

So, thank you all so nuch for your tine. |
will stay here unless there's -- you need ne not to.

But Danbury Proton has our full support.

MR. CSUKA: Thank you, Mayor. You don't need
to stay on, but you' re wel cone to.

And | believe that's it for public comment.
| s that correct, Attorney Hardy?

MR. HARDY: That's correct.

MR CSUKA: Ckay. So, anyone who didn't get
an opportunity to speak today is free to submt witten
coment up to seven days after today. The emil
address again is CONcomment @t.gov. And you can submt
that directly to that email, and it wll eventually get
upl oaded to the portal.

|"mgoing to turn back to Dr. Gfford now,
who's going to ask a few nore questi ons.

DR d FFORD: Thank you, Mayor, for your
t esti nony.

So, getting back to Husky/ Medicaid here in

Connecticut. So, we've heard about the chall enges of
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daily treatnent, and we understand that that can be
especially challenging for people wwth Iimted neans,
particularly those who lack -- who rely on public
transportation or who |ack famly supports for things
like child care, et cetera. Not everyone has the -- of
course the luxury to travel and to receive this

treat ment.

So, can you just tell us alittle bit nore
about experience with supporting individuals with
Medicaid to receive this treatnent? How in particul ar
do you see Danbury Proton providing support such that
we have equal access to this treatnent for people that
are covered by Medicai d?

And as part of that, if you want to talk
about the coverage policy here for Husky here and how
that relates to your response.

MR, COURTNEY: | think it m ght be good to
start with Andrew Chang. Andrew, you guys have a
charity policy, obviously. How s it working there in
San Di ego?

DR CHANG So, the majority of our patients
who are on Medicaid are our pediatric population. W
have -- 19% of our patients we treat are pediatrics.
And especially where we're | ocated in Southern

California, those famly nenbers al so crossing over
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from Mexico into our region are placed on energency

Medicaid. |In addition, we have patients that cone from

Nevada and New Mexico, so we have to work with
out-of-state Medicaid as wel|.

So, the support systens we have are, first we
| ook with -- we're famliar with the local children's
hospi tal that provides housing support with a | ot of
their own housing. |In addition, we have a variety of
ot her support systens, such as relationships with
Aneri can Cancer Society, that provides |ocal housing or
a stipend for local housing for adult patients with
Medi cai d who cannot afford the trip.

We have al so worked with various
transportation groups in the area to provide transport
to and from housing, so a few of the hotels near us
wi Il have shuttle services for the daily transport. W
have vouchers with Southwest Airlines to provide travel
to and fromtheir hone as well as the -- it's call ed,
| i ke, Uber Health or sonething like that. | can't
renmenber exactly their nane. But they have a section
where we are able to utilize their services to do
patient transportation for, you know - across nonacute
assi stance, so patients that just need to get to and
fromtheir hotel that we work wth.

Those have all been very hel pful in providing
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addi ti onal support for the patients who don't
necessarily have the financial resources to be able to
stay, especially |ike an expensive city |like San D ego.
There's also the charity programthat you
nment i oned, Stephen, for patients who don't have any
I nsurance at all to still -- if they need therapy --
again, this primarily goes for patients that cone from
Mexi co, Tijuana -- where they get surgery, and they'l]|
come up for proton therapy. And we have a review group

t hat consists of the oncol ogists, the surgeons, and the

radi ation doctors that wll triage those patients, as
well, along with our standard triage process for
patients.

The -- | think the biggest difficulty has

been working with Medicaid fromout of state who have
different rules on which patients they'll send and what
support we can provide to those patients.

|"'mnot famliar with the Connecticut area
nore to be able to speak nmuch nore on that, but that's
how we do it in Southern California. And | think that
Is growng as well. W have partnerships hel pi ng
Stanford, UCSF, build centers in Northern California.
So it wll be easier for those patients to get access,
because currently there's no proton centers in Northern

California, so they have to fly down south. And
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California, you know, we're a state of 40 mllion
people, and we only have Loma Linda and us in San

Di ego, so we're happy to see nore centers comng up to
provi de nore access.

DR d FFORD: Thank you, Dr. Chang. So, wll
there be -- I'"'mtrying to understand the relationship
of that response to Danbury Proton.

So, there's not a formal relationship between
Dr. Chang's center and Danbury Proton, or is there one
that |1've m ssed?

MR, COURTNEY: Not a formal one, no.

DR d FFORD: kay.

MR, COURTNEY: W have gotten proposals from
themto assist us in our operations.

DR @ FFORD: kay. So, with respect
specifically to the questions around access for Danbury
Proton, do you have any anal ogous plans to those that
Dr. Chang descri bed?

MR, COURTNEY: That's certainly in the plan,
certainly. W certainly -- part of our mantra is, you
know, to turn no patient away froma financial point of
view, by any neans. So, no, it's a big part of what we
hope to acconplish there.

There is, you know, a population that is in

that area that we hope to serve as well. The
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transportation side of it is inportant. There are
vari ous transportation organi zations -- or

organi zations in Connecticut that are very hel pful in
that regard. You know, in the public health side of
things, there are resources there in terns of
transportati on.

One of the keys of running a snooth operation
Is getting patients there on tinme. And so, to the
extent that we spend noney on that, that's al so what we
anticipate doing. W have a witten charity policy
al ready developed. | think that was submtted as part
of the record? So, that speaks to the charity side of
t hi ngs.

DR d FFORD: Okay, which is different from
Husky.

MR, COURTNEY: Yes.

DR. G FFORD: Ckay. And 5% of poverty |evel,
that would be eligible for charity care? Just rem nd
me what's in the policy? You can cone back to that
whil e you get your big notebook there.

So, on a simlar |ine, you, at our request,
ki nd of quickly went past the WTT test slide in your
presentation. Can you say a little bit nore about what
that is and why it's needed?

MR. COURTNEY: Sure. | think it is sonething
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that OHS would nore broadly be interested in. |
frankly just discovered it at the National Proton
Conference just a nonth and a half ago. And Menori al
Sl oan Kettering was chanpi oning that particul ar
platform The devel oper of that platform had sonme life
situations in terns of battling cancer hinself and
wanted to find a way to nore effectively inpact the
total patient.

| nmean, every facility has a patient |iaison
and that sort of thing, but this platformhe was able
to develop gives a patient a place to say what things
woul d be nice for them whether it would be wal king the
dog or giving them sone transportation, com ng over and
cl eaning the dishes, nowi ng the | awn.

Yet nost people really have a hard tine
aski ng people to do things, so this platform you just
| ist these various things that would be nice to have
happen by sonebody, and then on the other side of the
coinis there are a | ot of people that would | ove to
hel p a person but have no idea howto do it. And so,
It facilitates the people that want to help. They can
go to the registry and say, Ch, Saturday, | can go and
nmow t he | awn or whatever the request is. So, it puts
-- excuse ne -- it puts the need out there nore easily

for the patient and puts the response out there nore
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easily for the woul d-be hel per.

DR G FFORD: | see.

MR, COURTNEY: It can involve noney as well.
As a matter of fact, Menorial Sloan Kettering said
essentially that 95% of the requests that were honored
had sonme kind of nonetary conponent, whether it was
bringing over ice creamthis afternoon or sonething.

But -- so, it's little bit of a blend of a
GoFundMe and a registry. |It's pretty exciting, really,
because it addresses the whol e patient, and not just
the patient but the famly needs, which, as you know,
the patient doesn't have cancer, a famly has cancer.

DR d FFORD: GOkay. Thank you. And |
just -- | want to go back because sonething Dr. Chang
said struck ne a little bit about the nunber of
facilities in California. There's Loma Linda, San
Di ego, none in Northern California.

So, can you just explain again how that
relates to your assertion that Danbury, Connecticut, is
t he pl ace where one is nost needed based on popul ati on,
gi ven that we have one in New York, one in Boston, and
one to be built in Wallingford, and there's only two in
t he whole state of California?

MR. COURTNEY: The whole state of California

Is very big, so if you look at the -- you know, the
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| arger density, it's sinply a matter of popul ation
density.

DR G FFORD: Right. And proximty.

MR, COURTNEY: Lionel and Mevion is trying to
correct that problemin Northern California right now.
They are developing a center with Stanford.

DR. d FFORD: Ckay.

MR. BOUCHET: A lot of thelimtation --

Li onel Bouchet -- a lot of the [imtations that we have
seen at for proton centers is because the construction
costs have been trenendous.

So, we have a partnership with Stanford to
bring proton therapy within Stanford Health. That was
a project started sone 20 years ago. UCSF the sane
way. It's just the cost of this very |arge
construction. The partnership wth Stanford has been
very (indiscernible) because we are going to bring it
directly on their canpus, so that integration is
| nportant. So, why no nore -- nore proton, it's here.
Danbury is a nuch, nuch -- a |lot of patients, a | ot of
popul ati on.

DR d FFORD: Understood. Thank you.

MR. HARDY: | have |ocated the charity care
paraneter if you' d like nme to read that.

DR d FFORD: Yes.
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MR. HARDY: And so, this is Exhibit N, as in
Nancy, to our original application. So, it provides,
where incone is 200% of the federal poverty limt or
| ess, that qualifies for free care; then at | ess than
225% a 60% di scount: |less than 275% a 40% di scount;
| ess than 300% a 20% di scount; |ess than 400% a 10%
di scount.

DR. G FFORD: Thank you very nuch.

MR, CSUKA: In sone of the materials that you
sent over yesterday, you made reference to the Mevion
S-255th and howit's likely to receive FDA clearance in
2024,

| s there any chance that Danbury Proton
woul d, in a sense, nove to instead install one of those
I nstead of the planned --

MR, COURTNEY: Yes and no. W' ve designed
the facility so we can easily add a second treat nent
facility. That's all been approved by the city and the
pl anni ng process.

And so if, in fact, what happens that we
expect, that we'll be quickly running out of patient
slots, we will probably add a fifth to that as our
second machi ne.

It does have to get FDA approved. It is

unique in that the patient positioning is not |aying
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down and the seated position is going to be

chall enging. So, it may not nmake FDA approval or be
ready for treatnent very quickly, and we didn't want to
frankly wait around for that for our current
Installation. And, frankly, having both systens m ght
of fer sone advantages in the future.

MR. CSUKA: Thank you. And | think this
probably goes w thout saying, but | didn't see it
anywhere in the record, so I'mgoing to ask it anyway.

Does Danbury Proton plan to seek either ACR
or ASTRO accreditation?

DR. YONEMOTO  Yes, we would like to. In
order to do that, we'd have to have sone established
time frane of operations, and then what they do is they
retrospectively look at our records and see if it neets
the national standards. But the short answer is yes.

MR. CSUKA: Ckay. Thank you. | think that's
the main substantive questions. There were sone ot her
sort of late-file sorts of things that | wanted to go
t hr ough.

Actually, let me first ask, Annaliese,

Yadi ra, do you have any questions you wanted to ask?

M5. FAIELLA: Al set.

MR CSUKA: Do you? Al set?

So, as we were going through all the
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materials that were submtted, there were just sone
sort of deficiencies that | noticed as | was goi ng
t hr ough.

So, for instance, on page 28 of the
application, there was one paragraph there that had
sone figures and percentages, but there was no source
provided. So, | would like to ask for that source to
be provi ded.

The sanme sort of thing for page 29, the first
two full paragraphs. No source was provided for the
facts and figures put there.

And let's just start with page 28 first.
Again, that's Bates page 28. And you mght -- you
know, sonebody here m ght be able to say what these
figures are based on. If not, you can go and do sone
di ggi ng and then get back to us.

MR. HARDY: Yes. Certainly. W can provide
t hat .

MR, CSUKA: For page 28, it's the first full
par agr aph, need and demand within the service area.
And | think actually we touched on it earlier.

Dr. Gfford may have asked sone questions about that.

So, I'lIl include that as part of the late
file order, that application page 29. Again, it's the

first two full paragraphs starting with "an esti mated
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1,317,745."

So, page -- actually, page 36 we addressed.

MR. HARDY: | do know the 1,317,745
Connecticut residents is in the dobal Data report.

MR CSUKA: Ckay. So, this may all be based
on the G obal Data report? Because up above you
referred to the Connecticut Cancer Plan. So, it sort
of blends a little bit? So, if you can just --

MR. HARDY: Yeah. We'IlIl confirmthat either
way.

MR CSUKA: On page 41, you nade reference to
a second primary service area in New York, and then you
said -- | think it wasn't your intent to list the towns
and cities that nake up that New York PSA, but only a

map, which was sort of grainy, was provided. So, if we

could receive the towns and cities, just a list of them

as you did for Connecticut, that would be hel pful.
And | astly, page 57, Bates 57, there was a

chart that was provided, and as the source it says

"conpil ed sources.” | wasn't sure what that referred

to. So if you can confirmthat, that woul d be hel pful

as well. On, actually, | just -- | apologize. | just
found that you -- "conpiled sources" is a defined term
on page 50, so we'll ignore that one.

So | think -- so, we'll send those out just
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so that you have them and they're easier to respond to.

There were al so sone other late files that
were discussed in the course of today's hearing. |
don't recall who said they would provide the -- | think
It was Dr. Chang who said he woul d provide the
publications for slides 82 through 84, as well as the
NCCN policy, and | believe there was another policy as
well. | didn't catch what the acronymfor that was.

MR, BOUCHET: NAPT.

MR CSUKA: NAPT.

DR G FFORD: Not the 400-page one.

MR, BOUCHET: Right. The NAPT does a very
good job at summarizing the NCCN, and | would recomend
usi ng t hose.

DR GAFFORD: As long as it cites their
original --

MR. BOUCHET: It does cite. |It's a fantastic
site. That's cited and updated regularly. They
just -- wherever a proton is nentioned, it's provided
i nf or mati on.

MR CSUKA: Attorney Hardy, do you want to
take a mnute off the record to discuss how |l ong you
m ght need to get those late files to us?

MR. HARDY: Sure.

MR CSUKA: O if you have sonething in m nd.
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MR, COURTNEY: Seven days will be fine. W
don't need it, right?

MR CSUKA: We'll put that in the order
that's issued tonorrow as seven days. |f you need nore
time for any reason, that's fine. And that will line
up nicely with the public coment period, which also
ends in seven days.

Attorney Hardy, | know you said in the
interest of tinme you're willing to forgo providing a
closing statenent. W are ending earlier than I
think -- certainly | anticipated, so if you do want to
make a cl osing statenent, feel free.

MR HARDY: Yeah. | would just, again, thank
staff for your assistance in this process and for a
good hearing today.

You know, ny takeaways fromthe presentation
and the experts that you' ve heard fromtoday is that
this project neets the core objectives of the CON
review programin that it wll help reduce an unnet
need and will increase access to this |eading
t echnol ogy and reduce overall cost.

So, of course we're asking that the agency
approve this very inportant project. Certainly, as
you' re consi dering your decision, we would be happy to

address any specific issues or concerns you may have
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after today's hearing.

W want to reiterate that Danbury Proton is
wlling to accept, as conditions of approval, any of
the conditions that have been incorporated into the
approval of the CPTC Center and of course would wel cone
any di scussions needed to facilitate that approval for
the project.

MR. CSUKA: Thank you. So, thank you to
everybody who attended renotely and in person. W
real |y appreciated having you all here.

And, again, as | nentioned earlier, witten
public comment can be submtted up to seven cal endar
days after today. And for now, the hearing is
adj ourned, and we will close the record at sone point
in the future. Thank you very nuch.

DR. d FFORD: Thank you very nmuch to all of
you.

THE COURT REPORTER:. M. Hardy, did you need
a copy of the transcript?

MR. HARDY: That would be great. Thank you.

(The hearing was adjourned at 12:59 p.m)
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STATE OF CONNECTI CUT

|, ALEXA A. BUDI HAS, a Licensed Professional
Reporter/ Comm ssioner within and for the State of
Connecticut, do hereby certify that | stenographically
recorded the aforenentioned hearing on May 2, 2024, in
person and via Zoom

| further certify that the wtnesses were first duly
sworn by DANIEL J. CSUKA, ESQ, OHS Staff Attorney,to
testify to the truth, the whole truth, and nothi ng but
the truth concerning his know edge in the matter.

| further certify that the wthin testinony was
taken by ne stenographically and reduced to typewitten
formunder ny direction by neans of conputer-assisted
transcription.

| further certify that | amneither counsel for,
related to, nor enployed by any of the parties to the
action in which this hearing was taken; and further,
that | amnot a relative or enployee of any attorney or
counsel enpl oyed by the parties hereto, nor financially
or otherwi se interested In the outcone of the action.

MYT3ESS ?i:??ii&j:;iﬁthh of May, 2024.

ALEXA A. BUDI HAS, RPR/ CRR
My comm ssion expires 4/30/29
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 01            (The hearing began at 9:00 A.M.)

 02            MR. CSUKA:  Good morning, everybody.

 03            ALL:  Good morning.

 04            MR. CSUKA:  Danbury Proton, LLC, the

 05  applicant in this matter, is not currently a provider

 06  of healthcare services in Connecticut but proposes to

 07  establish a proton therapy center in Danbury,

 08  Connecticut.

 09            In its application, Danbury Proton represents

 10  that its proposal includes the acquisition of a proton

 11  beam accelerator, which is equipment utilizing

 12  technology not previously used in Connecticut, as well

 13  as a CT simulator for treatment planning purposes.  The

 14  anticipated capital cost for Danbury Proton's project

 15  is approximately $96 million.

 16            Today is May 2nd, 2024.  My name is Daniel

 17  Csuka.  I'm a staff attorney with the Office of Health

 18  Strategy.  To my side is Dr. Gifford, who will

 19  introduce herself now of.

 20            DR. GIFFORD:  Good morning, everyone.  I'm

 21  Deidre Gifford, and I'm the Executive Director of the

 22  Connecticut Office of Health Strategy.

 23            MR. CSUKA:  Thank you.  Although I am here to

 24  assist and provide legal counsel, Dr. Gifford will be

 25  the one presiding over this matter.  She will rule on
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 01  all motions and will issue a decision that includes

 02  findings of fact and conclusions of law upon completion

 03  of the hearing.

 04            This is a hybrid hearing.  By that, I mean it

 05  is being held in person and electronically via Zoom, in

 06  accordance of Section 1-225a of the Connecticut General

 07  Statutes.  Any person who is participating orally via

 08  the electronic component of this meeting should make a

 09  good-faith effort to state his or her or their names

 10  and titles at the outset of each occasion that such

 11  person participates orally during an uninterrupted

 12  dialogue or hears questions and answers.

 13            Sign-up for public comment has started and

 14  will continue until 12:00 p.m.  If you would like to

 15  supply commentary, please sign up either in person, in

 16  the hallway, or in the Zoom chat box.  You can also

 17  submit written comments to CONcomments@ct.gov for up to

 18  seven days after the hearing today.

 19            For anyone attending remotely, unless you are

 20  actively participating in the hearing either as one of

 21  the applicant's witnesses or as a member of the public

 22  providing comment at the designated time, please mute

 23  the device that you are using to access the hearing and

 24  silence any additional devices that are around you.

 25            This public hearing is held pursuant to
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 01  Connecticut General Statutes Section 19a-639a(f)(2).

 02  Although this does not constitute a contested case

 03  under the Uniform Administrative Procedure Act, the

 04  manner in which OHS conducts these proceedings will be

 05  guided by the UAPA provisions and the Regulations of

 06  Connecticut State Agencies beginning at Section

 07  19a-9-24.

 08            I will be asking questions of the witnesses

 09  as well as Dr. Gifford.  Either OHS -- other OHS staff

 10  members are also here to assist us in gathering facts

 11  related to this application and may also be asking the

 12  applicant's witnesses questions.

 13            At this time, I am going to ask each of the

 14  OHS staff persons up here to identify themselves with

 15  their names, spelling their last name, and OHS title.

 16  So, I'm going to start with Steve.

 17            MR. LAZARUS:  Good morning.  Steven Lazarus,

 18  L-A-Z-A-R-U-S, and I'm the CON Program Supervisor.

 19            MS. FAIELLA:  Good morning.  I'm Annaliese

 20  Faiella, F-A-I-E-L-L-A, and I'm the Zoom team lead.

 21            MS. McLAUGHLIN:  Good morning.  I'm Yadira

 22  McLaughlin, OHS Planning Analyst, M-C, capital

 23  L-A-U-G-H-L-I-N.

 24            MR. CSUKA:  Thank you.  Also present is Faye

 25  Fentis over in the corner, who is another OHS staff
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 01  member that does assisting with the hearing, logistics,

 02  gathering of names and providing miscellaneous other

 03  support.

 04            The certificate-of-need process is a

 05  regulatory process and, as such, the highest level of

 06  respect will be accorded to the applicant, members of

 07  the public, and our staff.  Our priority is the

 08  integrity and transparency of the process.

 09  Accordingly, decorum must be maintained by all present

 10  during these proceedings.

 11            This hearing is being transcribed and

 12  recorded, and the video will also be made available on

 13  the OHS website and the CON account.  All documents

 14  related to this hearing that have been or will be

 15  submitted to OHS are available for review through the

 16  CON portal, which is accessible on the OHS CON web

 17  page.

 18            In making a decision, Dr. Gifford will

 19  consider and make written findings in accordance with

 20  Section 19a-639 of the Connecticut General Statutes.

 21            Lastly, I wish to point out that by appearing

 22  on camera in this hybrid hearing, you are consenting to

 23  being filmed.  If you wish to revoke your consent,

 24  please do so at this time by exiting the Zoom meeting

 25  or this hearing room.
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 01            So, I'm going to start by going over the

 02  exhibits and items of which we are taking

 03  administrative notice, and then I will ask if there are

 04  any objections.

 05            The CON portal contains the prehearing table

 06  of record in this case.  At the time of its filing a

 07  couple days ago, the exhibits were identified in the

 08  table from A to M.  That's "M," as in Michael.

 09            The applicant filed a few more documents

 10  yesterday that are not included in that table.  We're

 11  going to mark the PDF presentation as Exhibit N, the

 12  compilation of support letters as Exhibit O, and the

 13  single support letter as Exhibit P.  And we will update

 14  the table of record accordingly after the hearing.

 15            Does anyone from OHS have any additional

 16  exhibits that they want to enter into the record at

 17  this time?

 18            MR. LAZARUS:  Not at this time.  Thank you.

 19            MR. CSUKA:  Thank you.  Counsel for the

 20  applicant, can you please identify yourself for the

 21  record?

 22            MR. HARDY:  Good morning, Attorney Csuka.

 23  David Hardy, along with Makana Ellis, from Carmody,

 24  Torrance, Sandak & Hennessey.

 25            MR. CSUKA:  Thank you.  So, do you have any
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 01  objections to the exhibits that we have just gone over?

 02            MR. HARDY:  We do not.

 03            MR. CSUKA:  Okay.  Thank you.  So, all are

 04  identified and marked as exhibits and are entered as

 05  full exhibits.

 06            (Applicant Exhibits A through P admitted as

 07  full exhibits.)

 08            Attorney Hardy, do you have any additional

 09  documents that you wanted to enter before we get

 10  started?

 11            MR. HARDY:  We do not.  Thank you.

 12            MR. CSUKA:  In terms of administrative

 13  notice, we're going to be taking administrative notice

 14  of the Statewide Healthcare Facilities and Services

 15  Plan and its supplements; the Facilities and Services

 16  Inventory; OHS Acute Care Hospital Discharge Database;

 17  All Payer Claims Database Claims Data, Hospital

 18  Reporting System, that's HRS, Financial and Utilization

 19  Data; and Community Health Needs Assessments.

 20            Obviously, some of those are more relevant

 21  than others to this, but you should know that we're

 22  taking administrative notice of those databases.

 23            We're also going to be taking administrative

 24  notice of the following CON dockets.  One is Docket

 25  Number 20-32376 -- excuse me -- 76-CON, and that's
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 01  Danbury Proton's first application docket; and Docket

 02  Number 19-32339-CON, and that's the one where

 03  Connecticut Proton Therapy Center, Hartford HealthCare,

 04  and the Elder Human Health Services sought to establish

 05  proton therapy in Connecticut.

 06            Attorney Hardy, do you have any objections to

 07  those administrative notice -- administratively noticed

 08  dockets or documents?

 09            MR. HARDY:  No objection.

 10            MR. CSUKA:  Thank you.

 11            (Administrative Notice taken of the

 12  above-mentioned documents.)

 13            So, as the hearing progresses, we may also

 14  take administrative notice of other information,

 15  including prior OHS decisions, agreed settlements and

 16  determinations that may be relevant but which have not

 17  been identified as of yet.  The applicant will, of

 18  course, have an opportunity to respond to those if one

 19  of those should come up.

 20            We will proceed in the order established in

 21  the agenda for today's hearing.  I would like to advise

 22  the applicant that we may ask questions related to your

 23  application that you feel you have already addressed.

 24  We will do this for the purpose of ensuring the public

 25  has knowledge about your proposal and for the purpose
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 01  of clarification.  I want to reassure you that we have

 02  reviewed the docket and will do so again before issuing

 03  a decision.

 04            As this hearing is being held in hybrid

 05  fashion, we ask that all participants attending via

 06  Zoom enable the use of video cameras when testifying or

 07  commenting remotely during proceedings.  All

 08  participants and the public should mute their devices

 09  and should disable their cameras when they go off --

 10  when we go off record or take a break.  Please be

 11  advised that, although we will try to shut out the

 12  hearing recording during breaks, it may continue; if

 13  the recording is on, any audio or visual that has not

 14  been disabled will be accessible for all participants.

 15  That includes inside this room.

 16            Public comment taken during the hearing will

 17  likely go in the order established by OHS during the

 18  registration process; however, we may allow public

 19  officials to testify out of order.  As I mentioned

 20  earlier, registration for public comment has already

 21  begun, and comment is currently scheduled to start at

 22  12:00 p.m.

 23            If the technical portion of this hearing has

 24  not been completed by 12:00 p.m., we may postpone

 25  public comment until the technical portion is complete.
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 01  The applicant's witnesses should remain available after

 02  public comment, as OHS may have additional follow-up

 03  questions based on the public comment.

 04            Attorney Hardy, are there any other

 05  housekeeping matters or procedural issues that you

 06  would like to address before we start?

 07            MR. HARDY:  No, not at this time.

 08            MR. CSUKA:  Thank you.  So, Attorney Hardy,

 09  would you like to make an opening statement or an

 10  opening presentation?

 11            MR. HARDY:  Thank you, Attorney Csuka.  And

 12  good morning, Dr. Gifford, and all OHS staff.

 13            I first wanted to express our sincere

 14  gratitude to OHS staff for working very hard and very

 15  diligently and efficiently to get us to this point in

 16  the process.

 17            We have a lot of ground to cover, so what we

 18  intend to do is have Stephen Courtney, the Managing

 19  Director of Danbury Proton, be our first witness.

 20  He'll give an overview of the presentation we intend to

 21  make this morning, again, with witnesses and topics

 22  they intend to address.  We will try to be as brief as

 23  possible.  We want to talk about what you want us to

 24  talk about, and so we look forward to the

 25  question-and-answer session.
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 01            Also in the category of time-saving, since

 02  this application is unopposed, I'll waive making a

 03  closing argument so we can focus on the facts and the

 04  witnesses that are here today.

 05            MR. CSUKA:  Thank you.  Can you please

 06  identify all the individuals in the room by name and

 07  title who are planning to provide opening remarks?

 08            MR. HARDY:  Certainly.  So, our first witness

 09  will be Stephen Courtney, Managing Director of Danbury

 10  Proton.  We also have with us Mister -- or Dr. Lionel

 11  Bouchet, who will be providing remarks.  We have

 12  Dr. Leslie Yonemoto, who will be providing remarks.  We

 13  have Mr. Duke Crandall and --

 14            MR. HARTY:  Jack Harty.

 15            MR. HARDY:  -- Jack Harty.

 16            MR. CSUKA:  Thank you.  So, I'm going to

 17  swear all of them in first, and then I'm assuming some

 18  of the people attending remotely also be making

 19  remarks, so I'll swear them in separately.

 20            MR. HARDY:  Correct.

 21            MR. CSUKA:  So, if you could all please raise

 22  your right hand, I would appreciate that.

 23            Do you solemnly swear or solemnly and

 24  sincerely affirm, as the case may be, that the evidence

 25  you provided in your prefile and the evidence that you
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 01  shall give or have already given in this case shall be

 02  the truth, the whole truth, and nothing but the truth,

 03  so help you God or upon penalty of perjury?

 04            ALL:  I do.

 05            (STEPHEN COURTNEY, DR. LIONEL BOUCHET,

 06  DR. LESLIE YONEMOTO, DUKE CRANDALL, AND JACK HARTY,

 07  having been duly sworn by DANIEL J. CSUKA, ESQ., OHS

 08  Staff Attorney, testified as follows:)

 09            MR. CSUKA:  Thank you.  So, now we can turn

 10  our attention to the witnesses who are attending

 11  remotely.  Have they all joined us at this point?

 12            Or if you'd prefer, Attorney Hardy, we can

 13  start until they --

 14            MR. HARDY:  Yes.  So, we have Dr. Andrew

 15  Chang on the Zoom.  We have Christopher Gonzalez on the

 16  Zoom.  We have Daria Chylak on the Zoom, Don Melson on

 17  the Zoom, and Mr. Steve Coma on the Zoom.

 18            We're missing one witness, but certainly we

 19  can proceed with the swearing in of these witnesses.

 20            MR. CSUKA:  So, the witnesses who are

 21  attending remotely, if you can all please raise your

 22  right hand.

 23            Do you solemnly swear or solemnly and

 24  sincerely affirm, as the case may be, that the evidence

 25  you provided in your prefile and the evidence that you
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 01  shall give or have already given in this case shall be

 02  the truth, the whole truth, and nothing but the truth,

 03  so help you God or upon penalty of perjury?

 04            ALL:  (Yes.  I do.  Yes.)

 05            MR. CSUKA:  Thank you.

 06            (DR. ANDREW CHANG, CHRISTOPHER GONZALEZ,

 07  DARI CHYLAK, DON MELSON, DR. MICHAEL MOYERS, AND STEVE

 08  COMA, having been duly sworn by DANIEL J. CSUKA, ESQ.,

 09  OHS Staff Attorney, testified as follows:)

 10            MR. COURTNEY:  Dr. Moyers did join us.  Just

 11  in time.

 12            MR. CSUKA:  Was he sworn in?  I didn't --

 13            MR. COURTNEY:  Yes.

 14            MR. CSUKA:  Thank you.  So, to the witnesses,

 15  I just want to start by saying that we have read and

 16  are familiar with all 161 pages of your prefiled

 17  submissions.  We -- well, I'm not sure if everyone in

 18  this room has reviewed what was submitted yesterday,

 19  but I have reviewed the presentation that was submitted

 20  yesterday.

 21            If you plan to make any additional opening

 22  remarks today, that's fine; but since there are 11 of

 23  you, please try to limit your comments to only

 24  summaries and new information that may not have been

 25  provided up to this date.
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 01            When giving your testimony, make sure that

 02  you state your full name and adopt any written

 03  testimony that you have submitted on the record prior

 04  to testifying.

 05            So, Attorney Hardy, you can now proceed with

 06  your witnesses' testimony.

 07            MR. HARDY:  Thank you.  We'll call

 08  Mr. Stephen Courtney.

 09            And if I may, I'll share my screen.  We have

 10  a presentation that will help narrate the witness'

 11  testimony.

 12            MR. CSUKA:  Sure.  Mr. Hardy, is the green

 13  light on?

 14            MR. COURTNEY:  Yes, it is.

 15            MR. CSUKA:  Okay.  Great.  Thank you.

 16            MR. COURTNEY:  Good morning, Dr. Gifford,

 17  Attorney Csuka, and Mr. Lazarus, and OHS staff.  It's a

 18  pleasure to be here.  And I accept my -- my name is

 19  Stephen Courtney, and I accept my prefiled testimony.

 20            My first slide, if we could, is essentially a

 21  list of all our speakers.  And I had intended actually

 22  to spend some time talking about my association with

 23  all these speakers over the years, some of which have

 24  been over 35 years -- next slide -- and a bit about

 25  what they were going to say.
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 01            But we got a reminder memo from Attorney

 02  Csuka yesterday that said, It looks to me like, with 85

 03  slides, you're going to go way too long.  I was -- and

 04  I must admit, I had not timed myself.  And when I did,

 05  I was a major violator of the five-minute expectation.

 06            MR. CSUKA:  I just -- I don't want to stop

 07  you.  I just want to make sure that -- are we on the

 08  correct slide?  Who's controlling the slides?  Let's

 09  start there.  Okay.

 10            So, Attorney Hardy, you're not having any

 11  issues, are you?

 12            MR. HARDY:  Sorry.  Let me do this.

 13            MR. COURTNEY:  So, the first slide, while

 14  he's trying to pull it up, is a list of all our

 15  speakers, people I've been working with over all these

 16  years.

 17            So, as I was saying, I did some major slide

 18  surgery, if you will, last night, on my presentation

 19  and will -- I will not go into detail about the

 20  speakers.  You have all their prefiles.  You know who

 21  they are and what they represent.  And I'll just say

 22  that this team's experience with proton therapy is

 23  extraordinary, and they'll be happy to answer any

 24  question you might have about proton therapy.  They

 25  know what they're doing.
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 01            We're still not getting slides handled here

 02  for some reason.

 03            MR. HARDY:  The sharing feature has been

 04  paused.  Let me try it again.

 05            MR. COURTNEY:  I'll keep going, though, given

 06  our timeline here.

 07            The next slide, if you ever get to see it, is

 08  simply a graph of the proton projects that have come

 09  online since they started coming to us in 1990.  And

 10  what you'll see, if you ever see the slide, is that the

 11  progression in the years since 2008 have been fairly

 12  consistent and it's been a pretty steady state of new

 13  projects coming on.

 14            The next slide, which you still haven't --

 15  oh, the one just above where you are now is also -- I

 16  won't spend a lot of time on it since it doesn't want

 17  to come up.  But it's amazing things that can happen in

 18  66 years.  And in the proton therapy space, the

 19  technology has evolved significantly.  Okay.  So, let's

 20  stop on this one.  We'll go with this one.

 21            What you see at the top of this --

 22            MR. CSUKA:  Attorney Hardy, can you put that

 23  in slide-show view?

 24            MR. HARDY:  Yeah, I just did.  There seems to

 25  be a lag between when I --
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 01            MR. COURTNEY:  Oh.

 02            MR. HARDY:  -- when I do that and when it

 03  appears.

 04            MR. COURTNEY:  The timeline across the top

 05  you can't read, but that's okay.  We blow up each

 06  section as I go along.

 07            The first ten years of proton therapy that --

 08  out of the labs of Harvard and Berkeley and things like

 09  that actually started at Loma Linda Hospital in

 10  California.  There was also a small ocular unit down at

 11  Davis, UC, Davis, in the first ten years.

 12            Our Dr. Moyers, who's online, was a physicist

 13  primarily responsible for that project coming online.

 14  Dr. Yonemoto was chief of staff there and ran the

 15  facility, and he also had his -- Dr. Chang as a

 16  pediatric oncologist there as well.

 17            So, the heart of our clinical team have been

 18  in proton therapy since the very beginning.  They're

 19  undisputed proton therapy pioneers in this space.

 20            The next ten years have brought about seven

 21  new centers, if we can -- yeah, you did it.  Very good.

 22  This is when my own proton therapy experience develops.

 23            I started -- I was working as the director of

 24  operations of an architecture firm in Boston that had

 25  had the only expertise in designing proton therapy
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 01  facilities.  And I was involved in the Houston project,

 02  MD Anderson; Jacksonville; Oklahoma City; Philadelphia,

 03  Chicago; Hampton, Virginia.

 04            The next slide, if we go to the next five

 05  years, things really took off.  We had 11 new centers

 06  in that five years.  In 2013, Mevion introduced its

 07  compact single-room proton therapy equipment and

 08  changed the course of the industry in significant ways.

 09  All the red "Ms" are the projects that have Mevion

 10  equipment.

 11            I was fortunate enough to work with Mevion at

 12  that stage.  I got to meet Dr. Bouchet, and I really

 13  became a champion of their system compared to the other

 14  systems.

 15            Most projects on this timeline, whether we

 16  designed them or consulted or in some way were involved

 17  -- an example is Dr. Moyers, on the Memphis facility,

 18  St. Jude's, was actually contracted to review the

 19  shielding design others had done to make certain it was

 20  being done correctly.  Dr. Yonemoto is -- testified at

 21  other CON hearings in other parts of the country,

 22  et cetera.  We touched just about all 50 projects in

 23  some fashion.

 24            In the next decade, 20 more centers came on,

 25  four of them Mevion systems.  And I won't go into it,
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 01  but a new piece of equipment was developed and went

 02  into the (inaudible) facility.  It took them seven

 03  years to actually get it operating, and that system was

 04  also used now at Mass General's new facility that they

 05  added.

 06            In the last four years, 11 more centers have

 07  come.  And as you can see by the timeline, in '21,

 08  there were -- oh, there was only one center that came

 09  on, so Covid took a significant bite out of the

 10  development of proton therapy.

 11            This year, we're expecting two more projects

 12  that are not shown on this chart -- Charlottesville,

 13  North Carolina, and Milwaukee, Wisconsin.  Those are

 14  both Mevion systems as well.

 15            Next slide shows very graphically why we love

 16  Mevion systems in terms of its required architecture.

 17  It's much, much, much smaller bulk space that's needed;

 18  and, therefore, your cost structure is lower, which

 19  helps everything all around.

 20            On the next slide, we'll get into a little

 21  bit of a conversation about patient needs.  These are

 22  the hospitals that you're all familiar with in

 23  Connecticut.

 24            The next slide shows the ones that are

 25  affiliated with Hartford and Yale, including the
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 01  prospect hospitals that have been recently approved to

 02  be acquired.  I know that it's still cooking, but we

 03  assumed that that was going to happen.

 04            And the next slide, it shows the -- in yellow

 05  the other hospitals in Connecticut that are not part of

 06  those two systems, including the four Nuvance

 07  facilities in western Connecticut.

 08            And the next slide shows the other three

 09  Nuvance facilities in New York, plus the other New York

 10  hospitals that are in -- in our service area, if you

 11  will.

 12            In round numbers, almost a thousand

 13  Connecticut patients would benefit from proton therapy,

 14  as established by your agency in the Wallingford CON

 15  approval.  At best, about approximately 800 patients

 16  per year could be treated with the two proton

 17  facilities in the state, still leaving an unmet need of

 18  that 900.

 19            The Danbury team thinks the 900 was vastly

 20  underestimated and that it's easily double the thousand

 21  patients that would really benefit from proton therapy.

 22  Our number is actually close to 3,000.

 23            And that is, as I said -- that's what we're

 24  going to be able to do is treat 800 of those patients,

 25  and that's assuming 16-hour-a-day operations.  These

�0250

 01  are not just, you know, 8-hour-a-day operations.

 02  That's going to be necessary in terms of patient slots.

 03            This would make the weekly decisions of who

 04  not to treat very difficult given the limited treatment

 05  sites.  Both Mass General Hospital and Memorial Sloan

 06  Kettering, the next ones closest to us, are running at

 07  full capacity now.

 08            I'll move quickly through this next slide,

 09  which talks about our patient focus.  We -- we're

 10  pretty excited about this fairly new platform.  I spoke

 11  about it in great detail in my prefile testimony, so I

 12  won't spend time here, given we're trying to trim this

 13  up.

 14            Next slide just shows the portal that people

 15  can use.  It makes it easy for people to ask for things

 16  that they need, because people have a hard time asking

 17  for it and makes it easy for people that want to help

 18  to know what kind of things they can do for that

 19  patient.  It gets -- it treats the patient in a

 20  holistic fashion.  Memorial Sloan Kettering has started

 21  using that platform as well as a bunch of other folks.

 22            The next slides I'm going to quickly go

 23  through.  I was going to spend some time on the

 24  aesthetic design and how that relates to patients, but

 25  I'll just say that it essentially is a nonbuilding.
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 01  It's really about the patients.  It's about healthy

 02  space.  It's tucked into a hill.  It's almost

 03  invisible, and that's -- that was very much by design.

 04            And we'll just flash through to the next

 05  slides again.  And I did want to spend a little time on

 06  the patient treatment rooms, because we are doing that

 07  differently than some to try to deinstitutionalize the

 08  space.  We want to introduce warm materials, which

 09  people do that often.  But the thing that's really

 10  innovative here is we introduced a faux window that

 11  gives the illusion that you're not in a bunker, you

 12  know, underneath earth.  And so, we're hoping that will

 13  make a difference on the patient comfort.

 14            And our last evening shot, this is important

 15  because, again, we are planning on treating 16 hours a

 16  day, five days a week, and how the facility presents

 17  itself in the evening in a safe manner is very

 18  important for our patients as well.

 19            And that concludes my very quick thoughts.

 20            And next, Drew Crandall will be speaking for

 21  us.

 22            MR. CSUKA:  Thank you, Mr. Courtney.

 23            MR. HARDY:  I did offer questions.  I didn't

 24  know if you were going to do questions in between or

 25  just do it at the end.
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 01            MR. CSUKA:  I was planning to hold it at the

 02  end.

 03            MR. HARDY:  Very good.

 04            MR. CRANDALL:  Good morning, Dr. Gifford and

 05  members of the OHS strategy staff.  My name is Drew

 06  Crandall, and I adopt my prefile testimony.  I am the

 07  Community Engagement Director for Danbury Proton.

 08            First slide, please.  I have deep family,

 09  community, and professional roots here in Connecticut.

 10  Prudence Crandall, the official heroine, I'm a distant

 11  relative of; and my father, Robert Crandall, grew up in

 12  West Haven, and he served in World War II on a

 13  Groton-made diesel sub.  I'm one of Bridgeport

 14  Hospital's miracle babies.  I had a 1% chance of living

 15  and being healthy, so I consider myself very blessed by

 16  the healthcare that has been provided here in

 17  Connecticut.

 18            I was a UCONN student at Storrs.  I played

 19  drums in the UCONN men's basketball pep band, so, go,

 20  Huskies.  I served in the First Company Governor's Foot

 21  Guard, part of the state militia, for six years.

 22  Professionally, I've owned a business for 36 years here

 23  in Connecticut, and one of my firm's sweet spots is

 24  healthcare.  So, we've provided assistance to a lot of

 25  health organizations across the state.
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 01            Next slide, please.  I've served on many

 02  boards the past 45 years, and in my observation, the

 03  Danbury Proton team is exceptional.  It's a UCONN

 04  Huskies championship-style team.  Each of us has areas

 05  of expertise and experience, and we work together

 06  extremely well.

 07            Next slide, please.  Since the beginning, our

 08  team has had a passion to make a positive difference

 09  here in my home state of Connecticut, both from

 10  healthcare and economic perspectives.  Local and state

 11  businesses are being engaged, and that will continue

 12  and escalate with the approval of our CON application.

 13            Next slide.  Over the past four years, we've

 14  had a 360-degree circle of support.  We've submitted

 15  many letters of support on the OHS CON portal.  This

 16  morning, I'd like to share excerpts from three of the

 17  letters in particular.

 18            First, the Webster family in Wethersfield.

 19  They have been on Fox 61 TV featured several times.

 20  And this is a letter -- I'll take brief remarks from

 21  that letter.

 22            "We are writing to express our enthusiastic

 23  support for the establishment of Danbury Proton.  As

 24  the parents of an 11-year-old daughter who recently was

 25  declared NED, no evidence of disease, after a
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 01  year-and-a-half-long battle with bone cancer, we feel

 02  that we have a good understanding of why local proton

 03  therapy in our state is needed.

 04            "The significance of proton therapy and

 05  cancer treatment cannot be overstated.  We were

 06  grateful to have been given the opportunity to travel

 07  to Boston for proton therapy; however, we know that

 08  option is not open to everyone.  We wholeheartedly

 09  endorse this initiative and commend the dedication and

 10  vision of all those involved in bringing Danbury Proton

 11  to fruition.  Thank you for your dedication to this

 12  important cause."

 13            From the Connecticut Cancer Foundation:  "Our

 14  mission is to financially assist Connecticut cancer

 15  patients and their families with basic living needs and

 16  to fund cancer research.  Given CCF's intense passion

 17  for, focused experience with, and extensive network of

 18  Connecticut cancer patients and cancer treatment

 19  providers, we applaud and enthusiastically support

 20  Danbury Proton's good and noble mission to bring

 21  revolutionary proton therapy cancer treatment and

 22  research to Connecticut.

 23            "This advanced treatment is growing rapidly

 24  across the United States and around the world.

 25  It's about time that we have it here.  Connecticut
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 01  cancer patients and their families need access to

 02  proton therapy locally.  Let's get it together and make

 03  it happen, the sooner the better.  Signed, Jane Ellis,

 04  President and Executive Director of the Connecticut

 05  Cancer Foundation."

 06            And then from Dan DelGallo, President of

 07  Business Development and Cancer Services for ECHN:  "I

 08  am in support of the Danbury Proton Therapy CON.

 09  Access to cutting-edge technology and advances to

 10  radiation oncology services are welcomed options for

 11  residents in the state of Connecticut.  Proton therapy

 12  has been relatively inaccessible for most patients in

 13  Connecticut; therefore, access to additional resources

 14  of advanced radiation oncology treatment will likely be

 15  embraced by patients and residents across Connecticut.

 16            "I am asking for your support of more

 17  accessible advanced radiation oncologic care and

 18  approval of the Danbury Proton CON."

 19            The Danbury Proton team is eager to bring

 20  proton therapy cancer treatment to Connecticut.

 21  For me, it's a bucket-list situation.  My maternal

 22  grandfather died of cancer.  My mom died of cancer.

 23  Cancer was a contributing factor in my dad's death.  I

 24  have a cousin who died from cancer and a brother-in-law

 25  who died from cancer.
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 01            We are looking forward to fulfilling our

 02  mission as soon as OHS approves our CON.  Thank you for

 03  this opportunity to share today.

 04            MR. HARDY:  So, our next witness will be

 05  Dr. Michael Moyers, who is on the Zoom.  Muted.

 06  Dr. Moyers, you're muted.

 07            DR.  MOYERS.  Okay.  Can you hear me now?

 08            MR. CSUKA:  Yes.

 09            DR.  MOYERS:  Okay.  Thank you for this

 10  opportunity to testify in support of the application of

 11  the Danbury Proton -- to establish a proton therapy

 12  center in Danbury.  This presentation was about eight

 13  minutes, so I guess I'll skip my background.

 14            If you can go to the next slide.  Today I

 15  would like to mainly address two topics.  The first

 16  topic is to provide some history of proton therapy.

 17  Proton therapy is often labeled as an emerging

 18  technology.  For technology to be classified as

 19  emerging, it's typically characterized by novelty,

 20  rapid growth, significant impact, and sometimes

 21  uncertainty and ambiguity.

 22            The way we have emerged in technology does

 23  not necessarily mean that it is new, unproven, or

 24  experimental.  In fact, more than 320,000 patients have

 25  now received treatment at more than 100 proton
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 01  facilities around the world.

 02            Go to the next slide, please.  And I think

 03  I'll have to skip this one too.

 04            Personally, I became aware of the power of

 05  proton as a means for treatment during 1979 while

 06  writing a term paper on heavy charged particles for one

 07  of my classes for my masters degree.  After the paper

 08  was completed, I wondered why all patients receiving

 09  radiation treatments were not treated with (inaudible)

 10  beams and (inaudible) to perform these treatments.  I

 11  later discovered that the main reason protons were not

 12  used for more patient treatments was not lack of

 13  efficacy but rather a lack of computing power.

 14            Between 1979, when I discovered proton beam

 15  therapy, and 1990, when I started working at the first

 16  clinical proton therapy facility, three major events

 17  happened.  All these events involved computers.

 18            The first event was the availability of fast

 19  computers with a large amount of memory to reconstruct

 20  anatomy inside a patient and computed tomography, also

 21  known as CT.  This is the essential path for taking

 22  advantage of the benefits afforded by pro ton beams.

 23  Without it, the targets cannot be defined and critical

 24  tissues cannot be avoided.

 25            The second event was the development and
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 01  implementation of three-dimensional treatment planning

 02  programs and interactive display monitors, where

 03  different possible treatment scenarios could be

 04  simulated and compared.

 05            And the third event was control of

 06  accelerators and beam transport lines by computers.

 07  Previously, the beam parameters inside the accelerator

 08  and beam transport lines had to be adjusted manually

 09  before and during each patient treatment.  This arduous

 10  task, referred to as tuning, meant that more time was

 11  spent preparing the beams than use in treatment.  In

 12  addition, treatment sometimes had to be paused while

 13  changes were made.  At the advent of high-speed

 14  computers networks, this preparation could be

 15  programmed and perform much faster than humans could

 16  react, thereby increasing the efficiency of the

 17  facilities.

 18            Next slide.  Okay.  The second topic I'd like

 19  to address today is startup concerns.  To be certain,

 20  starting any new radiation treatment facility is a

 21  significant undertaking, especially for one that

 22  utilizes a beam of protons.  On the other hand, study

 23  developments in technology, together with standards and

 24  educational resources created for the dramatic upward

 25  trend of demand for proton therapy, make the
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 01  establishment of today's proton therapy centers more

 02  readily available than ever before.

 03            In particular, there are a number of

 04  guidelines and standards that have been produced to

 05  help launch new facilities.

 06            Standards for manufacturers concerning

 07  equipment safety and performance have been produced by

 08  the International Electrotechnical Commission, or IEC.

 09  Guidelines for measuring dose have been produced by the

 10  International Commission on Radiation Units and

 11  Measurements, or ICRU.  Recommendations for permission

 12  (inaudible) accounting for uncertainties in treatment

 13  planning and delivery in performing quality assurance

 14  have been produced by the American Association of

 15  Physicists in Medicine, AAPM.

 16            Standards for transferring information

 17  between various computers and equipment have been

 18  produced by the Digital Imaging Communications in

 19  Medicine Working Group, known as DICOM.  The

 20  recommendations for staff training and facility

 21  credentialing have been produced jointly by the

 22  American College of Radiology and the American

 23  Association of Physicists in Medicine.

 24            In addition, a book entitled "Practical

 25  Implementation of Light Ion Beam Treatments," which I
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 01  co-authored, details many procedures to plan, start,

 02  and operate a proton facility.

 03            These standards, guidelines, and

 04  recommendations are all readily available to ensure

 05  safe and accurate treatments for patients in

 06  Connecticut.

 07            Next slide.  Although proton therapy will be

 08  new to the state of Connecticut, its relative late

 09  introduction will allow the state to realize the

 10  benefits of previous advancements in proton equipment

 11  technology as well as treatment planning techniques.

 12            Despite proton therapy currently being a

 13  standard clinical treatment, in the future, treatments

 14  may be further optimized by performing research in

 15  (inaudible) for example, delivery techniques that

 16  utilize high-dose rate number of (inaudible) beams.

 17  Research and development may be applied not only to the

 18  beam delivery symmetry equipment but also the clinical

 19  trials with patients.

 20            We also anticipate further development of

 21  treatment planning capability that could be optimized

 22  using Danbury Proton as a test kit.

 23            With Connecticut's high demand for cancer

 24  radiation treatment within its advancing population and

 25  its first-rate medical practitioners and institutions,
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 01  the state may serve a very valuable role in helping

 02  develop these advanced treatment techniques.

 03            Next slide.  Thank you again for considering

 04  using this technology for the patients of Connecticut

 05  and the surrounding areas.  If you have any technical

 06  questions, please do not hesitate to ask me at any

 07  time.

 08            MR. CSUKA:  Dr. Moyers, before you turn your

 09  mic off, I don't think you adopted your prefile

 10  testimony.  Do you adopt your prefile testimony?

 11            DR. MOYERS:  Yes.

 12            MR. CSUKA:  Okay.  And also, one quick

 13  question before we move on to the next witness.  What

 14  is your relationship to Danbury Proton?

 15            DR. MOYERS:  I'm -- since there's no income

 16  coming in right now, I guess I'm acting as a consultant

 17  at the present time.

 18            MR. CSUKA:  Okay.  Thank you.

 19            DR. MOYERS:  Been working with them for quite

 20  a few years, trying to get this together.

 21            MR. CSUKA:  Okay.

 22            MR. HARDY:  Thank you, Dr. Moyers.

 23            Our next witness is Dr. Leslie Yonemoto,

 24  who's here today.

 25            Mr. YONEMOTO:  Good morning, Dr. Gifford and
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 01  staff of the OHS.  I'm Les Yonemoto, and I adopt my

 02  prefile testimony information.  I only have one slide,

 03  so --

 04            In the -- what I'd like go is give a

 05  rationale for proton therapy based on pure physics and

 06  biology.  As a radiation oncologist, I treat patients

 07  with cancer, and radiation oncology treats about 60% of

 08  all cancer patients.  We have 1.9 million people a year

 09  with cancers in the United States.

 10            The cancer therapies, I call them MRS, are

 11  the standard therapy.  And this medicine --

 12  chemotherapy therapy, immune therapy, hormone therapy,

 13  "R," is radiation, which we're talking about today, and

 14  surgery, some cancers need one, most need two or three

 15  of these modalities as part of it.

 16            In terms of radiation therapy, we try to do

 17  what we all do as physicians, is to do the least amount

 18  of harm and the most amount of good.  Well, proton

 19  therapy follows that aim.  In terms of radiation

 20  oncology, we try to adopt the way of disturbing less

 21  normal tissue and killing more cancer cells, just like

 22  anything else with surgery or chemotherapy.

 23            So, the slide that I have there is a

 24  representation of what proton therapy does and how it

 25  relates to radiation oncology.  On the left side of the
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 01  graph is absorb dose, similar to chemotherapy.  The

 02  more dose you give, the more effects you have, both in

 03  cancer killing and side effects.

 04            On the bottom of the graph, the X-axis shows

 05  the depth into the body, how far in does the dose get

 06  distributed.  Similar to a medication like a

 07  chemotherapy drug, it gets distributed through the

 08  body.  Radiation is the same way.  And it's the same

 09  kind of idea of more dose, like milligrams for

 10  medication, for us, it's (inaudible.)  The more dose,

 11  the more effects, both cancer killing and side effects.

 12            So, on the left side of the graph, where it

 13  says "absorb dose," we have a beam that's coming from

 14  the left and going to the right and shows the effects

 15  of radiation.  The standard radiation is called X-rays

 16  or photons.  And over the years, the X-rays have

 17  changed so that they reduce the amount of dose on the

 18  way into the body and on the way out.

 19            So, the way the graph looks is, in the

 20  center, where it says "tumor volume," is our target.

 21  We're trying to get a certain amount of dose, whether

 22  it's chemo or radiation.  We want -- that's what we're

 23  prescribing.  But to do that, we have to go through the

 24  body, just like chemo or surgery.  There are normal

 25  tissues disturbed.
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 01            So, going from left to right, as you see the

 02  absorb dose, we almost give over twice as much dose in

 03  the normal tissue to reach the tumor and then continue

 04  on to treat the tissue behind it that doesn't have

 05  cancer, but we can't stop the beam.  That's just the

 06  X-ray.  That's why you can put a film on the other side

 07  and just see what you just did, imaging.

 08            So, over the years, we changed the machine

 09  and upgraded it and had more technology.  So, in the

 10  1930s, '50s had (inaudible) voltage, cobalt, 1960s and

 11  '70s, and the LINACs, 6 to 8mv, in the '70s, '60s.  And

 12  now the modern LINAC goes up to 18 to 23 megavolts.

 13  Megavolts.

 14            So, what that means is, with that technology

 15  improvement, we're reducing the amount of dose on the

 16  way in, reducing the harm and side effects of the

 17  tissues going into the body.  And that's revolution.

 18  Nobody -- well, hopefully, nobody is using voltage or

 19  cobalt machines anymore or voltage.  They're using the

 20  modern LINAC and estimates there's 4,000 in the United

 21  States treating 60% of all of the cancer patients.

 22            What's different, as you see on the red line,

 23  is protons.  It's a particle, so it has different

 24  characteristics.  Same damage to normal tissue and

 25  cancer, depending on the dose, just like a medication.
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 01  But the difference of the physical characteristic is

 02  that it reduces the amount of radiation on the way in

 03  by at least a half compared to the X-ray or proton

 04  machines.

 05            And what's really great, it stops.  Once you

 06  hit the tumor, it stops.  The tissue behind the tumor

 07  does not get any radiation and side effects.  You can

 08  think of a radiation beam going to a sinus tumor going

 09  into your head, X-rays would go out the back into the

 10  brain.  The protons will come in and stop and not hit

 11  the brain but to the effects to the tumor and the sinus

 12  between the eyes, as one example.  And this has only

 13  been around recently because of the technology

 14  that's -- Dr. Moyers has talked about.  Even though it

 15  first started in 1954, it took -- this is before CTs,

 16  this is before cell phones, and all this other stuff.

 17  Now it seemed reasonable that we should have that.

 18            And one of the things I'd like to impress is

 19  radiation is like a medication.  If I say take 30

 20  tablets of this medication, bad idea to take it all at

 21  once.  But if you spread it out, it helps reduce the

 22  side effects.

 23            Same thing for radiation.  Most radiation

 24  therapy is given daily Monday through Friday over one

 25  to two months.  Very difficult for patients to travel

�0266

 01  to for a daily basis if it's any distance.  In

 02  Connecticut, it is distance.  You have to go to Boston

 03  or you have to go to New York.  We'd like to have it

 04  here so that the patients can get it.

 05            And in my experience as a radiation

 06  oncologist, a lot of patients, even with regular

 07  radiation, do not get the treatment that they need and

 08  deserve simply because it's not conveniently close.

 09  And that's why we are stressing not just one but

 10  multiple proton centers in the state of Connecticut.

 11            I appreciate your time and attendance.  Thank

 12  you.

 13            MR. CSUKA:  Thank you.

 14            MR. HARDY:  Thank you, Dr. Yonemoto.  Our

 15  next witness is Donald Melson.  He is testifying via

 16  Zoom.

 17            MR. MELSON:  Good morning, Dr. Gifford and

 18  OHS staff.  My name is Don Melson, and I'm the Director

 19  of Finance for Danbury Proton.

 20            Having been born and raised in New Britain,

 21  in fact, my childhood home was less than two miles from

 22  where you are today, I'm pleased to be here to discuss

 23  the cost benefits that Danbury Proton will bring to

 24  Connecticut residents as well as the financial

 25  viability of the center.  I adopt my prefiled
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 01  testimony.

 02            As background, for the past 30 years, I've

 03  held senior financial roles with well-known life

 04  science, biotech, and medical technology companies in

 05  the Boston area.  Prior to my current role, I was Chief

 06  Financial Officer of Mevion Medical Systems from 2013

 07  to 2018.

 08            In my role as CFO, I was exposed to all

 09  aspects of the company's technology, competition,

 10  customers, as well as the economic outcomes of those

 11  customers.

 12            After leaving Mevion, I joined Danbury

 13  Proton, as I viewed the business was poised for success

 14  due to the favorable site demographics, single-room

 15  design, and a particularly strong management team.

 16            I will now turn my attention to the cost

 17  effectiveness of proton radiation, my first slide.  As

 18  you have heard, proton radiation's major benefit versus

 19  photon, or X-ray radiation, is that it minimizes the

 20  secondary effects of radiation dosed to the healthy

 21  tissue while effectively radiating the tumor.

 22            Though the initial cost of photon treatment

 23  may be less than the current cost of proton radiation,

 24  the total long-term cost of photon radiation, including

 25  subsequent treatment and care, lost income/workplace
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 01  contribution, not to mention patient suffering, can

 02  exceed the cost of protons.

 03            Another benefit of protons' lower secondary

 04  radiation impact is that the radiation dose intensity

 05  can be increased to the tumor versus that of photons.

 06  Also known as hypofractionation, this evolving

 07  technique opens the door to fewer treatments and lower

 08  costs and a shorter, less-intrusive treatment period.

 09            Finally, single-room proton systems are the

 10  most efficient and risk-reduced method to build proton

 11  radiation capacity within the state.  Early proton

 12  centers were very large, expensive, multi-room centers

 13  costing in excess of $200 million.  Because of their

 14  size and cost, such centers were frequently

 15  underutilized, contributing to financial instability.

 16            Alternatively, single-room centers are less

 17  expensive and can be situated in local populations they

 18  serve.  Single-room centers can also be scaled up as

 19  demand grows by adding another room.  The benefit of

 20  this is matching cost to demand.

 21            Moving to my next slide, I will now address

 22  financial feasibility of the Danbury Proton Center.  As

 23  with most enterprises, a significant key to successful

 24  business venture is location.  Location is also key to

 25  providing access to all residents requiring this
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 01  important treatment.  Danbury Proton's proposed

 02  facility provides convenient access to Connecticut

 03  residents in the heavily populated southwest region of

 04  the state.

 05            In fact, the Connecticut population density

 06  within 25 miles of the facility is over 1.3 million

 07  people, including 98% of the population of Fairfield

 08  County.  Within 30 miles of the facility are five of

 09  Connecticut's top-ten most populated cities.  If the

 10  radius is expanded further to 50 miles, the total

 11  population is approximately 15 million.  And at a

 12  75-mile radius, the population is approximately 18.7

 13  million.

 14            Given the high density -- high population

 15  density, the expected incidence of proton therapy

 16  candidates, and the scarcity of local proton radiation

 17  centers, Danbury Proton expects it will have more than

 18  sufficient demand in its primary service area.

 19            Successful reimbursement is a second driver

 20  of financial success.  Danbury Proton expects

 21  approximately 52% of its patients will be covered under

 22  Medicare, Medicaid, or TRICARE, and 38% will be covered

 23  under mutual-insurance programs, the remaining 10% by

 24  private payers.

 25            While Medicare has covered proton radiation
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 01  with few exceptions since the FDA approval in 1988,

 02  commercial insurance plans have varied in their

 03  coverage, though insurers are increasingly covering the

 04  cost.

 05            Commercial insurance coverage has been

 06  supported by high-profile lawsuits, some of which have

 07  resulted in large judgments against insurers who did

 08  not cover the use of proton radiation in appropriate

 09  cases.

 10            For example, in 2022, a judgment of

 11  $200 million was levied against UnitedHealthcare in

 12  Nevada.  In addition, the Tennessee, Oklahoma, Oregon,

 13  and Virginia State Legislatures have passed laws that

 14  encourage coverage by insurance carriers.

 15            The third -- the efficient use of capital and

 16  operating resources is the third driver of success.  As

 17  mentioned, single-room systems are efficient due to

 18  their low relative cost and scaleability.  However, the

 19  size of the single-room facility also matters.  Danbury

 20  Proton's Mevion facility has the smallest footprint in

 21  the industry and, therefore, the lowest cost of

 22  construction.  Mevion Systems are also known for their

 23  efficient use of utilities and other operating costs.

 24            Because of the efficiency of this design, the

 25  proposed Danbury Proton treatment center has a low
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 01  break-even point on a cash basis.  Even though the

 02  center is expected to generate a $2.4 million loss on a

 03  book basis in its first year at 60% capacity -- that's

 04  280 patients -- on a cash basis, excluding

 05  depreciation, the center will actually be cash positive

 06  from operations.

 07            In fact, the center could withstand a 30%

 08  shortfall in first-year patient volumes -- that's 146

 09  versus the capacity of 338 -- or 42% of total

 10  full-scale capacity.  The center would still maintain

 11  positive cash-basis earnings and be able to meet all of

 12  its financial obligations, including maintaining a

 13  $7.9 million dollar restricted cash balance required

 14  under expected debt covenants.

 15            In summary, proton radiation is a highly

 16  cost-effective therapy, and in my opinion, the Danbury

 17  Proton proposal has a high probability of financial

 18  success.  I urge the Office of Health Strategy to

 19  approve this project.

 20            MR. HARDY:  Thank you, Mr. Melson.

 21            Our next witness is Daria Chylak.  She is

 22  also testifying via Zoom.

 23            MS. CHYLAK:  Good morning, Dr. Gifford and

 24  OHS staff.  My name is Daria Chylak.  I'm an

 25  independent consultant for GlobalData, and I adopt my
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 01  prefile testimony.

 02            I have worked as a researcher and a

 03  consultant on several proton therapy projects since

 04  2018 while working on a healthcare consulting team at

 05  IHS Markit and GlobalData.  And my academic ground, I

 06  have a Masters of Public Health and a Masters of

 07  Science in Bioinformatics.

 08            Opening a proton therapy center in a

 09  high-population area can have a significant impact on

 10  the surrounding region, influencing many aspects of

 11  healthcare delivery and economic activity in the area.

 12            Increasing access to advanced cancer care and

 13  increasing the options patients and their care teams

 14  have in treatment pathways can lead to better health

 15  outcomes.  Specifically, research has shown proton

 16  therapy treatment can decrease long-term complications,

 17  reduce recurrence rates, and improve overall survival

 18  rates, especially for cancers in sensitive or

 19  hard-to-reach areas of the body.

 20            Although opening a new center involves

 21  significant investment and resources, there are clear

 22  benefits for local and regional economies once the

 23  facility is in operation, such as creating high-paying

 24  skilled jobs and attracting related services like

 25  medical supply companies.
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 01            Proton therapy centers often become hubs for

 02  clinical research and innovation.  This can facilitate

 03  partnerships with universities, pharmaceutical

 04  companies, and research institutions, potentially

 05  leading to new breakthroughs in treatment and unique

 06  collaborations with other researches.

 07            New proton therapy centers can also serve as

 08  a training ground for medical professionals.  This

 09  helps cultivate a skilled workforce that shares ideas

 10  and expertise across the country, improving the

 11  standards of care for cancer nationally.  In the long

 12  term, this can only improve our understanding of cancer

 13  and lead to improved health outcomes and improved

 14  public health policies relating to cancer care.

 15            Establishing a new proton therapy center and

 16  improving patient access to cancer treatment can set a

 17  precedent for other regions to follow, potentially

 18  leading to more widespread adoption of this technology.

 19            Next slide, please.  Overall, in our

 20  feasibility study, we have concluded that the

 21  environment in Connecticut is favorable for the

 22  concurrent operation of two proton centers with one

 23  delivery unit at each center.  This is due to the

 24  location in the northeast.  Danbury's in a

 25  high-population density area with large urban venters
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 01  nearby.  A significant population provides a base of

 02  potential patients, including a high proportion of

 03  older adults who are more likely to require cancer

 04  treatment.

 05            The single-room configuration is beneficial

 06  in that it's less expensive to build, staff, and

 07  maintain.  And there's a higher probability of

 08  operational stability and success.

 09            Site location and accessibility is crucial.

 10  Danbury is near major transportation routes, near

 11  public transit, and near major hospitals and medical

 12  centers.

 13            Recent peer-reviewed published research has

 14  shown promising evidence that proton beam therapy can

 15  provide improved patient outcomes compared to

 16  conventional radiation therapy.

 17            There are still some gaps in the knowledge.

 18  There's a need for more randomized control trials,

 19  which are seen as the gold standard and the most

 20  scientifically rigorous for evaluating medical

 21  interventions.  But the general growth in proton

 22  therapy and increased interest in this treatment

 23  suggests that the evidence base will continue to grow.

 24            I thank you for the opportunity to provide my

 25  testimony.  I welcome any questions.
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 01            MR. HARDY:  Thank you, Ms. Chylak.

 02            Our next witness is also testifying via Zoom.

 03  Christopher Gonzalez.

 04            MR. GONZALEZ:  Thank you so much for your

 05  time this morning.  I'll try to keep my presentation

 06  brief for the sake of time.  My name is Christopher

 07  Gonzalez.  I am the President of Apollo Healthcare.

 08            A little background before my -- the

 09  inception at Apollo Healthcare.  I trained at the

 10  University of Texas and the (inaudible) cancer center,

 11  specializing in medical dosimetry.  Most people might

 12  not know what that is because most dosimetrists don't

 13  show up to your kindergarten class and tell you what

 14  they do.

 15            But in layman's terms, dosimetrists are --

 16            THE COURT REPORTER:  Excuse me.  I'm sorry.

 17            MR. GONZALEZ:  -- fulfill the prescriptions

 18  of the doctors and --

 19            MR. CSUKA:  Mr. Gonzalez, could you hold for

 20  one second, please?

 21            THE COURT REPORTER:  He's very muffled to me.

 22  Is anybody else having trouble understanding him?

 23            DR. GIFFORD:  A little bit.

 24            (Mr. Gonzalez's microphone was adjusted.)

 25            MR. GONZALEZ:  So, as I was saying, I'm a
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 01  medical dosimetrist by trade.  I have been a clinician

 02  on the dosimetry side for about -- since 2014, I'm

 03  sorry.  And then I quickly got into the business side

 04  of radiation oncology since the inception of Apollo

 05  Healthcare.

 06            Next slide.  So, at Apollo Healthcare, we now

 07  represent about 40% of the proton centers within the

 08  United States.  And when I say "represent," we are a

 09  contractor for the centers to help patients get access

 10  to proton therapy through their insurance companies.

 11            And I can say throughout my time, the further

 12  it's gone, which is -- it's not good for our business

 13  but good for patient access, where proton therapy

 14  through the commercial carriers have increased access

 15  nationally without us having to do a deal or,

 16  quote/unquote, fight with insurance companies.

 17            So, when we started Apollo Healthcare, I

 18  would say about -- it was roughly around 70% of our

 19  denials for proton therapy were getting denied.  I

 20  mean, our submissions were getting denied.

 21            Now that's flipped.  Our up-front submissions

 22  are mostly getting approved mainly because most of the

 23  payers, including the large payer in Connecticut, which

 24  is Anthem Blue Cross, have changed their medical

 25  policies drastically, which is a good thing for
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 01  patients to be approved.

 02            And so, now we're seeing multiple disease

 03  sites that we were normally having to appeal to get

 04  approved are already getting approved on first-pass

 05  submission.  So, that would include all of your CNS

 06  tumors, all pediatrics, all skull tumors, head and

 07  neck.  Now things are -- other disease sites such as

 08  breast are coming more online in terms of getting

 09  approved as well.

 10            So, the utilization of protons isn't just

 11  because of a geographical location.  There was always a

 12  restriction based upon the payers.  But the trend now

 13  is payers are I guess -- we're seeing it develop.

 14  That's the best way of saying it.  And a lot of these

 15  disease sites are on par with the access that regular

 16  radiation therapy would get.

 17            And then, lastly, Medicare itself for y'all's

 18  region or, for that matter, every region in the United

 19  States, I wouldn't say covers almost every disease site

 20  but about 95% of the disease sites Medicare covers, and

 21  it's normally at 100% depending on the location of

 22  (inaudible.)  But in theory, we've never had any issues

 23  with Medicare approving proton therapy thus far.

 24            So, lastly, I did want to say is, with

 25  regards to this area and the centers that we do
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 01  represent at Apollo, capacity has always been now a new

 02  issue with proton therapy centers where patients are --

 03  we are hitting capacity at a lot of these centers;

 04  hence the need for more centers in that region, mainly

 05  because before we were having issues that we had a

 06  center that we couldn't get patients approved on these

 07  private-insurance companies, so the capacity was always

 08  kind of maybe at 60% or 70%.

 09            Well, now that insurance companies are

 10  covering proton therapy, which is great, it's kind of

 11  like squeezing another rubber band around a balloon;

 12  something else pops up somewhere, and, again, most of

 13  our centers are having capacity issues.  And,

 14  unfortunately, that capacity metric is very hard to

 15  capture because a lot of patients end up getting

 16  regular radiation, and it's hard to capture that data.

 17            But from an anecdotal standpoint, most of our

 18  centers are at capacity at this point.  With that said,

 19  I wanted to keep it short, and thank you for your time.

 20            MR. HARDY:  Thank you, Mr. Gonzalez.

 21            Our next witness is Steve Coma.  He's also

 22  testifying via Zoom.

 23            MR. COMA:  Thank you.  Can everyone hear me

 24  okay?

 25            MR. CSUKA:  Yes.
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 01            MR. COMA:  Awesome.  Well, thanks to the

 02  committee for their time this morning.  My name is

 03  Steve Coma.  I'm a Senior Managing Director at Hilltop

 04  Securities.  I have been in the business for about 40

 05  years, as you can tell by my hair color.  And I look

 06  forward to testifying today.  I adopt my prehearing

 07  testimony.

 08            You know, I will be very short, as others

 09  have said.  My primary role in the transaction is to

 10  find financing.  And I am confident, given current

 11  market conditions and the structure of this project,

 12  that we would be successful.  I can't see the slides

 13  that the committee is looking at, but I can take you

 14  through them quickly.

 15            The first slide -- you know, one of the

 16  primary reasons that we have a high degree of

 17  confidence is Steve and his staff have assembled a very

 18  strong team.  To structure these transactions

 19  successfully, you need excellent legal counsel as well

 20  as financial advisers, and we have both.  We plan to

 21  use Orrick Herrington as bond counsel.  They're the

 22  largest bond counsel firm in the country and have

 23  financed numerous projects similar to this.  We just

 24  thought we (inaudible) that's the counsel that

 25  represents me and prepares the offering document or the
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 01  official statement.

 02            We have DAMG Worldwide as a financial

 03  adviser, with Steve on the team, and importantly we

 04  have LendLease as a primary contractor, obviously an

 05  extremely well-known name.

 06            Next slide.  The project -- as the committee

 07  probably is well aware, this is not the first time that

 08  the bond market has potentially financed a facility

 09  like this.  There have been successes and failures.

 10  Actually, that works very much to our advantage.  We

 11  can highlight the strengths of this project and

 12  eliminate areas of weakness if either the market is

 13  identified or producements are identified.

 14            Obviously, the dense population of

 15  Connecticut where the center is going to be located is

 16  a huge strength.  The fact that it's a single-room

 17  therapy, you know, a smaller initial transaction, we

 18  can build in demand, don't overbuild where we would

 19  have excess capacity.  No affiliation restrictions.

 20            While that seems somewhat counterintuitive, a

 21  number of the facilities have had affiliations and

 22  those affiliations have not ended up being as

 23  substantive as hoped.  So, this gives us flexibility to

 24  search for patients, you know, on a broader basis.

 25            And then the financials.  We've spent a fair
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 01  bit of time on feasibility with this.  Obviously, that

 02  will be updated, but financials certainly highlight a

 03  strong project.

 04            For the committee's, you know, perspective,

 05  the investor base for this are large institutional,

 06  primarily tax-exempt mutual funds and similar large

 07  institutions.  We do not sell this to individual

 08  investors.  While we are very confident in the project,

 09  we want to make sure our investor base is very

 10  sophisticated and has experience with these projects.

 11  All potential participants already have experienced

 12  financing proton therapy.  Were I could have had this

 13  conversation with the committee, you know, two years

 14  ago, my confidence wouldn't be quite as high.

 15            But with the Fed stabilized, even though they

 16  didn't cut rates yesterday, they cut them consistent.

 17  That has been a very positive sign for the bond market

 18  and institutional investors, and currently demand for

 19  projects like this considerably exceed supply.

 20  Obviously, that puts us in a stronger position to

 21  negotiate appropriate terms and put in place successful

 22  financing.

 23            And that's all I have.

 24            MR. HARDY:  Thank you, Mr. Coma.

 25            Our next witness is Lionel Bouchet, who is in
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 01  person today.

 02            MR. BOUCHET:  Good morning, Dr. Gifford, OHS

 03  staff.  My name is Lionel Bouchet, and I adopt my

 04  prefile testimony.

 05            So, I represent Mevion Medical Systems, the

 06  manufacturers.  I've personally been in proton therapy

 07  for almost 20 years, really with a vision that proton

 08  therapy should be provided access to as many patients

 09  as possible.

 10            So, Mevion was formed in 2004 by members of

 11  the Boston community, the New England community, MGH,

 12  Harvard, M.I.T., with a very specific goal, is reducing

 13  the complexity of proton therapy.

 14            We've been FDA-cleared since 2012.  We've

 15  been leading the proton therapy market since 2013,

 16  really developing that next generation of proton

 17  therapy.

 18            Next slide.  So, we have organized here just

 19  outside Boston, and our vision is to provide superior

 20  proton therapy to as many cancer patients as possible.

 21            And we've heard from a lot of people here

 22  about the concept of access.  Access was limited

 23  because of the size, because of the complexity of the

 24  proton facilities, and was limited to only a few people

 25  that were local to the proton centers.  So, the concept
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 01  of equity of care in proton therapy has always been

 02  the reason of sort of why we have been pushing and

 03  developing these proton therapy centers.

 04            If we go to the next slide, you will see that

 05  Mevion, in the compacted versions, the

 06  miniaturizations, has changed the market.  We go from

 07  the very large centers where the accelerator is

 08  distributing to multiple rooms of about several hundred

 09  million dollars of investment, football-field-sized

 10  facility, MGH, these kind of facility, University of

 11  Pennsylvania and others too.

 12            Proton centers are much more similar to

 13  accelerators.  They are integrated.  They can be

 14  integrated within an existing facility.  They can have

 15  a support staff that are very similar to promotional

 16  therapies.  And the operational success has been

 17  proven, where some of the large centers have had

 18  financial difficulty, the compact centers, the Mevion

 19  centers, their experience than that the proton centers

 20  are successful.

 21            You've seen the history.  This is a very long

 22  history, because it is complex.  And today we have --

 23  when we go to next slide, we have seen since 2020

 24  multiple single-room centers being developed in the

 25  U.S. than multi-room centers, because, again, this
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 01  concept of access, concepts of being able to integrate

 02  within an existing radiation therapy, existing

 03  radiation therapy.

 04            And if you want to go to the next two slides,

 05  here, what proton therapy becomes is a tool in the

 06  toolbox.  It's a tool in the toolbox for radiation

 07  therapy, as Dr. Yonemoto said, is about delivering

 08  radiation very precisely, sometimes small.  The more

 09  you can do that, the more you can control the tumor.

 10            So, how have we achieved that?  When we go to

 11  the next two slides, you'll see that it's a question of

 12  miniaturizations.  We've seen that and we've

 13  experienced that.  And I'd like to show that with the

 14  evolution of the miniaturization of technology that is

 15  with us today, with all of us, the miniaturization of

 16  cell phone -- miniaturizations of our cell phones.

 17            And we've done the same thing with

 18  phototechnology, where the proton therapy accelerators

 19  or generators used to be 250 tons.  Today it's just 50

 20  ton.  It's the diameters of about two-feet diameters,

 21  where we accelerate the proton and (indiscernible) come

 22  out of the -- you see on the right, the accelerator on

 23  the left, just the size.

 24            With the smaller size, what we do is we can

 25  put everything into one single box, single room.  So,
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 01  that single room is, if you want to go to the next

 02  slide, this is three stories.  You've seen it.  But the

 03  Mevion is a clean environment, very similar to

 04  conventional radiation therapy.

 05            And the Danbury project is doing a great job,

 06  when we go to slide 68, to really develop a environment

 07  that is pleasing to the patient.  And that's very

 08  important.

 09            So, we develop that staff radiation therapy

 10  can actually use, but here they're going even further,

 11  but it will be normalization for the patient.

 12            So, the technology continues to evolve, and

 13  we are excited with this project just being an hour and

 14  a half away from a factory, from a manufacturing of the

 15  amount of where we build the system.  And we continue

 16  to evolve technology to be more and more precise.  And

 17  here is the development that we are doing, combining

 18  the imaging, combining more precise beam options to be

 19  able to deliver radiation more precisely, more

 20  efficiently.

 21            So, a patient -- some of the centers are

 22  treating maybe 40 or 50 patients a day very

 23  successfully.  We are doing that because we are keeping

 24  (indiscernible) to very standard radiation therapy.

 25            So, today in the U.S., we have -- Mevion has
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 01  about 20 centers or 20 default centers.  We have about

 02  12-plus centers (indiscernible), several also in

 03  development.

 04            We're very excited for opportunity of this

 05  project.  We do see that importance of access.  We very

 06  often have patient coming to a factory, patient that

 07  have been treated with a machine, sharing their

 08  experience, and we hear the same thing, is proximity of

 09  care is important.

 10            The journey is a difficult -- it's a long

 11  journey, a longer journey.  And each journey, as

 12  Yonemoto said, can take five, six weeks; and five, six

 13  weeks of travelling can be very difficult for equity of

 14  care.  So, we're excited for this project.

 15            Thank you for your attention.

 16            MR. HARDY:  Thank you.  Our next witness is

 17  Jack Harty.

 18            MR. HARTY:  Good morning, Dr. Gifford and

 19  members of the OHS staff.  My name is Jack Harty, and I

 20  adopt my prefile testimony.

 21            I'm the Facilities Director for Danbury

 22  Proton, and I come before you today to speak about the

 23  unique designs and construction considerations included

 24  on the Danbury Proton therapy facility.

 25            I've been in the healthcare construction
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 01  industry for over 30 years with an emphasis on

 02  radiation-generating devices and facilities and have

 03  had the opportunity to visit and study other existing

 04  proton therapy centers and the different systems they

 05  use.

 06            Prior to joining Danbury Proton, I spent ten

 07  years at Mevion Medical Systems, helping to design and

 08  construct every one of the Mevion sites currently in

 09  operation while developing concepts and designs for

 10  over 200 other locations word wide.

 11            Until the introduction of the Mevion system,

 12  proton centers required large, bulky rooms, concrete

 13  vaults to house the proton accelerator and individual

 14  treatment rooms.  Those systems required massive

 15  amounts of space and concrete to construct and, once

 16  operational, would consume large amounts of electricity

 17  and fossil fuels to operate.

 18            The Danbury Proton Center examined these

 19  costs and the impact to the environment with an eye

 20  towards determining what contributions we could make in

 21  addressing the current climate-change situation we're

 22  in, while at the same time minimizing the impact to the

 23  area, while providing a safe, comforting space for our

 24  patients as they are battling their cancer diagnosis.

 25            To accomplish our goals, Danbury Proton
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 01  selected the Mevion system as our primary treatment

 02  device, capitalizing on the reduced size of the vault

 03  and minimal support system space requirements, as

 04  Steven noted in his presentation.

 05            We then considered the impact to existing

 06  surrounding area of the site and elected to construct

 07  much of the facility underground, embedding it within

 08  the natural topography of the site to allow for better

 09  interior environmental controls while maintaining the

 10  existing grades and flow of the land to preserve the

 11  field-like appearance of the former farm.

 12            Covering the building with a green roof of

 13  metal grasses allowed us to preserve the natural

 14  habitat and biodiversity commonly on site and minimized

 15  water runoff that eliminating green spaces would cause.

 16            For the operational systems of the facility,

 17  we elected to invest substantially in renewable-energy

 18  sources utilizing a geothermal heat pump system to

 19  provide required heating and cooling of the facility

 20  while allowing the building to operate without the need

 21  for fossil fuels.

 22            We also put in exterior window glazings that

 23  adjust automatically to shade the building from the

 24  temperature gains usually encountered with large glass

 25  walls.
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 01            And for the exterior of the site, we chose to

 02  use L.E.D. down-lighting to safely promote illumination

 03  of the site while almost eliminating any light

 04  pollution that would negatively impact the local area

 05  and its nocturnal plants and animals.

 06            Finally, we recognize that patients affected

 07  with a cancer diagnosis require more than just a direct

 08  treatment of their disease, and we offered to provide

 09  additional spaces to accommodate the more holistic side

 10  of patient needs.

 11            To accomplish this, we included a significant

 12  amount of building space to allow our patients to

 13  maintain their dignity and privacy while they travel

 14  their cancer journey, providing spaces for their

 15  support people to be on site with them during treatment

 16  days and provide an office of support personnel to

 17  assist them in finding resources to help them access

 18  and recover from their treatments.

 19            I'd like to thank you again for considering

 20  this unique facility and technology, and I look forward

 21  to helping to bring the benefits of this facility to

 22  Connecticut cancer patients.  Thank you.

 23            MR. HARDY:  Thank you, Mr. Harty.

 24            Our last witness is Dr. Andrew Chang, and he

 25  is testifying via Zoom.
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 01            DR. CHANG:  Good morning.  Thank you for

 02  giving us a chance to present some information about

 03  our involvement with the Danbury Proton project.  My

 04  name is Dr. Andrew Chang, and I'm a radiation

 05  oncologist by training.  I adopt my prefile testimony.

 06            I have been involved in proton therapy for

 07  the last several decades with a primary focus on the

 08  clinician treating pediatric cancers and breast

 09  cancers.

 10            And the reasons that the pediatric population

 11  is particularly seen as beneficial for receiving proton

 12  therapy is because the pediatric body is very sensitive

 13  to the exposure of radiation to the normal developing

 14  tissue.

 15            Pediatric patients are impacted not only in

 16  slowing down the growth and development of

 17  (indiscernible), but in addition are the patients that,

 18  if cured of their cancer, are expected to live long

 19  enough such that the long-term side effects of

 20  radiation, such as second cancers or impact on organs,

 21  will show up and can impact that patient's life 10, 20,

 22  even 30 years after their treatment.

 23            It's for that reason that, once proton

 24  therapy started becoming more widely available in the

 25  early 2010s or so that we saw a very quick uptake in
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 01  the numbers of patients that were being sent for proton

 02  therapy in the pediatric population.

 03            It was for this reason that my work with all

 04  of my colleagues at that time, ten proton centers in

 05  the United States, looking at the volume of patients

 06  that were being treated with proton therapy -- and as

 07  shown on this slide here, there was a pretty big uptick

 08  in those patients being sent.

 09            In addition, one of the things we saw was

 10  that other countries that did not have access to proton

 11  therapy were likewise sending patients to the United

 12  States for proton therapy.  And in 2012, there was

 13  about 19% of all the patients treated with proton

 14  therapy in the United States actually came from outside

 15  the United States.

 16            At its peak, the United Kingdom, before they

 17  had built their first proton center, were sending about

 18  120 patients per year to the United States for us to

 19  treat, and I treated about half of those patients.

 20            Next slide.  This is kind of the poster child

 21  of what we think about and why we look at the benefits

 22  of proton radiation therapy in these patients.  This is

 23  an example of a 10-year-old girl that had a brain tumor

 24  that we typically would treat with surgery to the main

 25  tumor in the back of the brain there, as well as

�0292

 01  chemotherapy, and then radiation to the entire fluid of

 02  the brain and spine.

 03            With that treatment, we know it does a very

 04  good job of curing these patients with the estimated

 05  survival in the 80%-to-85% range, but they would

 06  develop long-term side effects as a result of the

 07  radiation exposure in combination with chemo that they

 08  would receive.

 09            In particular, as you can see on the picture

 10  on the left, that light green is the radiation from

 11  standard X-ray radiation that's exiting the body of

 12  this child, and these patients will develop heart

 13  disease even as soon as five to seven years after the

 14  radiation exposure to the point that the most common

 15  cause of death in these patients, should they survive

 16  their cancers, is heart attacks in their 30s and 40s.

 17            With the use of proton therapy, not only are

 18  we able to avoid things like the heart completely, as

 19  shown in the picture on the right, but the radiation

 20  stops before it gets to the bone marrow.  And for

 21  children like this receiving chemotherapy, what that

 22  means they are not needing the transfusions or the

 23  hospital admissions for low blood counts that we saw in

 24  the standard X-ray radiation before we had access to

 25  being able to use proton therapy.
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 01            Some other kind of side benefits we see from

 02  that is avoiding the bowels.  It means less nausea for

 03  these patients under treatment.  Without radiation

 04  exposure to the thyroid and breast, like this young

 05  girl, that would mean there's no increased risk of

 06  second cancers, of breast cancer or thyroid malignancy.

 07  And, likewise, being able to avoid the fertility organs

 08  means this why would will be able to preserve her

 09  ovarian function and her ability to carry children in

 10  the future.

 11            Next slide.  While most side effects from

 12  radiation we think about occurring years to decades

 13  after radiation, this is a particularly striking case

 14  of two patients that were treated by a colleague of

 15  mine, both 16-year-olds, with a tumor in the right back

 16  area.  And this colleague of mine had treated one with

 17  X-ray therapy before he had a proton center available

 18  to him.  And nine months later, he had a proton center

 19  built at his facility in Oklahoma and was able to use

 20  proton therapy when another patient, another

 21  16-year-old male with the exact type of tumor, occurred

 22  in that area.

 23            And what's striking is, on the next slide,

 24  you can see, within 12 months, the child that had the

 25  X-ray therapy, the IMRT radiation, the kidney that's

�0294

 01  adjacent to it on the bottom slide 12 months later is

 02  shrunken and damages compared to the kidney on his

 03  other side, was the patient that had the proton

 04  therapy, that kidney is a little bit smaller in the

 05  back but for the most part relatively normal and still

 06  functional.

 07            These patients were actually treated by my

 08  colleague, Sameer Keole, the new president of ASTRO

 09  this year.  And he still follows these patients.  And

 10  he told me just last year that these patients were

 11  treated in 2011, 2012, they're both still alive, but

 12  the patient that had the IMRT radiation is now on

 13  kidney medications that he's going to be on for the

 14  rest of his life because of that damage to that kidney.

 15            Next slide.  One of the largest areas of

 16  growth in adoption of proton therapy in the past few

 17  years has been that with breast cancer.  In the United

 18  States, breast cancer is the most common cancer among

 19  woman, and we know that, with the great screening that

 20  we do now, we catch most of these breast cancers

 21  earlier and earlier, and as such, we have very good

 22  cure rates for many woman with breast cancer.

 23            But, as a result of that, what we see is that

 24  the side effects from the breast cancer radiation catch

 25  up to these womans, and typically, the biggest concern
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 01  about breast cancer treatment with radiation is

 02  increased risk of heart disease.

 03            And this is particularly for woman with

 04  cancer on the left breast because of the heart, that

 05  sits just behind the left breast.  And the big artery

 06  that is most often clogged in heart disease sits right

 07  in the front of that left heart.

 08            And you can see in the picture on the left

 09  that heart, which is sitting right behind that left

 10  breast, gets that full dose of radiation, or very close

 11  to a full dose of radiation, with X-ray or photon

 12  radiation; whereas with proton therapy, we can stay off

 13  of that heart almost completely.

 14            And it's for that reason we started seeing a

 15  very large uptick in the numbers of patients with

 16  breast cancer that are being sent particularly for

 17  proton therapy.  In fact, in some cases, like the

 18  University of Maryland Photon Center, the most common

 19  cancer that is treated by proton therapy is breast

 20  cancer.  And that's because of the risk after about

 21  seven years, increasing heart attacks and heart disease

 22  occurring in the woman with left-sided breast cancer.

 23  That can be completely avoided in the use of proton

 24  therapy.

 25            Next paragraph.  One of the more striking
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 01  studies to come out recently was a randomized study in

 02  the mid-2022 where patients with cancer that spread to

 03  the brain, particularly in breast cancer or lung

 04  cancer, were found to have increased survival when

 05  treated with proton therapy to the entire brain and

 06  spine axis.

 07            This was particularly striking because this

 08  is the first study in a little over 20 years that has

 09  seen an increased survival in these patients when

 10  treated with normal radiation.

 11            This was started by our colleague of ours at

 12  Memorial Sloan Kettering when he noticed that, just

 13  like the pediatric population, there's less radiation

 14  to the spine, they can tolerate more chemo and their

 15  blood counts start doing better.  He said, Can we do

 16  the same thing for adults with the tumor on the brain

 17  and spine?

 18            And not only did he see they tolerated the

 19  therapy just as well as limited radiation but that

 20  these patients had increased survival.  And so, he

 21  instituted this randomized study that was early because

 22  of the survival benefit that saw substantially greater

 23  length and duration of survival in these patients that

 24  were able to receive proton therapy.

 25            Next slide.  Some of these things that I've
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 01  been talking about, about side effects that occur after

 02  months or years, also lead to not only improvement in

 03  the patient's quality of life but, likewise, what is

 04  not often considered is the cost of the side effects

 05  that we have to care for in these patients, right.

 06            It's hard to calculate how much not having a

 07  heart attack saves the institutions or -- that

 08  16-year-old patient, what is the cost of the medication

 09  for the rest of his life for his kidney disease?

 10            Well, the group at MD Anderson has paid

 11  attention to this and said maybe we should not just

 12  look at the cost of proton therapy but the cost of the

 13  entire care for a procedure.  And in particular for

 14  this picture, it's the cost of head and neck cancers.

 15  When treated with radiation, these patients need less

 16  use of a feeding tube.  And not only is that a

 17  quality-of-life issue for these patients, but as you

 18  can see in this picture, when the patient needs a

 19  feeding tube with X-rays, which is about twice as often

 20  as proton therapy, the cost jumps up.

 21            And at the end of the treatment course, you

 22  can see in the blue versus the orange, the cost

 23  differential between proton therapy and X-ray therapy

 24  is only a few percent as a result of the other

 25  interventions needed.
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 01            This analysis was further expanded on the

 02  next slide, where Dr. Frank said, Look, what if we took

 03  a look at the entire cost of care not only in just

 04  particular things like a feeding tube, but what if we

 05  looked at the cost of care for pharmacy and medications

 06  for pain control, the use of laboratory testing and in

 07  hospital admissions?

 08            And you can see this graph here looking at

 09  the cost of the entire care versus the cost of

 10  radiation itself.  And you can see the radiation for

 11  the protons is, indeed, more expensive, but everything

 12  else less.

 13            And that led to the startling finding that,

 14  when utilizing proton therapy, these patients with head

 15  and neck cancer actually had a lower overall cost of

 16  care.  On the next slide, you can see for the cost

 17  savings are 21% lower for proton therapy as compared to

 18  patients that were treated with X-rays.

 19            This led to the university -- this led to the

 20  entire University of Texas system approving proton

 21  therapy for patients with head and neck cancer.

 22            As more and more of this data comes out, and

 23  there's going to be another one by Dr. Frank, a

 24  randomized study coming out in the next month, we're

 25  starting to see not only the improvements in the cancer
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 01  control with use of the proton therapy but decreases in

 02  side effects and, leading to that, the cost savings to

 03  healthcare systems as a whole.

 04            Because of that, we're -- or as has been

 05  mentioned by a few of the others, we're starting to see

 06  capacity constraints.  I, myself, am a radiation

 07  oncologist in San Diego, California.  And I can tell

 08  you that my meetings mostly nowadays are figuring out

 09  how to triage patients, because we have more patients

 10  than we can treat, and we have to figure out who is the

 11  greatest benefit.

 12            When we start seeing that at other locations

 13  -- and we do see that at other proton centers when I

 14  talk to my colleagues about, can we send patients to

 15  your center because I'm full.  And, for instance, just

 16  at our annual National Association Proton Therapy

 17  meeting a month and a half ago, the big presentation

 18  from the Memorial Sloan Kettering group and the proton

 19  center in Harvard was about how do they triage

 20  patients, because they're full and they have a waiting

 21  list as well.  The next closest one, Boston, they're

 22  very full with patients, and their machine is going to

 23  be undergoing a multiyear upgrade soon, so they're

 24  going to be losing 70% of their capacity to treat

 25  patients.
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 01            And I think that leads us to the big question

 02  of how do we get more of these centers access to --

 03  have patients have access to the machines?  And with

 04  the location there in Danbury, it provides a very

 05  convenient overflow to not only the patients in

 06  Connecticut but from the surrounding areas as well.

 07            Thank you for giving me this opportunity to

 08  share some of the clinical background and how I see it,

 09  having been involved in protons for the last few

 10  decades and seeing the growth of this space and what

 11  changes have come as a result of that.  Thank you very

 12  much.

 13            MR. HARDY:  Thank you, Dr. Chang.

 14            So, that concludes the direct-testimony

 15  portion of our presentation.

 16            MR. CSUKA:  Thank you.  I think it makes

 17  sense to take a break at this point.  We've all been

 18  sitting for quite a while now.  So, let's come back

 19  want to say 20 minutes, 30 minutes?

 20            DR. GIFFORD:  20 minutes.  I do have some

 21  questions for your witnesses that are remote, so if

 22  they could stick around for the questions.

 23            MR. HARDY:  Certainly.

 24            MR. CSUKA:  So, let's take 20 minutes.  We'll

 25  come back, let's say, 11:00, and we will pick up where
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 01  we left off.

 02            Again, public comment sign-up is continuing

 03  until 12:00.  And anything that's said in this room may

 04  be picked up by the mics, anything you say may be

 05  picked up by the mics, so just be careful of that fact.

 06  Thank you.

 07            (A recess was taken from 10:39 a.m. until

 08  11:00 a.m.)

 09            MR. HARDY:  We're ready.

 10            MR. CSUKA:  Can we go back on?  Thank you.

 11  Welcome back.

 12            For those just joining us, this is Docket

 13  Number 23-3267-CON.  It's Danbury Proton's application

 14  for the Acquisition of a Technology New to the State

 15  Plus a CT Scanner.

 16            We had the applicant's presentation earlier

 17  this morning.  Now we're going to continue on to some

 18  of the questions that OHS has.

 19            The plan is to begin public comment at 12:00.

 20  So, for anyone listening in or in the area who wants to

 21  participate, please sign up before 12:00, and they will

 22  likely take you in the order in which you appear.

 23            Elected representatives, we may have to go a

 24  little bit out of order in order to accommodate their

 25  schedules.  But the plan, again, is to begin at 12:00
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 01  and then probably break for lunch, because I don't

 02  think we're going to get through all of OHS' questions

 03  before noon.  And then we'll come back and we'll wrap

 04  things up.

 05            So, does that sound okay to you, Attorney

 06  Hardy?

 07            MR. HARDY:  It does.  Thank you.

 08            MR. COURTNEY:  The only qualifier I might

 09  give there is Dr. Chang was hoping that he was done at

 10  noon so he could get back to his patients.  So, if we

 11  had specific questions for people on the line, if we

 12  could move those before 12:00 as opposed to having them

 13  wait until after all the public --

 14            MR. CSUKA:  Okay.  I think that's doable.

 15  We'll do our best to direct them to specific

 16  individuals.  There are 11 of you, so --

 17            MR. COURTNEY:  Yes.

 18            MR. CSUKA:  -- so, you know, we'll do our

 19  best is all that I can say.

 20            So, I think Dr. Gifford wanted to start by

 21  asking some questions about the presentation that was

 22  given earlier.  So, I will turn the mic over to

 23  Dr. Gifford.

 24            DR. GIFFORD:  Thank you very much.  And I

 25  want to say thank you to all of the witnesses for both
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 01  your carefully prepared application and your thoughtful

 02  testimony.  It's very helpful for the Office of Health

 03  Strategy as we consider this application.  So, thank

 04  you.

 05            I actually -- my first questions were for

 06  Dr. Chang, so hopefully that comports with his need to

 07  see patients.

 08            First of all, I just want to establish for

 09  the record, Dr. Chang, that the cost/benefit data that

 10  you showed on your slide beginning at Slides 82, 83,

 11  and 84, is unpublished data.  Is that accurate or --

 12  just I'm noting provided by Steve Frank at the bottom,

 13  so I just wanted to confirm that this was provided by a

 14  peer and not published in a peer-reviewed journal.

 15            DR. CHANG:  Thank you for the question and

 16  the kind words.  There have been updates published in a

 17  couple of different versions now.  This was the summary

 18  slides he originally provided to me a few years ago.

 19  And there have been published reports -- there's been

 20  published portions of this since then, and I'm happy to

 21  provide those as well.  I'll get the papers from him if

 22  that would be helpful for you.

 23            DR. GIFFORD:  Yes.  Thank you.

 24            DR. CHANG:  Sure.

 25            DR. GIFFORD:  Okay.  So, my other questions,
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 01  which I believe are for you, Dr. Chang, but whoever

 02  from the team wants to respond, have to do with the

 03  clinical indications for proton beam therapy.

 04            First of all, in the application, you

 05  provided the ASTRO model policy as the template for

 06  clinical practice guidelines.

 07            Is that the closest thing we have to a

 08  clinical practice guideline for proton beam therapy?

 09            DR. CHANG:  So, I would say there's probably

 10  three major ones.  ASTRO's is one of them.  Astro is

 11  our society of radiation oncology in general.  And they

 12  have an updated one, actually, that came out fairly

 13  recently.  I'm not sure if that's the updated one

 14  that's included in there.  But, yes, in essence, they

 15  split it into group ones and group twos.

 16            The other two big policy groups would be the

 17  NCCN, and that is more of an oncology standards rather

 18  than radiation in general.  So, that -- NCCN is a group

 19  that gives general guidelines for surgery,

 20  chemotherapy, and radiation in there.  And in there, it

 21  does site specific ones that were -- where proton

 22  therapy has a particular advantage.

 23            The last group would be for the National

 24  Association of Proton Therapy that also has policy

 25  guidelines that will address similar clinical cases.
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 01            But, yes, those are the named three, ASTRO

 02  being one of them.

 03            DR. GIFFORD:  Okay.  And I believe that ASTRO

 04  model policy was included in your application but not

 05  the other two; am I correct there?

 06            Okay.  So, if there's relevant information to

 07  my question for that clinical indications in those

 08  other two guidelines, then it might be appropriate to

 09  provide those to us.

 10            DR. CHANG:  Sure.  The NCCN one is fairly

 11  comprehensive.  And I think part of the reason we

 12  didn't include that is there are literally hundreds of

 13  pages per disease site and about 40 disease sites, so

 14  it wouldn't be necessarily helpful to submit all of

 15  that for specific questions.

 16            DR. GIFFORD:  Okay.  All right.  So, in the

 17  ASTRO model policy, as you mentioned, they divide

 18  cancer types into group one and group two cancers.  I'm

 19  trying to get a better understanding of your assessment

 20  of need based on those two groups.

 21            And so, can you give us -- can you describe

 22  for us, either you, Dr. Chang, or another member of the

 23  team, of the estimated number of cases that Danbury

 24  Proton would be treating in a year, how many of those

 25  are from the group one cancers, and how many would be
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 01  from the group two?

 02            DR. CHANG:  So, I think I would defer that to

 03  another member of the team who did the numbers

 04  specifically for Danbury modeling.

 05            I would say that in my center in San Diego,

 06  approximately 70% of the patients would be in group

 07  one, many of those being reirradiation.  And that's a

 08  growing area of treatment where I tend to see a lot of

 09  referrals from my colleagues in the X-ray practice.

 10  And that's because about 10% of all patients that we

 11  treat have local recurrence only that have had

 12  radiation before and are still curable because it

 13  hasn't spread.  But the difficulty is once an area has

 14  received radiation, coming in and getting a second

 15  course of radiation is particularly difficult to do.

 16            And so, we see a lot of head and neck and

 17  brain tumors that have this -- that fall into this

 18  category where they've been treated once, it's only

 19  come back right where it started, and it's hard to give

 20  any more radiation, standard radiation, then they get

 21  referred to a proton center.  That makes up probably

 22  40% of my head-and-neck patients, are reirradiation.

 23  And so -- and reirradiation is one of the group one --

 24  major group one indications.

 25            I would say, again, in total at our center in
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 01  San Diego, about 70% would fall into that group one.

 02  As for the numbers specifically for Danbury, I'd have

 03  to refer to one of my teammates who would know those

 04  numbers better.

 05            MR. COURTNEY:  I can say that the numbers are

 06  evolving as we speak.

 07            DR. GIFFORD:  You probably want to turn on a

 08  mic.

 09            MR. COURTNEY:  It is on.

 10            And Dr. Yonemoto -- I'll have him speak next,

 11  but I was just at the national conference, as he said,

 12  a month and a half ago.  Even the ASTRO recommendations

 13  were being updated as to what's one and two.  As more

 14  and more modalities -- they're realizing how valuable

 15  it is, it's really changing that significantly.

 16            So, for example, we had an awful lot of

 17  proton -- I mean prostate patients anticipated when we

 18  initially applied, and we essentially stuck with that

 19  for the time being for this application.  But that's --

 20  that number is going to be significantly down or

 21  breasts are going to be significantly up.  It's

 22  definitely changing.

 23            Les, you want to talk about that?

 24            DR. YONEMOTO:  Sure.

 25            DR. GIFFORD:  Dr. Yonemoto, if you could
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 01  comment in particular on the changing approach to

 02  prostate cancer.

 03            DR. YONEMOTO:  Yeah.  One of the things

 04  that -- I don't have the exact number.  I don't think

 05  we actually did the percentages.

 06            But the way I think about it is half of all

 07  cancers are treated in the United States, including

 08  with radiation -- breast, lung, and prostate cancers.

 09  With that, protons have been used as level-one

 10  indications for all three in the national guidelines

 11  also.

 12            DR. GIFFORD:  I'm sorry.  When you say level

 13  one, you mean group one?

 14            DR. YONEMOTO:  Yeah.  Group one.  Excuse me.

 15  Yes.

 16            DR. GIFFORD:  Okay.  But those cancers don't

 17  appear on that list.

 18            DR. YONEMOTO:  Well, in terms of, you know,

 19  retreatments and -- so, there is a category of those

 20  that let you treat those patients.

 21            Now, the reason why I mentioned that half the

 22  patients of cancer are those three is you get a lot of

 23  retreatments with them and a lot of other indications

 24  that come back into group one because of that, because

 25  there are adjacent structures and things like that.
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 01            DR. GIFFORD:  Thank you.

 02            DR. YONEMOTO:  So, I'm trying to impress the

 03  volume is high that -- following group one.

 04            The other is that the group-one indication

 05  has always increased over the last few years, several

 06  years, that as more papers come out and more --

 07  frankly, more centers, you know, until, you know --

 08  2010, there was only ten of us, you know.

 09            Now there's over 40, we would have more

 10  papers coming out, and the group-one indication should

 11  increase.  But I don't have the exact number of what we

 12  predict in Danbury.  But I expect it's going to be

 13  exactly -- not exactly but close to the same as San

 14  Diego because the cancers are the same.

 15            DR. GIFFORD:  So, is there anything that you

 16  can point to in the published literature that describes

 17  that percent of these more common cancers that would be

 18  eligible for proton beam?

 19            DR. YONEMOTO:  As a group one?  I don't.  I

 20  don't know if Dr. Chang knows.  I don't recall that.

 21  Sorry.

 22            DR. GIFFORD:  Okay.  Because estimates --

 23  obviously, we are very interested in the projected need

 24  for the state of Connecticut for this type of therapy.

 25            So, then, the projected need is evolving is
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 01  your -- is what you're saying and --

 02            MR. COURTNEY:  Yeah.  At the conference, for

 03  example, Memorial Sloan Kettering said at their proton

 04  facility they're treating now 42% retreatment, and that

 05  involves all of these other primary cancers.  But, so

 06  that -- that number is changing things dramatically.

 07            DR. GIFFORD:  I see.

 08            MR. COURTNEY:  And that's a public record as

 09  I understand it.

 10            MR. BOUCHET:  I may be able to help with the

 11  literature because I've been following literature

 12  for --

 13            DR. GIFFORD:  You might want to restate your

 14  name.

 15            MR. BOUCHET:  Lionel Bouchet, PhD, physicist

 16  and everything else.

 17            A lot of the nations have looked at what

 18  percentage, nations -- you know, France did, Italy,

 19  Sweden did a great job at looking at the percentage of

 20  radiation therapy patients with their -- so, they

 21  looked at literature.  And the convergence is between

 22  10% and 15%.

 23            And these are actually not new data.  They

 24  are data from the past ten years, actually ten years

 25  ago.  So, this 10% to 15% of data about ten years ago
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 01  published by this country, convergence was between 10%

 02  and 15%.

 03            What we are seeing since then, we are seeing

 04  an increase in percentage, right.  So, the Mevion

 05  centers, which I have visited, typically treat between

 06  10% and 20% of their patients with proton therapy, and

 07  it's what the physicians are saying as value base, a

 08  value base.

 09            So, there is an evolution.  We are continuing

 10  to see data come in.  MD Anderson has been fantastic

 11  for head and neck.  We have the esophagus -- excuse my

 12  French, I can't say that word -- esophagus trial that

 13  was a phase-two trial, and some data coming out here

 14  that we all have heard but we don't know yet the data

 15  that are coming out (indiscernible.)  So, we are seeing

 16  a growth of the publication of data coming out because

 17  there are more and more centers.

 18            So this group one, usually from ASTRO, they

 19  are all plenty of referrals, right.  You look at the

 20  documents, group one, tons of reference that Dr. Chang

 21  talked about, the NCCN and a lot of different -- a lot

 22  of different referrals, published referrals for all of

 23  this group one.  So, this group one are pretty

 24  established.

 25            I have heard a percentage of group one
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 01  patients that are treated with proton is actually quite

 02  small in the U.S.  So, I don't have a number, but I

 03  think -- I should message someone.  The medical

 04  director, executive director of NAPT gave me a number

 05  two weeks ago, and I just don't have it yet.  But that

 06  percentage is very small.

 07            So, the questions that I ask myself when you

 08  ask the question is what group-one populations of

 09  cancers within the state of Connecticut, right.

 10  That's --

 11            DR. GIFFORD:  Well, exactly, because those

 12  are for the most part fairly rare cancers in group one.

 13  Take away the retreatment, the rest of the cancers are

 14  fairly rare, both the adult and the pediatric cancers.

 15  And I see you eyeing Dr. Yonemoto.  So, that's why --

 16  hence the question.

 17            I believe your application references that

 18  you used IHS Markit to estimate the percent of the

 19  group-two cancers that would be appropriate for proton

 20  beam?  Did I misread that, or is there something -- is

 21  there something there that you want to point us to?

 22            MR. COURTNEY:  Daria, could you comment on

 23  that?

 24            MS. CHYLAK:  Yes.  Sure.  IHS Markit is the

 25  previous company for our group at GlobalData.  So, we
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 01  used to be employed by IHS market, and the life

 02  sciences consultant group was purchased by GlobalData.

 03            But can you ask the question one more time?

 04  I know you're asking about a specific item.

 05            DR. GIFFORD:  I should -- let me get you the

 06  page reference from the application.  That might be

 07  helpful.

 08            MS. CHYLAK:  Great.

 09            DR. GIFFORD:  And if the team can help me

 10  look, I know I saw it recently.

 11            MR. LAZARUS:  Page 29 of the application?

 12            MR. CSUKA:  So, we're looking at Bates number

 13  page 29 of the application, and the application is

 14  Exhibit A.

 15            MR. HARDY:  I'm sorry.  Does that -- number

 16  page 22 of the application itself?

 17            MR. CSUKA:  21.

 18            MR. HARDY:  21.  Okay.  Sure.

 19            DR. GIFFORD:  For any members of the public

 20  who might be with me, I'll just read it.

 21            It says, "According to a report of IHS

 22  Markit, the estimated radiation of eligible patients

 23  for whom proton therapy is appropriate range from 14%

 24  to 30%.  A figure of 20% is also in line with estimates

 25  provided by proton therapy equipment manufacturer IBA

�0314

 01  world wide."

 02            So, I was just asking the data that was

 03  behind that estimate from IHS market.

 04            MS. CHYLAK:  Yes.  So, if you look at the

 05  response to public hearing issue number -- I don't have

 06  the number in front of me, but one of the last large

 07  documents that was submitted by our team, there is

 08  research -- let's see if I can pull it up -- there are

 09  research studies that provide those 14% and 30%

 10  numbers.  And they're cited there in that document.  I

 11  believe it's in Section 4.2, Proton Therapy Demand in

 12  Connecticut.

 13            DR. GIFFORD:  Are you guys tracking where

 14  that is so we can follow up?  Okay.  Are you finding

 15  it?

 16            MS. CHYLAK:  And the copy that I'm looking

 17  at, that's on page 37, Section 4.2, called Proton

 18  Therapy Demand in Connecticut.

 19            DR. GIFFORD:  Okay.  Thank you.  So, as long

 20  as we have it, I think I can move on.

 21            MR. BOUCHET:  I think Chris Gonzalez may have

 22  some specific data from his experience that he may be

 23  able to share.  Is Mr. Gonzalez online?

 24            MR. GONZALEZ:  Yes.  Can you all hear me?

 25  Okay.  Great.  I would also like to mention the
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 01  definition of eligibility.

 02            So, between that -- term can be interpreted

 03  two ways, from a clinical standpoint versus a patient

 04  access standpoint in terms of eligibility.  But for the

 05  region of Connecticut, the Medicare-approved

 06  contractor, which is NGS for the region, does have a

 07  proton-therapy-specific LCD policy.  That policy is

 08  L-35075.

 09            And essentially, the proton therapy policy in

 10  terms of eligibility is defined as any patient that is

 11  a radiation therapy patient is eligible for proton

 12  therapy.  So, it's not a -- so, that's -- in terms of

 13  access, that's why people in layman's terms say, well,

 14  if you have Medicare, you can get proton therapy.

 15            But it does not define eligibility by a

 16  specific disease site.  It defines it actually by where

 17  the target, meaning where the -- where we're treating a

 18  patient.

 19            So, you know, not always -- for example,

 20  breast cancer, you can have a mediastinal, let's say

 21  lymphoma or a breast cancer variance in a similar

 22  region, but from a histology standpoint, they're

 23  different.  But what we're actually treating is in that

 24  region.  So, the definition of the potential use of a

 25  patient isn't because someone has breast cancer or,
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 01  let's say, lymphoma.  It is defined by how close that

 02  target is to critical structures in the LCD policy.

 03            So, and lastly, the policy doesn't recommend

 04  one disease site over the other; it recommends based

 05  upon other literature for those disease sites.

 06            So, I always like to mention eligibility can

 07  be viewed in two different ways.  Some people say,

 08  well, if you're a radiation candidate, if you're a

 09  proton candidate from a clinical standpoint.  If you

 10  ask an insurance company, and they will redefine

 11  eligibility not because of medical necessity, because

 12  they may or may not have included it in that -- in

 13  their own medical policy.  So, two different

 14  definitions.

 15            DR. GIFFORD:  Yeah.  And I think you're

 16  pointing to one of the reasons for my question, which

 17  is the need in the application is calculated based not

 18  on those clinical variables that you're talking about

 19  but by diagnostic type.  And then there's an estimate

 20  of what percent of those diagnoses would be eligible

 21  for proton therapy, and that's what I was trying to get

 22  a better handle on.

 23            MR. GONZALEZ:  And I did want to point out,

 24  between all these organizations -- between ASTRO, even

 25  CMS and NCCN -- their group-one versus group-two
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 01  categories are all different.  It's ambiguous.

 02            So, you'll have some, for example, CMS'

 03  group-one category for reirradiation tumors is actually

 04  in CMS' policy a group two, but for ASTRO it's a group

 05  one, and NCCN it's a group one.  So, I did want to

 06  point out their syllabus -- not syllabus -- their

 07  rubric between all organizations are exactly the same.

 08            So, you kind of end up in a -- you know, it

 09  depends who you ask and where you ask, the

 10  organization.  But by and large, they all kind of even

 11  out at some point based upon resupporting literature.

 12            So, the more conservative I would say policy

 13  is normally NCCN, but then you have different maps

 14  across the United States.  You know, you think Medicare

 15  shares the same policy, but every map has a

 16  different -- which there's five of them -- have

 17  different policies.  And the NGS map, which is the

 18  (indiscernible) region, is the most conservative as

 19  well too.

 20            And even in the conservative light, it still,

 21  you know, approves about 95% of radiation candidates

 22  for proton therapy.

 23            DR. GIFFORD:  Thank you.  Anything else on

 24  that issue before I move on?  All right.

 25            MR. CHANG:  Yes.  Dr. Gifford, I have looked
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 01  up several of the references that you were requesting

 02  about cost effectiveness.

 03            Should I just send that to the team to get

 04  over to your team for the actual manuscripts?  Is that

 05  the best way to do that?

 06            MR. HARDY:  Yeah.  If we could make a late

 07  filing of those materials, we'd be happy to do that.

 08            MR. CSUKA:  Yes, Doctor.  We're going to keep

 09  track of what are called late files.

 10            MR. CHANG:  Okay.

 11            MR. CSUKA:  And then those will be supplied

 12  to your counsel, and then your attorney will provide

 13  them after the hearing.

 14            MR. CHANG:  Okay.

 15            MR. CSUKA:  So, there's no rush.  You'll have

 16  plenty of time to do than.

 17            MR. CHANG:  Okay.  I just pulled up the five

 18  or six articles, so I'll bundle them together and send

 19  them along.

 20            MR. CSUKA:  Okay.  Thank you.

 21            DR. GIFFORD:  I wanted to move on and ask

 22  some questions about the location, your proposed

 23  location.

 24            We noted in the application that you estimate

 25  a significant percentage of the patients would be
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 01  New York residents and that your primary service area

 02  encompasses both New York and Connecticut.

 03            Can you tell us a little bit more about why

 04  you chose Connecticut as a location for this facility?

 05            MR. CSUKA:  I said earlier that people who

 06  are testifying online should say their names.  I think

 07  it also makes sense for people present to also say

 08  their names.

 09            MR. COURTNEY:  Sure.  Stephen Courtney.

 10            I have been, since -- and Les and I have been

 11  trying to bring proton therapy to Connecticut since

 12  2011.  We first started -- we got interviewed by

 13  Hartford Hospital, Dr. Salner and his team.  About

 14  three times we reported to their board.

 15            We tried a number of years to work with Yale

 16  in bringing them a facility.  LendLease, Mevion, and

 17  our firm also proposed a turnkey solution on a couple

 18  different sites that Yale had as well.  And it just was

 19  going nowhere.

 20            But we suspected that certainly some --

 21  someone in the middle of Connecticut was going to

 22  provide it.  So, they'd been talking about it for

 23  years.

 24            When we look at the United States as a whole,

 25  the largest hole demographically for proton therapy
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 01  centered around Danbury, Connecticut.  So, that

 02  necessarily does go into New York, as well, but it was

 03  essentially the biggest need in the United States.  So,

 04  we said that's the place we should look at doing a

 05  facility, and that's where that came from.

 06            In terms of the day-to-day selection process

 07  and referring to your issue you identified, who the

 08  facility chooses to treat is a difficult one,

 09  especially as we anticipate, even with 16 hours a day,

 10  we're going to have to turn away people.

 11            And so, the cases that are the most

 12  clinically needy are the ones that we hope to take.

 13  And it -- all patients being equal, if there was a

 14  Connecticut patient, we would obviously want to take

 15  the Connecticut patient since that's our location.

 16            But I think Dr. Yonemoto could speak to that

 17  decision-making process that we'll essentially have to

 18  be making every Monday of who we treat.

 19            DR. GIFFORD:  Before you do that, can I just

 20  follow up on your statement about Danbury, Connecticut,

 21  being the center of need?

 22            MR. COURTNEY:  Yep.

 23            DR. GIFFORD:  Because Danbury is located

 24  between two -- I think we're up to -- is it 40 -- how

 25  many --
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 01            MR. COURTNEY:  50, actually, counting the

 02  small --

 03            DR. GIFFORD:  In the United States.

 04            MR. COURTNEY:  Yes.

 05            DR. GIFFORD:  Okay.  So, we have two and

 06  soon-to-be three of those in the New York, Connecticut,

 07  Massachusetts area.

 08            So, can you say more about -- was it based on

 09  the demographics, cancer rates?  What was the data

 10  behind identifying Danbury specifically as a place of

 11  highest need?  And if there's a place that you can

 12  point us to in the application where that data resides,

 13  that would be helpful.

 14            MR. COURTNEY:  The data was simply

 15  population.  It was the radius population around

 16  Danbury.  It was no more complicated than that.

 17            DR. GIFFORD:  Okay.  Thank you.

 18            In terms of selection --

 19            MR. CSUKA:  Before we get to that, actually,

 20  I have another question.

 21            So, you're projecting that 66% of the volume

 22  will be coming from New York.  So, why did you select

 23  Connecticut over New York I guess is a more refined

 24  question.

 25            MR. COURTNEY:  As I said, we'd been trying to
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 01  bring it to Connecticut for years.  I was a 16-year

 02  resident of Tolland myself.  I'm Connecticut-centric.

 03  My wife went to UCONN.  My daughter went to UCONN.

 04            We -- just -- it's a businessman's decision

 05  to support the state that they're most familiar with,

 06  certainly.  I know now with Northwell's proposed

 07  takeover of Nuvance, they will be very interested in

 08  sending patients to our facility because they can't get

 09  access to Memorial Sloan Kettering.  So, we'll be asked

 10  to look at some very difficult cases to say "no" to.

 11            MR. CSUKA:  Thank you.

 12            DR. YONEMOTO:  Les Yonemoto, radiation

 13  oncology.

 14            As for the explanation about the triage or

 15  list of how we select, I defer to Mass General

 16  Hospital's proton center.  They published an article in

 17  I think Journal of Clinical Oncology -- I can go and

 18  provide that -- that details their selection criteria

 19  of how they triage the patient selection.  And it's

 20  very reasonable, and it makes a lot of sense.  Instead

 21  of trying to remember exactly each step of the

 22  criteria, I can provide that paper.

 23            MR. COURTNEY:  It's actually part of the

 24  record already.

 25            DR. YONEMOTO:  Okay.  Yeah.  It's in there.
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 01  It's typical based on need.  You know, like the group

 02  one, they don't have any other options.  Then you move

 03  on from there.  And of course pediatric is always high

 04  on the list.  But it's all in that criteria.

 05            DR. GIFFORD:  Sorry.  We're just following up

 06  on the location question.

 07            So, just so we completely understand, you

 08  looked at population per square mile, I guess, is what

 09  you're saying, population density, and then compared

 10  that to the availability of existing proton beam

 11  therapy centers, and that's how you picked the Danbury

 12  location?

 13            Was there a study that your company performed

 14  or anything else that you could refer us to?

 15            MR. COURTNEY:  All that was confirmed by our

 16  feasibility consultant initially, which was IHS, as was

 17  referred to, that's now GlobalData.

 18            They're actually in the process of updating

 19  all -- our larger study, which we'll need for the bond

 20  placement.  But we're sure the information is going to

 21  be the same.

 22            DR. GIFFORD:  Okay.  So, no additional

 23  documents?

 24            MR. COURTNEY:  No.

 25            DR. GIFFORD:  Okay.  Thank you.
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 01            I wanted to ask -- I believe it was

 02  Mr. Melson who mentioned that Medicare covers proton

 03  beam therapy with few limitations.

 04            Am I correct that for group two it's covered

 05  under the coverage with evidence-development category

 06  for Medicare, or is that no longer the case?

 07            MR. COURTNEY:  I think Chris is better to

 08  answer that because he's got a national perspective on

 09  that.

 10            DR. GIFFORD:  Okay.  Sure.

 11            MR. COURTNEY:  Chris?

 12            MR. GONZALEZ:  Sorry, everyone.  I had to

 13  unmute.  Could you all repeat the question again?

 14            DR. GIFFORD:  With respect to Medicare

 15  coverage -- and you and one of your colleagues had

 16  mentioned that Medicare covers proton beam therapy with

 17  few limitations.

 18            It was our understanding from the application

 19  that it covered for group two under the coverage with

 20  evidence-development category --

 21            MR. GONZALEZ:  Correct.

 22            DR. GIFFORD:  -- that the provider needs to

 23  meet certain standards?

 24            MR. GONZALEZ:  That's correct.  Yes.  So the

 25  coverage with evidence-development clause, or CED, is
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 01  normally fulfilled when the centers themselves host or

 02  participate either in a clinical trial or a clinical

 03  registry; where right now, almost every proton center

 04  does participate in some either clinical trial or

 05  registry.

 06            So, it does fulfill the need of the group-two

 07  indications, hence why you still see, for example,

 08  prostate cancers normally in group two across the board

 09  for all Medicare -- for all MACs; but yet we've never

 10  not treated a prostate patient because of that --

 11  because they fall in group two, because normally almost

 12  of our, in this example, prostate cancer patients are

 13  on a registry or some sort of trial that fulfills the

 14  group two.

 15            So, in theory, once you meet group two, it

 16  bunches you into group one by getting someone on a

 17  trial or a registry.

 18            DR. GIFFORD:  I see.  And maybe this is a

 19  question for you.

 20            What do we know about Danbury Proton and

 21  their participation in clinical trials or registries?

 22            MR. COURTNEY:  What we know is we want every

 23  patient to be involved, if at all possible.  It's

 24  obviously their choice, but it's important to the

 25  industry that we are able to track and collect data so
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 01  that we can show really the veracity of the treatment.

 02            DR. GIFFORD:  Okay.  But you won't have an

 03  academic affiliation, necessarily.  So can you tell us

 04  a little bit more about how that would work in terms of

 05  clinical trials and --

 06            MR. COURTNEY:  Sure.  It depends on what you

 07  mean by "affiliation."

 08            DR. GIFFORD:  Yeah.  Just -- go ahead.

 09            MR. COURTNEY:  We've been in conversation

 10  with UCONN -- UCONN Dempsey Hospital, for example.

 11  We've been in conversation with Hala Medical College in

 12  New York.  They're both very interested in working with

 13  us on the research that we both were planning.

 14            DR. GIFFORD:  Okay.  And I don't believe you

 15  submitted any formal representations in that regard

 16  yet; is that right?

 17            MR. COURTNEY:  No.  Until you have a CON,

 18  you're not real.

 19            DR. GIFFORD:  Yeah.

 20            MR. COURTNEY:  And that really -- we're very

 21  interested, but, you know, you don't exist yet, so --

 22            DR. GIFFORD:  Okay.

 23            MR. COURTNEY:  Yeah.

 24            DR. GIFFORD:  Thank you.

 25            MR. GONZALEZ:  I did also want to mention
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 01  that most of these trials are participated through

 02  what's called PCG, which is our proton collaborative

 03  research group.  So, that allows centers that are not

 04  necessarily, like, for example, stand-alone centers

 05  that aren't associated with, you know, a university

 06  hospital or some sort of, you know, research

 07  institution.  I think Andrew Chang can attest to that,

 08  as well, too.

 09            And I think the last thing I wanted to

 10  mention, the same methodology of CED, coverage with

 11  evidence development, is also what is adopted by the

 12  commercial insurance companies.  So, they have those

 13  same clauses.  For example, Anthem Blue Cross of

 14  Connecticut will have a group two, which is, again,

 15  just like guideline.  It's not a hard-and-fast rule,

 16  and it will have a disclaimer -- if this patient is on

 17  a, you know, a clinical trial or registry, they qualify

 18  for a CED, hence why you do see group-two patients

 19  getting approved now for proton therapy from commercial

 20  insurance, not just Medicare, because it's the same

 21  kind of methodology that most centers are using.

 22            MR. COURTNEY:  Andrew, did you have something

 23  to add?

 24            DR. CHANG:  Oh, sorry.  I was going to say

 25  the same thing that Chris just brought up on the

�0328

 01  question about clinical trials came up.

 02            Yeah, when Dr. Yonemoto and I worked together

 03  with the proton therapy collaborative group, PCG, to

 04  run these clinical trials, initially we started it

 05  because, at that point, there was only a handful --

 06  there were seven proton centers in the United States,

 07  and there was a need to develop these trials.  And so,

 08  the PCG was founded specifically along proton therapy

 09  trials.

 10            I'm the vice president and treasurer for the

 11  organization right now and sort of the P.I. for the

 12  breast cancer trial, which we started in 2013, actually

 13  about to close for that.

 14            So, yes, the majority of proton trials --

 15  previously you had them run through the PCG.  As more

 16  centers have come out, now we're starting seeing

 17  dedicated proton trials being run through, like, the

 18  NRG through other national groups.  But initially,

 19  there was not interest because we were a small subset

 20  of the oncology world.

 21            DR. GIFFORD:  Dr. Chang, before we lose you,

 22  I wonder if I could take advantage of your clinical

 23  expertise, and if you could summarize for us -- you

 24  talked a lot about the reduction in side effects from

 25  proton beam therapy because of the more targeted nature
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 01  of less surrounding tissue damage, et cetera.

 02            Can you talk about the survival advantages,

 03  if any, that have been documented with proton beam

 04  therapy?  I understand the evidence is still under

 05  development and is fairly limited.

 06            But are there cancers for which there has

 07  been a documented survival benefit?  Can we unmute

 08  Dr. Chang?

 09            DR. CHANG:  Sorry.  I couldn't unmute myself.

 10            Yes.  Initially, the studies that we utilized

 11  for proton therapy were specifically for cancer that

 12  could not be treated with standard radiation.  And

 13  because in the, you know '50s and '60s and 1970s, the

 14  number of centers were limited to, in essence,

 15  scientific research accelerators where we move the

 16  physics aside and treated for just a few patients,

 17  Harvard Cyclotron lab being one of those.

 18            So, we would only be able to treat about 10

 19  to 12 patients a day on these research machines, so we

 20  had to be very selective on what cancers that were

 21  treated.  And so the ones that could not be treated

 22  with standard radiation were the ones that were

 23  initially proton therapy utilized for.  And that's why

 24  you see in, like, the group ones the chordomas of the

 25  base of the skull, those simply could not be treated
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 01  with standard radiation; and so proton therapy, in

 02  essence, was the only survival-definitive cured method.

 03  So, those, for instance, are increased survivals.

 04            With more access, the thought came to be,

 05  well, in addition to survival, can we then treat

 06  patients where we can get equivalent survival but lower

 07  the side-effect profile?  And so, in essence,

 08  increasing the therapeutic index by having the same

 09  survival but improving the quality of life; which, in

 10  general, for oncology, that's where we've gone for the

 11  last 40 years, right.

 12            We don't really do mastectomies for breast

 13  cancer anymore.  It's lumpectomy and radiation or small

 14  surgery.  That's because the survival is the same but

 15  the idea is less aggressive treatment.  You don't have

 16  as big of a surgery.  There's not the cosmetic --

 17  decreased cosmetic outcome for many woman.

 18            Similarly, for sarcomas.  We don't, you know,

 19  take off the arm anymore for a large sarcoma.  We would

 20  do a smaller surgery and then radiate.  So, the

 21  survival didn't change, but it's toxicity reduction.

 22            Proton therapy falls into that same general

 23  category and paradigm of cancer treatments, is can we

 24  get the same survival with a lower cost, in essence, of

 25  patient toxicity.
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 01            That being said, there are still other

 02  cancers that we do see documented survival, and that's

 03  why I brought up the slide about the disease for breast

 04  cancer and brain cancer -- sorry, breast cancer and

 05  lung cancer that spread to the brain and spine.

 06            For that type of diagnostic -- or that type

 07  of disease, for the last 30 years, we have not changed

 08  survival at all.  It's been always palliative

 09  treatments and trying to get the average survival of 6

 10  to 12 months.

 11            Kudos to my colleagues at MD Anderson that

 12  said, maybe since we have this access to protons, we

 13  can keep giving them the good systemic therapies that

 14  they need but let's see if we can sterilize all the

 15  spinal fluid.  So doing that with protons, we suddenly

 16  saw an increase in survival, something we haven't seen

 17  before.

 18            And I think what we're going to see is that

 19  there are specific cases where proton therapy can

 20  increase -- improve the survival.  That's one of them

 21  that's come out.  But I would say most of the studies

 22  are really -- most of the utilization of protons has

 23  not been trying to improve survival but it's to

 24  optimize the survival with the lowest toxicity

 25  possible.
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 01            DR. GIFFORD:  Thank you.

 02            MR. COURTNEY:  I think it's important, too,

 03  that you stalk about survival.  In the left breast

 04  case, yeah, the cancer didn't kill the person, but the

 05  heart complications did.

 06            DR. GIFFORD:  Mm-hmm.

 07            MR. COURTNEY:  So, to the fact now that I can

 08  get rid of that complication, doesn't that change the

 09  formula?

 10            DR. GIFFORD:  A few of you mentioned --

 11  sorry, I forgot who it was, but a couple witnesses

 12  mentioned that previous proton beam facilities had

 13  struggled financially and some of them had been

 14  unsuccessful but that more recently they were managing

 15  to be successful financially.

 16            Is there any documentary evidence that you

 17  can provide us with covering the overall financial

 18  stability of these places around the country?

 19            MR. COURTNEY:  Single-room certainly made a

 20  big difference.  But even in that case, it hasn't been

 21  foolproof.

 22            The only thing that's been foolproof is the

 23  single-room Mevion system.  And that's the key, and

 24  it's why we've been behind them since they came out.

 25  It makes all the difference because you're able to
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 01  reduce your capital stack.  You're able to reduce your

 02  operating cost.

 03            You know, we have one engineer on site.  A

 04  competitor has three engineers on site.  They're

 05  working all night to recalibrate the thing.  Our guys,

 06  it's Maytag man, he's bored out of his mind.  It really

 07  makes a difference what equipment is used.

 08            DR. GIFFORD:  Okay.  And are there -- are

 09  there any trade publications or anything that you can

 10  point to that describes this difference in -- it would

 11  be helpful to have that evidence in the record if you

 12  have it.

 13            MR. COURTNEY:  Yeah.  I don't know -- we can

 14  Google it and see if there's any -- Lionel knows all

 15  the facilities, and he has the data for all the

 16  facilities.  And he can certainly -- you guys have a

 17  paper of some sort that addressed this?

 18            MR. BOUCHET:  So, there's a few publications

 19  sharing the experience up to two years, right.

 20  Washington University did a publication about two

 21  years' experience on running proton therapy.  I think,

 22  in response, the financial success is -- it's not even

 23  success.  It's stability.

 24            DR. GIFFORD:  Right.

 25            MR. BOUCHET:  Stability.  Right.  I mean, a
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 01  lot of the centers are not for profit.  That is

 02  anecdotal.  You know, there's no data, no documents.

 03  So, aside from the experience published after two years

 04  in 2016 by Washington University, everything else is

 05  more anecdotal.

 06            DR. GIFFORD:  Thank you.

 07            MR. CSUKA:  You may have just answered this,

 08  but there's a statement in the response to

 09  Complainant's Letter One that none of the existing 16

 10  Mevion proton facilities has had any financial

 11  difficulty.

 12            And my question was, what is that based on?

 13  There was no real source for that.  Is that anecdotal

 14  or something other than that?

 15            MR. BOUCHET:  Well, again, it's anecdotal,

 16  but we started the first centers in 2013.  We just

 17  opened one last year.  It was in December.  We have one

 18  or two to be opened.  So, I mean, you know, so it is

 19  anecdotal.  We always like to say we never had

 20  customers that had to refinance or go bankrupt.

 21            So, at least from a -- from a market

 22  experience, Mevion is in a position that we can say

 23  that none of the Mevion centers have had to refinance,

 24  have had to go bankrupt.  But that's a factual

 25  statement that can only be verified by the
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 01  understanding of where the Mevion centers are.

 02            Does that answer your questions?

 03            MR. CSUKA:  It does, yeah.

 04            DR. GIFFORD:  How many of the 50 centers in

 05  the U.S. are Mevion?

 06            MR. BOUCHET:  So, in the U.S., there's about

 07  a dozen Mevion centers, all singular rooms.  actually,

 08  we have one that is two rooms, Washington University,

 09  that has expanded to a two-room center.

 10            MR. CSUKA:  And to the best of your

 11  knowledge, has the financial support and backing that

 12  has been developed for those other facilities been

 13  equivalent to what you're projecting will happen here?

 14            MR. BOUCHET:  I don't have that level of

 15  detailed informations.  So, a lot of the centers, all

 16  the centers with similar data, NCI cancer centers, and

 17  so the way they finance in general, this kind of

 18  financing done through -- through their standard

 19  operation capital.

 20            We have a few centers that are private that

 21  are a physician group.  Usually have used debt

 22  financing, so Mevion is not -- it's usually debt

 23  financing.  These Mevion centers have done debt

 24  financing.

 25            MR. CSUKA:  Okay.  Switching gears a little
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 01  bit, I also noticed that there's a statement in a few

 02  locations that proton beam was beginning to be used in

 03  noncancerous conditions.

 04            Is it the intention of Danbury Proton to

 05  begin using it under these circumstances, or is Danbury

 06  Proton planning to limit the use of proton therapy to

 07  only cancerous conditions?

 08            DR. YONEMOTO:  I can get into that one.  Les

 09  Yonemoto, radiation oncology.

 10            In the cancer world and the radiation

 11  oncology world, I should say, we treat both cancerous

 12  and noncancerous diseases.  And our intention is to be

 13  part of that priority list, including noncancerous

 14  diseases.

 15            I personally treated over 400 patients with

 16  age-related macular degeneration, a noncancerous

 17  disease, and I have papers on that.  So, that's one

 18  example of a novel therapy for that.  Protons and

 19  radiation therapy treats a lot of different benign

 20  diseases, and we'll include that as part of it.  It's

 21  just that with radiation oncology, most applications

 22  and such don't really mention it too much because it's

 23  -- the focus is cancer.

 24            MR. COURTNEY:  I might mention, too, that

 25  Dr. Moyers in China has just recently started doing
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 01  much of what you guys did down in Loma Linda with ADM

 02  as well -- I mean -- age-related macular degeneration.

 03            DR. YONEMOTO:  Right.  Age-related macular

 04  degeneration.

 05            Well, actually, one of the first things that

 06  was used was protons for age-related -- being a

 07  malformation, a blood disorder in the brain, back in

 08  the 1960s with Harvard Cyclotron treating that, because

 09  you can see that on plain film, X-rays.  This is before

 10  CT scanners were invented.  And you can measure a

 11  distance of where to stop the protons.

 12            So, and then next was eye diseases and things

 13  like that.  So, yeah, a lot has happened in the last

 14  decade or two in terms of the feasibility of proton

 15  centers.

 16            MR. CSUKA:  Thank you.

 17            MR. COURTNEY:  I will add that this is a very

 18  research-interested group.

 19            Dr. Moyers, how many patents do you have now?

 20  Seven, eight, nine, ten?

 21            DR. MOYERS:  Hello?

 22            MR. COURTNEY:  There you are.  How many

 23  patents do you have, Dr. Moyers?

 24            DR. MOYERS:  It's around 20 now.

 25            MR. COURTNEY:  Oh.  Sorry.  Underestimated.
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 01  But we're very -- these guys are pioneers.

 02            DR. YONEMOTO:  Research is definitely part of

 03  this.  There's no question about -- research has always

 04  been a part of this, and it comes with the center,

 05  especially since we're registering everybody and we're

 06  going to be participating in clinical trials.  It was

 07  something we didn't have even second thoughts about

 08  participating in that.

 09            Dr. Moyers, years ago, and continues to, is a

 10  mentor in terms of colleague and papers and patents and

 11  such.  So, it just kind of shows the depth of

 12  experience in terms of research that we perform.

 13            MR. CSUKA:  So, we've talked a lot about the

 14  benefits of proton beam therapy.

 15            Are there any circumstances in which

 16  conventional radiation would still be the more

 17  preferred modality?

 18            DR. YONEMOTO:  Well, there's many ways to

 19  look at that question.  The first reason why there's I

 20  think 4,000 LINACs that are treating over 95% percent

 21  of the patients is, one, access and availability, that

 22  they're everywhere; and rightfully so, because if

 23  you're going to treat 60% of the cancer patients, you

 24  have to be available, have access to it.

 25            Saying that, since radiation therapy is
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 01  typically given over one to two months of daily

 02  treatment, the X-rays or the LINACs that produce X-rays

 03  by default are the preferred method because they can

 04  access it.

 05            For protons, it's not the preferred method

 06  because of nonaccess.  You have to be near a center and

 07  be able to come in for a daily treatment, which is a

 08  significant hurdle for many patients.

 09            As I put on the first slide of X-rays and

 10  protons, the biology of the beam is the same whether

 11  you treat it with protons or X-rays in terms of both

 12  cancer-killing and side effects.  So, the other end of

 13  the question is both modalities can treat cancer in the

 14  (indiscernible.)

 15            It's just that we find advantages with

 16  protons in many cases.  And a lot of them are

 17  equivalent.  Like, one example is right-sided breast

 18  cancer.  It's far away from the heart.  The advantage

 19  of protons isn't there, right, but it can treat it and

 20  have the same efficacy and side effects as X-ray.  But

 21  since it's not near the heart, then maybe that's one of

 22  those reasons why protons could treat it, but it's a --

 23  X-rays can do a better job because it's more accessible

 24  to the patient and the patient will probably get the

 25  treatment.
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 01            There are so many patients that I know of

 02  that don't get this -- any type of radiation because of

 03  the logistics of getting to a center.  So, I'm trying

 04  to answer both sides of that question.  I hope that was

 05  sufficient.

 06            MR. CSUKA:  It was.  Thank you, Doctor.

 07            It's probably a good place to pause

 08  questioning.  We do have some other questions, but I do

 09  want to turn our attention to public comment.

 10            I don't know if we -- so, Attorney Hardy, you

 11  had emailed over a number -- not a number but some

 12  people that you anticipate would be speaking.  So, we

 13  will likely take them first.  But I'm just going to

 14  sort of go over what public comment is for anyone else

 15  who's tuning in.

 16            So, this is the public's opportunity to

 17  provide their thoughts on a particular project.  So,

 18  public comment sign-up has been all day, since we

 19  started the hearing, and it will end right now.  If you

 20  have not signed up, please do so immediately either in

 21  person -- I don't see anyone here -- or through the

 22  Zoom comment function.  And Ms. Fentis just confirmed

 23  that no one else has signed up.

 24            So, typically, the order in which we go is

 25  elected and appointed officials, clinical professionals
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 01  and executives, and then individuals who have signed

 02  up.

 03            So, Attorney Hardy, do you want to sort of

 04  take the wheel on this a little bit?

 05            MR. HARDY:  Yeah.  So, today's a very

 06  challenging day in terms of having the legislators be

 07  able to Zoom in because there are marathon sessions

 08  going on today with the legislative session.

 09            So, I have word that Representative Farley

 10  Santos should be able to log in at some point within

 11  the next half hour and word that Mayor Alves of the

 12  City of Danbury will be able to log in at 12:30.  But

 13  that's the only information I have at present in terms

 14  of situations where we might want an accommodation in

 15  terms of taking people out of order.

 16            MR. CSUKA:  Okay.  I don't have the list of

 17  names that was -- that you emailed over yesterday, so I

 18  frankly don't know who else is on that list.

 19            Do you have that available to you?

 20            MR. HARDY:  I do.  So, we had listed Deborah

 21  Hickey.  I see she is on the Zoom.  We had listed

 22  Aubrey and Grace Eline.  I'm not seeing them.  Dan

 23  McInerney.  I don't quite see him on there.  Miguel

 24  Fuentes and Bill Fench -- I don't see either of those

 25  at present on the Zoom.
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 01            MR. CSUKA:  Okay.  You said one of the

 02  individuals you did see, though?

 03            MR. HARDY:  Yes.  Deborah Hickey.

 04            MR. CSUKA:  Okay.  Ms. Hickey, are you

 05  available?

 06            MS. HICKEY:  I am.  Can you hear me?

 07            MR. CSUKA:  I am -- I can.  Oh, boy.  So,

 08  typically we limit people to about three minutes, but

 09  since you're apparently the only one who's here right

 10  now, feel free to take your time.

 11            MS. HICKEY:  That makes me feel better.  I'm

 12  going to try to keep it under ten minutes.

 13            So, good afternoon, everybody.  Dr. Gifford

 14  and OHS staff, thank you for the opportunity to speak

 15  in support of the Danbury Proton therapy center.

 16            I am Deb Hickey, and I run the Brotherhood of

 17  the Balloon organization.  Please allow me to explain

 18  who we are and how we came to be.  But quickly, since I

 19  joined this Zoom a bit late, I'm not sure if you

 20  covered the public hearing issue statement that proton

 21  therapy is considered experimental, though I'm sure at

 22  this point you're convinced that that is an inaccurate

 23  statement.  And the following story will help clarify

 24  that.  And, again, I'll try to get through this very

 25  quickly.  But I'm just going to tell you a brief
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 01  history of the Brotherhood of the Balloon so you'll

 02  understand.

 03            My father, Bob Marckini, was diagnosed with

 04  prostate cancer in 2000.  A few years earlier, he

 05  watched his older brother suffer debilitating side

 06  effects following a prostatectomy.  And at the time, my

 07  father vowed to himself, and he knew that prostate

 08  cancer was hereditary, he said if he were ever

 09  diagnosed, he'd find a different treatment option.

 10            Now, my father, a retired engineer,

 11  recovering engineer, as I like to call him, is a

 12  researcher.  He doesn't make any decisions without

 13  first doing a lot of research.  So, following his

 14  diagnosis a few years later, he spent months talking to

 15  and meeting with physicians, including several

 16  radiologists, to educate himself about the various

 17  treatment options for prostate cancer.  And he spoke

 18  with nearly 60 former patients representing each

 19  treatment option he looked into.  He read studies.  He

 20  read articles and everything he could find online.

 21            Meanwhile, one of his best friends, Larry,

 22  was vacationing in Grenada about six months after he'd

 23  undergone a prostatectomy for his prostate cancer.

 24  Larry and his wife were out for a walk one day and

 25  struck up a conversation with a guy who had just
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 01  finished a jog.

 02            Larry learned that the guy that had just

 03  finished the jog had been treated for prostate cancer a

 04  month prior.  Dumbfounded, Larry said, Well, what kind

 05  of treatment did you have? thinking, How could this guy

 06  be jogging?  Here I am still learning how to walk

 07  because I have so much pain and I'm wearing a diaper.

 08  Turns out the jogger had had proton therapy.

 09            Larry knew that his friend Bob had recently

 10  been diagnosed, so he told him about it.  He said --

 11  when he got home, he said, This guy said he never felt

 12  a thing and is living the same life he was living

 13  before he was treated.

 14            So, after that conversation and learning as

 15  much as he could about protons, my father ultimately

 16  decided to visit Loma Linda University Cancer Center in

 17  California, where the only proton center in the country

 18  was located at that time.

 19            Shortly thereafter, he decided that proton

 20  therapy was the best option for him because it was

 21  painless, noninvasive, and would allow him to maintain

 22  his quality of life, which was the most important thing

 23  to him.  So, he and my mother flew to Loma Linda, where

 24  they'd spend the next couple of months.

 25            And while back home we all thought he was
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 01  sickly and bedridden, my father was golfing every day

 02  after his 15-minute morning treatments and spending his

 03  evenings touring the area and eating his way through

 04  all the local restaurants.  My father later referred to

 05  his treatment time as a radiation vacation.

 06            After his first -- after his treatment ended,

 07  my father volunteered to keep six patients connected

 08  through email.  They planned on sharing PSAs and other

 09  updates and information.  And by the time my father was

 10  actually packing up to leave California and head home

 11  to Boston, there were 19 men in the group.

 12            When my father sent out the first email to

 13  this group of men, he jokingly titled it "The

 14  Brotherhood of the Balloon," as Loma Linda used a

 15  rectal balloon to reduce rectal toxicity and enhance

 16  immobilization.  My father also did not intend for the

 17  abbreviation, the BOB, to correspond with his first

 18  name.  That was just lucky.

 19            Some months later, there were 100 men in the

 20  group, and my father thought, How on earth am I going

 21  to keep 100 men connected? because the emails and the

 22  friendly communication had become pages of information,

 23  the latest news on prostate cancer and proton therapy

 24  as well as general health information he thought the

 25  group would find valuable.
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 01            And later, he began including humor and

 02  trivia and other things he thought the guys would

 03  enjoy.  And they did, because they started responding,

 04  and they started asking questions.

 05            And then the other proton patients and

 06  prospective proton patients got wind of the group, and

 07  they wanted to join.  And they started sending separate

 08  emails with questions, and some were then requesting

 09  phone calls.

 10            It became a lot.  In fact, it became too

 11  much, which my father sort of did to himself, but he

 12  decided it was just too much.  So, he called his old

 13  friend at Loma Linda, Dr. Lynn Martell, who at the time

 14  was the Director of Patient Services, and he told Lynn

 15  that he planned to shut down the BOB because it was

 16  taking too much of his time and energy, more than he'd

 17  ever anticipated.

 18            But by that time, Dr. Martell knew that

 19  patients were loving this organization, they were

 20  loving this group.  They were staying connected with

 21  each other, they were staying informed, they were

 22  sharing information with family and friends, and they

 23  were so appreciative of Bob's, my father's enthusiasm,

 24  his knowledge about proton therapy and prostate cancer,

 25  and his willingness to answer questions via email and
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 01  phone.

 02            So, Loma Linda offered to help financially.

 03  And since my father was retired and the stock market

 04  wasn't doing too well -- excuse me -- he accepted.  So,

 05  he could now hire someone to create a membership

 06  database by which he could keep all of the member

 07  information organized and categorized, and he could

 08  even search for member contact information and other

 09  statistics.

 10            He then also hired someone to build a web

 11  site to post information about proton therapy and have

 12  a section where members could access a private-member

 13  resources section, which included archived newsletters

 14  and other resources.

 15            A few years later, around 2006, still running

 16  the BOB, my father wrote a book called "You Can Beat

 17  Prostate Cancer -- and You Don't Need Surgery to Do

 18  It."  The main purpose of the book was to help newly

 19  diagnosed men navigate their way through the often very

 20  confusing treatment decisionmaking process.

 21            In it, he included information on prostate

 22  cancer awareness, prevention and detection, the pros

 23  and cons of each treatment option, the advantages of

 24  proton therapy, the importance of speaking with former

 25  patients before making a treatment decision, and the
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 01  importance of becoming your own health advocate.

 02            He found a small publisher, and eventually

 03  the book worked its way up to the number two position

 04  in the search results on Amazon for a search for

 05  prostate cancer as well as 400-plus five-star reviews.

 06            And by this time, the BOB Tales Newsletter,

 07  called Bob Tales, was in full swing, about 10 to 15

 08  pages sent out monthly, and my father had established a

 09  three-part mission for the BOB:  One, to keep members

 10  connected; two, to promote proton therapy; and, three,

 11  to give back to the institution that started it all at

 12  Loma Linda.

 13            The newsletter and our website were also

 14  promoting BOB reunions led by Loma Linda that were

 15  happening all over the country, and eventually our

 16  members started forming their own local BOB groups and

 17  member unions.

 18            At this point, around 2010, my father was

 19  completely overworked and overwhelmed.  So, he called

 20  me.  I was the director of marketing for a search

 21  engine optimization company in Boston, and he knew I

 22  had the experience to take some of his work off his

 23  shoulders and perhaps build upon what he'd started.

 24            So, long story short, I came aboard.  And by

 25  2011, 2012, we had a Facebook presence, a blog, a
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 01  PowerPoint presentation for our members to use

 02  themselves in their own communities to educate others

 03  about protons.  We had a number of patient reference

 04  lists, including the names and contact information for

 05  some of our members who volunteered to communicate with

 06  newly diagnosed men, share their personal experiences

 07  of treatments and their outcomes.

 08            And we began fund-raising campaigns for

 09  proton research at Loma Linda.  And by the way, those

 10  efforts eventually led to the Robert J. Marckini

 11  Endowed Chair for Research for Loma Linda, and our

 12  group has raised about $14 million to date.

 13            It's also important to note we initiated

 14  multiple surveys among our thousands of members across

 15  multiple proton centers over the years.  And results

 16  from our last survey showed that 98% rated their

 17  treatment experience as excellent to outstanding, 99%

 18  reported that they felt they made the best treatment

 19  decision for themselves, 97% would make the same

 20  treatment decision again, 97% had recommended proton

 21  therapy to others, 97% reported no recurrence of their

 22  prostate cancer.  And there were also high scores

 23  reported on urine control, bowel function, and sexual

 24  function.

 25            At around 2018, 2019, my father began writing
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 01  the second edition, an updated version of his book,

 02  which was published in 2020.  That book now holds the

 03  number two position out of 6,000 books on Amazon on a

 04  search for prostate cancer, and patients are reporting

 05  that the book was a major factor in their treatment

 06  decision.  Some say it was the deciding factor.

 07            Also note that many of the proton centers buy

 08  the book in bulk, and they give it to their patients

 09  when they request information about proton therapy for

 10  prostate cancer.

 11            So, fast forward to today, we have more than

 12  10,000 BOB members who have all undergone proton

 13  therapy for prostate cancer or they're currently

 14  undergoing proton treatment, and the vast majority of

 15  them are doing great.  They come from all 50 U.S.

 16  states and 39 countries.  They represent more than 40

 17  operating proton centers in the U.S. as well as several

 18  in Europe and Asia.

 19            I also want to point out that many of our

 20  members were treated more than 20 years ago.  My father

 21  at this point was treated 24 years ago.  He hasn't seen

 22  his urologist since.  He hasn't needed medications for

 23  any side effects ever.  His quality of life is superb.

 24  He's 81.  He swims a mile every day at his golf club's

 25  pool.  He's still working about ten hours a day because
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 01  he's still passionate about this ministry we call the

 02  BOB.

 03            Newly diagnosed men and their family members,

 04  they're finding our organization in search engines

 05  through the National Association for Proton Therapy and

 06  others in the proton community from our members and

 07  other ways.  We receive hundreds of emails each month,

 08  and we do our best to respond to each one, but it's

 09  very difficult.

 10            Our monthly newsletter now is about 25 pages.

 11  It contains the latest news and information on proton

 12  therapy and prostate cancer as well as information on

 13  the healing process and preventing a recurrence.

 14            There's a member spotlight section where we

 15  highlight our members in a variety of ways, a health

 16  section where we include information focused on men's

 17  health, a section called "On the Lighter Side," which

 18  includes a monthly brain tease they're we developed to

 19  keep our members engaged and in contact with us, and

 20  they absolutely love it.  We pick a winner each month

 21  who receives a signed copy of "You Can Beat Prostate

 22  Cancer."

 23            And there's a lot more.  The advantages of

 24  proton therapy are now well established in the medical

 25  community, and the advantages have been experienced
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 01  first hand by thousands and thousands of our members

 02  who are normally enthusiastic about their experiences,

 03  and they typically jump at the chance to spread the

 04  word about protons through any means possible.

 05            They volunteer to be included on our former

 06  patient -- proton patient reference list.  We now have

 07  55 lists categorized by treatment center, pre-existing

 08  health condition, country, state, et cetera.

 09            Our members use our PowerPoint presentation

 10  to educate and inform their local community groups

 11  about proton therapy.  Many of them forward or print

 12  our newsletter for friends, family, and acquaintances.

 13  Some share it with their urologists, some with their

 14  dentists and other physicians, and many print and drop

 15  them off at local libraries and churches.

 16            One of our members once said that proton

 17  therapy is the only cancer treatment with a fan club,

 18  and I believe that that's true.

 19            So, given the undeniable benefits of proton

 20  therapy, particularly as it concerns to the patients'

 21  overall quality of life, it's no surprise there's a

 22  phenomenon of self-referral among proton therapy

 23  patients.  When presented with treatment options or

 24  life-and-death decisions and given at least some

 25  limited time for exploration, patients will
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 01  understandably devote and prioritize their time and

 02  resources to independently research the best treatment

 03  course available.  And time and time again, this

 04  process has led patients to proton therapy.

 05            So, this phenomenon, coupled with Danbury's

 06  location and proximity to major population centers and

 07  the outstanding clinical leadership of Dr. Les Yonemoto

 08  and Dr. Andrew Chang, along with support from Chief

 09  Physicist Michael Moyers, who is extremely known well

 10  for the anticipated utilization of the Danbury therapy

 11  proton center.  Thank you.

 12            MR. CSUKA:  Than you, Ms. Hickey.

 13            Attorney Hardy, is anyone else here?

 14            MR. HARDY:  I don't see any others on our

 15  list having appeared on the Zoom.

 16            MR. CSUKA:  Okay.  So, we do have I believe

 17  you said the mayor who plans to make a statement at

 18  12:30.

 19            MR. HARDY:  Correct.

 20            MR. CSUKA:  I think it makes sense to jump

 21  back into some more questions until that point.

 22            MR. HARDY:  Sorry.  Breaking news.

 23  Representative Farley Santos is logging in momentarily,

 24  so I don't know if you want to break and come back and

 25  take him as the first -- up to you, obviously.
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 01            MR. CSUKA:  Do you happen to know what

 02  "momentarily" means?  That can mean a lot of different

 03  things.

 04            MR. HARDY:  It said "two minutes" two minutes

 05  ago, so --

 06            MS. FAIELLA:  He is right here.

 07            MR. CSUKA:  Great.  So, that's Representative

 08  Santos?

 09            MR. HARDY:  Yes.

 10            MR. CSUKA:  Okay.  Representative Santos, are

 11  you available?  There you are.  Can you hear us?

 12            REPRESENTATIVE FARLEY SANTOS:  Hi.  Were you

 13  calling on me?

 14            MR. CSUKA:  Yes, I believe so, if you're

 15  Representative Santos.

 16            REPRESENTATIVE FARLEY SANTOS:  That's right.

 17  I am.  I'm sorry.  We're in the middle of session here,

 18  so we're trying to get to a nice, quiet spot to discuss

 19  this with you.

 20            I'll be very brief.  I think the delegation

 21  submitted a letter of support for this application.  I

 22  think this is something that Danbury for sure could

 23  benefit from, along with our residents, right.  And

 24  there are some stories that have come to us from folks

 25  who have had to have cancer treatments and have had to
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 01  go a further distance, right, to have those services

 02  that they required.

 03            This not only would be addressing some of

 04  those issues, it would be an economic development

 05  issue, as well, for Danbury.  And I think that it's

 06  progress that is needed in that corner of the state.

 07            I think it would serve a need for a broader

 08  base of the community.  And now that they've done a lot

 09  of work not just on the design of the facility but the

 10  kind of treatments that they're going to have, along

 11  with also acknowledging some of the concerns that were

 12  brought up in the past and addressing those as well.

 13            So, I have full faith in their operation of

 14  this facility, and I hope that all of you will

 15  understand the need for this within the Danbury

 16  community and would support their application.  Thank

 17  you.

 18            MR. CSUKA:  Thank you, Representative, and

 19  thanks for taking the time.  I know things are really

 20  hectic over there right now.

 21            So, I think now we can do some questions, and

 22  then -- as we wait for the last person to jump on at

 23  12:30.  So, I was going to continue with mine unless

 24  you had any additional questions.

 25            DR. GIFFORD:  I do, but please keep going.
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 01            MR. CSUKA:  So, I have some questions about

 02  the open-affiliation policy.  What -- so, the team that

 03  you have developed here, what is their experience with

 04  nonaffiliated facilities?

 05            MR. COURTNEY:  Les, you want to talk to this

 06  subject?

 07            DR. YONEMOTO:  Les Yonemoto with radiation

 08  oncology.

 09            In the medical world, we have restrictions on

 10  using facilities and nonrestrictions depending on

 11  hospitals and facilities, as you know.

 12            Our intent, our goal is to be an open model

 13  where any radiation oncologist that is certified can

 14  use the facility for any of their patients, similar to

 15  any other -- you know, not just for radiation but other

 16  centers are open centers too.  We don't want to close

 17  it to any physician or patients.  It's, I think, that

 18  simple.

 19            Obviously, they have to be certified

 20  radiation oncologists, and there will be another

 21  radiation oncologist such as myself, or doctor-trained,

 22  to help oversee the direction to make sure of quality.

 23  Most of the radiation oncologists coming out here are

 24  well trained with all the modalities, so --

 25            DR. CHANG:  I'm happy to share a little bit
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 01  about that as well.  Our center in San Diego is

 02  likewise an open model where physicians in the

 03  community are able to bring and treat their patients at

 04  the center.

 05            In reality, what we've seen -- in San Diego,

 06  there's three large healthcare systems, and really it's

 07  mostly -- it's a commitment from one institution would

 08  be the ones that primarily would bring those patients

 09  over.

 10            For instance, in our case, it's our partners

 11  at UC, San Diego, where they've dedicated physician

 12  time to be at the center, and so they have their

 13  doctors spending anywhere from one to three days at the

 14  proton center seeing the patients and treating the

 15  patients.

 16            As an open model, we also welcome the other

 17  healthcare systems to bring patients, like the Scripps

 18  physicians to come over.  And they did at first, and

 19  they did enough to get credentialed at the center, but

 20  it was really dabbling -- they would just spend maybe

 21  half a day every couple of weeks.  And after a short

 22  period of time, they just decided it would be easier

 23  for them to refer their patients to the center.

 24            And so, I think it really comes down to the

 25  intentions of the other systems, whether -- how much
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 01  they want to use the facilities.  And I think that's

 02  something I've seen similarly happen at other

 03  facilities that are open.  You'll have groups that are

 04  committed to using it and then will dedicate the time

 05  and resources and personnel to do so, and then you'll

 06  have those dabble as well and then just find it easier

 07  to refer.

 08            I think it's similar how a stand-alone

 09  surgical center might function.  They would open a

 10  facility, and then surgeons can come in and get

 11  credentialed and certified to operate in those

 12  facilities.  And it tends to find -- or play out that a

 13  few groups will utilize the centers more than other

 14  groups, but all are welcome.  And I see that model as

 15  how it really works once a proton center gets opened

 16  up.

 17            DR. GIFFORD:  A follow-up to that comment.

 18  So, in your application, you talk about actively

 19  recruiting physicians who would bring their patients to

 20  the facility and say that there are very few physicians

 21  that have high levels of experience with this type of

 22  treatment for reasons of, you know, it being a less

 23  widespread technology.

 24            So, can you just talk to us a little bit more

 25  along the lines of what Dr. Chang was saying about who
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 01  the clinicians would be?

 02            I don't know, Dr. Yonemoto, if you would be

 03  practicing at Danbury Proton or, if you know yet, to

 04  your earlier point, Steve, you know, about --

 05  chicken-and-egg kind of question.  But can you just

 06  tell us more about how you intend to assure that you

 07  have adequately trained clinicians at the facility?

 08            DR. YONEMOTO:  Oh, yes.  Les Yonemoto.

 09            Like most facilities, there's usually a

 10  medical director or someone in charge.  That's part of

 11  it.  And I hope to be that person.  My intent is to be

 12  that.  My intent is to practice there.

 13            But with over 50 -- 40, 50 proton centers,

 14  there's a wealth of people with experience with protons

 15  now that actively recruiting people with the experience

 16  is not a big problem I see.

 17            The other is, we're used to training folks.

 18  That's why I used to be a training residency director

 19  at the only proton center for many years.  So, that's

 20  not an issue.

 21            The planning of a radiation -- you know, our

 22  plan is sort of agnostic to what beam you use.  So, the

 23  beam -- as the plan looks better with protons, we're

 24  all trained on how to make the plans look better where

 25  you put more dose on the cancer and less on the normal
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 01  tissues.  And a lot of that's due to the planning.

 02            There's a dosimetrist that we have here that

 03  will have experience in using protons, and that's the

 04  key person that helped, you know, design the plan with

 05  the physicist and the physician but takes the lead on

 06  making the plan the best possible plan, whether it's

 07  protons or X-rays.

 08            So, that's -- that's -- there's plenty of

 09  supply like that.  We obviously want to recruit the

 10  best, and the credentialing is no different than

 11  credentialing at a hospital or anywhere else.  You

 12  know, they have to be licensed and board-certified and

 13  have references and such.  I don't see it's much of an

 14  issue.  You only need one or two physicians to keep the

 15  center going.

 16            DR. GIFFORD:  Okay.  I apologize if you

 17  stated it.  Are you actively practicing in Connecticut?

 18            DR. YONEMOTO:  No, I'm not.

 19            DR. GIFFORD:  So, you're not licensed yet in

 20  Connecticut?

 21            DR. YONEMOTO:  No.  I will be, hopefully

 22  soon.

 23            MR. CSUKA:  I think that's enough on the open

 24  affiliation.

 25            But a related question is, you said in your
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 01  response to the completeness letter that you intend to

 02  initiate discussions with existing proton centers in

 03  New York and Boston.  And you re- -- that word is not

 04  going to happen right now -- reiterated that earlier.

 05            You know, what are your feelings on

 06  potentially affiliating with CPTC, that's Connecticut

 07  Proton, in the event they were to approach you down the

 08  road?  Would you be open to that, or would you be

 09  limiting yourself to New York or Boston?

 10            DR. YONEMOTO:  Oh, we'd love it.  We'd love

 11  to work with them.  We would encourage it.  We'd push

 12  it.  We want to work with them.  I was in support of

 13  their facility at the, you know, last --

 14            MR. CSUKA:  Okay.

 15            MR. COURTNEY:  I might comment, too, just --

 16  just having -- Steve Courtney -- just having come from

 17  the National Proton Conference.  It's frankly a big

 18  club.  All the facilities are doing great work.

 19  They're doing clinical surveys -- I mean studies.

 20  They're working together.  Jacksonville now has two

 21  facilities already.  Mayo Clinic's building another

 22  facility there.  They're all going to be working

 23  together.

 24            We will definitely be communicating and

 25  working with the Wallingford facility as well as the
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 01  MGH's and New York, New York's and Massachusetts.  All

 02  of these are frankly going to get more facilities.

 03  There has to be more facilities.  We just can't treat

 04  everybody.

 05            So, there will be a lot of cooperation

 06  between all the groups.  A little bit of flourishing,

 07  you know, between Danbury and Wallingford will totally

 08  disappear.

 09            MR. CSUKA:  Attorney Hardy, has that other

 10  individual signed on yet?

 11            MR. HARDY:  I don't see him, no.

 12            MR. CSUKA:  Okay.  I think we're going to --

 13  I think we can probably be done within the next, like,

 14  half hour or so, so I think it makes sense for us to

 15  keep going rather than, you know, break for lunch for a

 16  long period of time and then come back for a short

 17  period of time.

 18            MR. HARDY:  Makes sense.

 19            MR. CSUKA:  So, Dr. Gifford, do you want to

 20  ask some questions?

 21            DR. GIFFORD:  Yes.  I wanted to ask about

 22  access in particular for individuals covered by

 23  Medicaid in Connecticut.  As you know, part of our

 24  statute requires us to consider that access in terms of

 25  need.
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 01            And your witness -- your public comment --

 02            MR. CSUKA:  I think --

 03            MR. COURTNEY:  Sounds like a politician

 04  logged on.

 05            DR. GIFFORD:  Okay.  I'll defer to the mayor.

 06  If you are not the mayor, could you mute yourself,

 07  please?

 08            MR. CSUKA:  Mayor, can you hear us?

 09            MAYOR STEVE COMA:  I can hear everybody okay.

 10  I've just been waiting.  I apologize.  I can mute

 11  myself until you're ready.

 12            MR. CSUKA:  No.  I think we're ready for you,

 13  so feel free to make whatever statement you would like.

 14            MAYOR STEVE COMA:  Well, thank you everybody,

 15  so much, for the opportunity for my testimony on this,

 16  and Executive Director Gifford.

 17            My name is Steve Coma, and I proudly serve as

 18  the Mayor of Danbury.  And for the last four years in

 19  my capacity as an elected official and resident of

 20  Danbury, I've had the opportunity to follow Danbury

 21  Proton Center's journey from the beginning, and I've

 22  been excited about the prospect of this project finally

 23  coming to fruition.

 24            This project is just about shovel ready and,

 25  if approved, it could break ground immediately, like
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 01  tomorrow, allowing us to experience new healthcare and

 02  revolutionize cancer treatment in Danbury and

 03  Connecticut.

 04            As the CEO of the greatest city in

 05  Connecticut, Danbury Proton Center would be an exciting

 06  transformational new addition to our community and our

 07  business community.  It would create 100 well-paid,

 08  high-skilled local construction jobs and over 30

 09  permanent medical administrative jobs.  We also expect

 10  opportunities for local vendors, which represent a very

 11  important portion of the Danbury property tax revenue.

 12            We're always on the lookout for opportunities

 13  that will benefit our local economy and our community,

 14  bringing new, good-paying jobs and bringing

 15  cutting-edge healthcare and technologies to our city.

 16            These initiatives are also personal for me.

 17  After receiving treatment for two years, last year my

 18  father passed away from pancreatic cancer at 63 years

 19  old.  Cancer affects everyone in some way, and our

 20  families, like mine, knowing that there's cutting-edge

 21  treatment options in our backyard, makes a big

 22  difference.

 23            Danbury Proton, the pioneer in the healthcare

 24  industry, their life-changing, lifesaving services will

 25  provide significant benefits to the residents of
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 01  Danbury and its surrounding communities, and patients

 02  throughout the northeast will soon have access to this

 03  revolutionary proton therapy.  It would be an honor if

 04  Danbury Proton called our city home, and I am committed

 05  to making that a reality.

 06            So, thank you all so much for your time.  I

 07  will stay here unless there's -- you need me not to.

 08  But Danbury Proton has our full support.

 09            MR. CSUKA:  Thank you, Mayor.  You don't need

 10  to stay on, but you're welcome to.

 11            And I believe that's it for public comment.

 12  Is that correct, Attorney Hardy?

 13            MR. HARDY:  That's correct.

 14            MR. CSUKA:  Okay.  So, anyone who didn't get

 15  an opportunity to speak today is free to submit written

 16  comment up to seven days after today.  The email

 17  address again is CONcomment@ct.gov.  And you can submit

 18  that directly to that email, and it will eventually get

 19  uploaded to the portal.

 20            I'm going to turn back to Dr. Gifford now,

 21  who's going to ask a few more questions.

 22            DR. GIFFORD:  Thank you, Mayor, for your

 23  testimony.

 24            So, getting back to Husky/Medicaid here in

 25  Connecticut.  So, we've heard about the challenges of

�0366

 01  daily treatment, and we understand that that can be

 02  especially challenging for people with limited means,

 03  particularly those who lack -- who rely on public

 04  transportation or who lack family supports for things

 05  like child care, et cetera.  Not everyone has the -- of

 06  course the luxury to travel and to receive this

 07  treatment.

 08            So, can you just tell us a little bit more

 09  about experience with supporting individuals with

 10  Medicaid to receive this treatment?  How in particular

 11  do you see Danbury Proton providing support such that

 12  we have equal access to this treatment for people that

 13  are covered by Medicaid?

 14            And as part of that, if you want to talk

 15  about the coverage policy here for Husky here and how

 16  that relates to your response.

 17            MR. COURTNEY:  I think it might be good to

 18  start with Andrew Chang.  Andrew, you guys have a

 19  charity policy, obviously.  How's it working there in

 20  San Diego?

 21            DR. CHANG:  So, the majority of our patients

 22  who are on Medicaid are our pediatric population.  We

 23  have -- 19% of our patients we treat are pediatrics.

 24  And especially where we're located in Southern

 25  California, those family members also crossing over
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 01  from Mexico into our region are placed on emergency

 02  Medicaid.  In addition, we have patients that come from

 03  Nevada and New Mexico, so we have to work with

 04  out-of-state Medicaid as well.

 05            So, the support systems we have are, first we

 06  look with -- we're familiar with the local children's

 07  hospital that provides housing support with a lot of

 08  their own housing.  In addition, we have a variety of

 09  other support systems, such as relationships with

 10  American Cancer Society, that provides local housing or

 11  a stipend for local housing for adult patients with

 12  Medicaid who cannot afford the trip.

 13            We have also worked with various

 14  transportation groups in the area to provide transport

 15  to and from housing, so a few of the hotels near us

 16  will have shuttle services for the daily transport.  We

 17  have vouchers with Southwest Airlines to provide travel

 18  to and from their home as well as the -- it's called,

 19  like, Uber Health or something like that.  I can't

 20  remember exactly their name.  But they have a section

 21  where we are able to utilize their services to do

 22  patient transportation for, you know-- across nonacute

 23  assistance, so patients that just need to get to and

 24  from their hotel that we work with.

 25            Those have all been very helpful in providing
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 01  additional support for the patients who don't

 02  necessarily have the financial resources to be able to

 03  stay, especially like an expensive city like San Diego.

 04            There's also the charity program that you

 05  mentioned, Stephen, for patients who don't have any

 06  insurance at all to still -- if they need therapy --

 07  again, this primarily goes for patients that come from

 08  Mexico, Tijuana -- where they get surgery, and they'll

 09  come up for proton therapy.  And we have a review group

 10  that consists of the oncologists, the surgeons, and the

 11  radiation doctors that will triage those patients, as

 12  well, along with our standard triage process for

 13  patients.

 14            The -- I think the biggest difficulty has

 15  been working with Medicaid from out of state who have

 16  different rules on which patients they'll send and what

 17  support we can provide to those patients.

 18            I'm not familiar with the Connecticut area

 19  more to be able to speak much more on that, but that's

 20  how we do it in Southern California.  And I think that

 21  is growing as well.  We have partnerships helping

 22  Stanford, UCSF, build centers in Northern California.

 23  So it will be easier for those patients to get access,

 24  because currently there's no proton centers in Northern

 25  California, so they have to fly down south.  And
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 01  California, you know, we're a state of 40 million

 02  people, and we only have Loma Linda and us in San

 03  Diego, so we're happy to see more centers coming up to

 04  provide more access.

 05            DR. GIFFORD:  Thank you, Dr. Chang.  So, will

 06  there be -- I'm trying to understand the relationship

 07  of that response to Danbury Proton.

 08            So, there's not a formal relationship between

 09  Dr. Chang's center and Danbury Proton, or is there one

 10  that I've missed?

 11            MR. COURTNEY:  Not a formal one, no.

 12            DR. GIFFORD:  Okay.

 13            MR. COURTNEY:  We have gotten proposals from

 14  them to assist us in our operations.

 15            DR. GIFFORD:  Okay.  So, with respect

 16  specifically to the questions around access for Danbury

 17  Proton, do you have any analogous plans to those that

 18  Dr. Chang described?

 19            MR. COURTNEY:  That's certainly in the plan,

 20  certainly.  We certainly -- part of our mantra is, you

 21  know, to turn no patient away from a financial point of

 22  view, by any means.  So, no, it's a big part of what we

 23  hope to accomplish there.

 24            There is, you know, a population that is in

 25  that area that we hope to serve as well.  The
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 01  transportation side of it is important.  There are

 02  various transportation organizations -- or

 03  organizations in Connecticut that are very helpful in

 04  that regard.  You know, in the public health side of

 05  things, there are resources there in terms of

 06  transportation.

 07            One of the keys of running a smooth operation

 08  is getting patients there on time.  And so, to the

 09  extent that we spend money on that, that's also what we

 10  anticipate doing.  We have a written charity policy

 11  already developed.  I think that was submitted as part

 12  of the record?  So, that speaks to the charity side of

 13  things.

 14            DR. GIFFORD:  Okay, which is different from

 15  Husky.

 16            MR. COURTNEY:  Yes.

 17            DR. GIFFORD:  Okay.  And 5% of poverty level,

 18  that would be eligible for charity care?  Just remind

 19  me what's in the policy?  You can come back to that

 20  while you get your big notebook there.

 21            So, on a similar line, you, at our request,

 22  kind of quickly went past the WiTT test slide in your

 23  presentation.  Can you say a little bit more about what

 24  that is and why it's needed?

 25            MR. COURTNEY:  Sure.  I think it is something
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 01  that OHS would more broadly be interested in.  I

 02  frankly just discovered it at the National Proton

 03  Conference just a month and a half ago.  And Memorial

 04  Sloan Kettering was championing that particular

 05  platform.  The developer of that platform had some life

 06  situations in terms of battling cancer himself and

 07  wanted to find a way to more effectively impact the

 08  total patient.

 09            I mean, every facility has a patient liaison

 10  and that sort of thing, but this platform he was able

 11  to develop gives a patient a place to say what things

 12  would be nice for them, whether it would be walking the

 13  dog or giving them some transportation, coming over and

 14  cleaning the dishes, mowing the lawn.

 15            Yet most people really have a hard time

 16  asking people to do things, so this platform, you just

 17  list these various things that would be nice to have

 18  happen by somebody, and then on the other side of the

 19  coin is there are a lot of people that would love to

 20  help a person but have no idea how to do it.  And so,

 21  it facilitates the people that want to help.  They can

 22  go to the registry and say, Oh, Saturday, I can go and

 23  mow the lawn or whatever the request is.  So, it puts

 24  -- excuse me -- it puts the need out there more easily

 25  for the patient and puts the response out there more
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 01  easily for the would-be helper.

 02            DR. GIFFORD:  I see.

 03            MR. COURTNEY:  It can involve money as well.

 04  As a matter of fact, Memorial Sloan Kettering said

 05  essentially that 95% of the requests that were honored

 06  had some kind of monetary component, whether it was

 07  bringing over ice cream this afternoon or something.

 08            But -- so, it's little bit of a blend of a

 09  GoFundMe and a registry.  It's pretty exciting, really,

 10  because it addresses the whole patient, and not just

 11  the patient but the family needs, which, as you know,

 12  the patient doesn't have cancer, a family has cancer.

 13            DR. GIFFORD:  Okay.  Thank you.  And I

 14  just -- I want to go back because something Dr. Chang

 15  said struck me a little bit about the number of

 16  facilities in California.  There's Loma Linda, San

 17  Diego, none in Northern California.

 18            So, can you just explain again how that

 19  relates to your assertion that Danbury, Connecticut, is

 20  the place where one is most needed based on population,

 21  given that we have one in New York, one in Boston, and

 22  one to be built in Wallingford, and there's only two in

 23  the whole state of California?

 24            MR. COURTNEY:  The whole state of California

 25  is very big, so if you look at the -- you know, the
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 01  larger density, it's simply a matter of population

 02  density.

 03            DR. GIFFORD:  Right.  And proximity.

 04            MR. COURTNEY:  Lionel and Mevion is trying to

 05  correct that problem in Northern California right now.

 06  They are developing a center with Stanford.

 07            DR. GIFFORD:  Okay.

 08            MR. BOUCHET:  A lot of the limitation --

 09  Lionel Bouchet -- a lot of the limitations that we have

 10  seen at for proton centers is because the construction

 11  costs have been tremendous.

 12            So, we have a partnership with Stanford to

 13  bring proton therapy within Stanford Health.  That was

 14  a project started some 20 years ago.  UCSF the same

 15  way.  It's just the cost of this very large

 16  construction.  The partnership with Stanford has been

 17  very (indiscernible) because we are going to bring it

 18  directly on their campus, so that integration is

 19  important.  So, why no more -- more proton, it's here.

 20  Danbury is a much, much -- a lot of patients, a lot of

 21  population.

 22            DR. GIFFORD:  Understood.  Thank you.

 23            MR. HARDY:  I have located the charity care

 24  parameter if you'd like me to read that.

 25            DR. GIFFORD:  Yes.
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 01            MR. HARDY:  And so, this is Exhibit N, as in

 02  Nancy, to our original application.  So, it provides,

 03  where income is 200% of the federal poverty limit or

 04  less, that qualifies for free care; then at less than

 05  225%, a 60% discount; less than 275%, a 40% discount;

 06  less than 300%, a 20% discount; less than 400%, a 10%

 07  discount.

 08            DR. GIFFORD:  Thank you very much.

 09            MR. CSUKA:  In some of the materials that you

 10  sent over yesterday, you made reference to the Mevion

 11  S-255th and how it's likely to receive FDA clearance in

 12  2024.

 13            Is there any chance that Danbury Proton

 14  would, in a sense, move to instead install one of those

 15  instead of the planned --

 16            MR. COURTNEY:  Yes and no.  We've designed

 17  the facility so we can easily add a second treatment

 18  facility.  That's all been approved by the city and the

 19  planning process.

 20            And so if, in fact, what happens that we

 21  expect, that we'll be quickly running out of patient

 22  slots, we will probably add a fifth to that as our

 23  second machine.

 24            It does have to get FDA approved.  It is

 25  unique in that the patient positioning is not laying
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 01  down and the seated position is going to be

 02  challenging.  So, it may not make FDA approval or be

 03  ready for treatment very quickly, and we didn't want to

 04  frankly wait around for that for our current

 05  installation.  And, frankly, having both systems might

 06  offer some advantages in the future.

 07            MR. CSUKA:  Thank you.  And I think this

 08  probably goes without saying, but I didn't see it

 09  anywhere in the record, so I'm going to ask it anyway.

 10            Does Danbury Proton plan to seek either ACR

 11  or ASTRO accreditation?

 12            DR. YONEMOTO:  Yes, we would like to.  In

 13  order to do that, we'd have to have some established

 14  time frame of operations, and then what they do is they

 15  retrospectively look at our records and see if it meets

 16  the national standards.  But the short answer is yes.

 17            MR. CSUKA:  Okay.  Thank you.  I think that's

 18  the main substantive questions.  There were some other

 19  sort of late-file sorts of things that I wanted to go

 20  through.

 21            Actually, let me first ask, Annaliese,

 22  Yadira, do you have any questions you wanted to ask?

 23            MS. FAIELLA:  All set.

 24            MR. CSUKA:  Do you?  All set?

 25            So, as we were going through all the
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 01  materials that were submitted, there were just some

 02  sort of deficiencies that I noticed as I was going

 03  through.

 04            So, for instance, on page 28 of the

 05  application, there was one paragraph there that had

 06  some figures and percentages, but there was no source

 07  provided.  So, I would like to ask for that source to

 08  be provided.

 09            The same sort of thing for page 29, the first

 10  two full paragraphs.  No source was provided for the

 11  facts and figures put there.

 12            And let's just start with page 28 first.

 13  Again, that's Bates page 28.  And you might -- you

 14  know, somebody here might be able to say what these

 15  figures are based on.  If not, you can go and do some

 16  digging and then get back to us.

 17            MR. HARDY:  Yes.  Certainly.  We can provide

 18  that.

 19            MR. CSUKA:  For page 28, it's the first full

 20  paragraph, need and demand within the service area.

 21  And I think actually we touched on it earlier.

 22  Dr. Gifford may have asked some questions about that.

 23            So, I'll include that as part of the late

 24  file order, that application page 29.  Again, it's the

 25  first two full paragraphs starting with "an estimated
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 01  1,317,745."

 02            So, page -- actually, page 36 we addressed.

 03            MR. HARDY:  I do know the 1,317,745

 04  Connecticut residents is in the GlobalData report.

 05            MR. CSUKA:  Okay.  So, this may all be based

 06  on the GlobalData report?  Because up above you

 07  referred to the Connecticut Cancer Plan.  So, it sort

 08  of blends a little bit?  So, if you can just --

 09            MR. HARDY:  Yeah.  We'll confirm that either

 10  way.

 11            MR. CSUKA:  On page 41, you made reference to

 12  a second primary service area in New York, and then you

 13  said -- I think it wasn't your intent to list the towns

 14  and cities that make up that New York PSA, but only a

 15  map, which was sort of grainy, was provided.  So, if we

 16  could receive the towns and cities, just a list of them

 17  as you did for Connecticut, that would be helpful.

 18            And lastly, page 57, Bates 57, there was a

 19  chart that was provided, and as the source it says

 20  "compiled sources."  I wasn't sure what that referred

 21  to.  So if you can confirm that, that would be helpful

 22  as well.  Oh, actually, I just -- I apologize.  I just

 23  found that you -- "compiled sources" is a defined term

 24  on page 50, so we'll ignore that one.

 25            So I think -- so, we'll send those out just
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 01  so that you have them and they're easier to respond to.

 02            There were also some other late files that

 03  were discussed in the course of today's hearing.  I

 04  don't recall who said they would provide the -- I think

 05  it was Dr. Chang who said he would provide the

 06  publications for slides 82 through 84, as well as the

 07  NCCN policy, and I believe there was another policy as

 08  well.  I didn't catch what the acronym for that was.

 09            MR. BOUCHET:  NAPT.

 10            MR. CSUKA:  NAPT.

 11            DR. GIFFORD:  Not the 400-page one.

 12            MR. BOUCHET:  Right.  The NAPT does a very

 13  good job at summarizing the NCCN, and I would recommend

 14  using those.

 15            DR. GIFFORD:  As long as it cites their

 16  original --

 17            MR. BOUCHET:  It does cite.  It's a fantastic

 18  site.  That's cited and updated regularly.  They

 19  just -- wherever a proton is mentioned, it's provided

 20  information.

 21            MR. CSUKA:  Attorney Hardy, do you want to

 22  take a minute off the record to discuss how long you

 23  might need to get those late files to us?

 24            MR. HARDY:  Sure.

 25            MR. CSUKA:  Or if you have something in mind.
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 01            MR. COURTNEY:  Seven days will be fine.  We

 02  don't need it, right?

 03            MR. CSUKA:  We'll put that in the order

 04  that's issued tomorrow as seven days.  If you need more

 05  time for any reason, that's fine.  And that will line

 06  up nicely with the public comment period, which also

 07  ends in seven days.

 08            Attorney Hardy, I know you said in the

 09  interest of time you're willing to forgo providing a

 10  closing statement.  We are ending earlier than I

 11  think -- certainly I anticipated, so if you do want to

 12  make a closing statement, feel free.

 13            MR. HARDY:  Yeah.  I would just, again, thank

 14  staff for your assistance in this process and for a

 15  good hearing today.

 16            You know, my takeaways from the presentation

 17  and the experts that you've heard from today is that

 18  this project meets the core objectives of the CON

 19  review program in that it will help reduce an unmet

 20  need and will increase access to this leading

 21  technology and reduce overall cost.

 22            So, of course we're asking that the agency

 23  approve this very important project.  Certainly, as

 24  you're considering your decision, we would be happy to

 25  address any specific issues or concerns you may have
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 01  after today's hearing.

 02            We want to reiterate that Danbury Proton is

 03  willing to accept, as conditions of approval, any of

 04  the conditions that have been incorporated into the

 05  approval of the CPTC Center and of course would welcome

 06  any discussions needed to facilitate that approval for

 07  the project.

 08            MR. CSUKA:  Thank you.  So, thank you to

 09  everybody who attended remotely and in person.  We

 10  really appreciated having you all here.

 11            And, again, as I mentioned earlier, written

 12  public comment can be submitted up to seven calendar

 13  days after today.  And for now, the hearing is

 14  adjourned, and we will close the record at some point

 15  in the future.  Thank you very much.

 16            DR. GIFFORD:  Thank you very much to all of

 17  you.

 18            THE COURT REPORTER:  Mr. Hardy, did you need

 19  a copy of the transcript?

 20            MR. HARDY:  That would be great.  Thank you.

 21            (The hearing was adjourned at 12:59 p.m.)

 22  

 23  

 24  

 25  
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      1               (The hearing began at 9:00 A.M.)



      2               MR. CSUKA:  Good morning, everybody.



      3               ALL:  Good morning.



      4               MR. CSUKA:  Danbury Proton, LLC, the



      5     applicant in this matter, is not currently a provider



      6     of healthcare services in Connecticut but proposes to



      7     establish a proton therapy center in Danbury,



      8     Connecticut.



      9               In its application, Danbury Proton represents



     10     that its proposal includes the acquisition of a proton



     11     beam accelerator, which is equipment utilizing



     12     technology not previously used in Connecticut, as well



     13     as a CT simulator for treatment planning purposes.  The



     14     anticipated capital cost for Danbury Proton's project



     15     is approximately $96 million.



     16               Today is May 2nd, 2024.  My name is Daniel



     17     Csuka.  I'm a staff attorney with the Office of Health



     18     Strategy.  To my side is Dr. Gifford, who will



     19     introduce herself now of.



     20               DR. GIFFORD:  Good morning, everyone.  I'm



     21     Deidre Gifford, and I'm the Executive Director of the



     22     Connecticut Office of Health Strategy.



     23               MR. CSUKA:  Thank you.  Although I am here to



     24     assist and provide legal counsel, Dr. Gifford will be



     25     the one presiding over this matter.  She will rule on
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      1     all motions and will issue a decision that includes



      2     findings of fact and conclusions of law upon completion



      3     of the hearing.



      4               This is a hybrid hearing.  By that, I mean it



      5     is being held in person and electronically via Zoom, in



      6     accordance of Section 1-225a of the Connecticut General



      7     Statutes.  Any person who is participating orally via



      8     the electronic component of this meeting should make a



      9     good-faith effort to state his or her or their names



     10     and titles at the outset of each occasion that such



     11     person participates orally during an uninterrupted



     12     dialogue or hears questions and answers.



     13               Sign-up for public comment has started and



     14     will continue until 12:00 p.m.  If you would like to



     15     supply commentary, please sign up either in person, in



     16     the hallway, or in the Zoom chat box.  You can also



     17     submit written comments to CONcomments@ct.gov for up to



     18     seven days after the hearing today.



     19               For anyone attending remotely, unless you are



     20     actively participating in the hearing either as one of



     21     the applicant's witnesses or as a member of the public



     22     providing comment at the designated time, please mute



     23     the device that you are using to access the hearing and



     24     silence any additional devices that are around you.



     25               This public hearing is held pursuant to
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      1     Connecticut General Statutes Section 19a-639a(f)(2).



      2     Although this does not constitute a contested case



      3     under the Uniform Administrative Procedure Act, the



      4     manner in which OHS conducts these proceedings will be



      5     guided by the UAPA provisions and the Regulations of



      6     Connecticut State Agencies beginning at Section



      7     19a-9-24.



      8               I will be asking questions of the witnesses



      9     as well as Dr. Gifford.  Either OHS -- other OHS staff



     10     members are also here to assist us in gathering facts



     11     related to this application and may also be asking the



     12     applicant's witnesses questions.



     13               At this time, I am going to ask each of the



     14     OHS staff persons up here to identify themselves with



     15     their names, spelling their last name, and OHS title.



     16     So, I'm going to start with Steve.



     17               MR. LAZARUS:  Good morning.  Steven Lazarus,



     18     L-A-Z-A-R-U-S, and I'm the CON Program Supervisor.



     19               MS. FAIELLA:  Good morning.  I'm Annaliese



     20     Faiella, F-A-I-E-L-L-A, and I'm the Zoom team lead.



     21               MS. McLAUGHLIN:  Good morning.  I'm Yadira



     22     McLaughlin, OHS Planning Analyst, M-C, capital



     23     L-A-U-G-H-L-I-N.



     24               MR. CSUKA:  Thank you.  Also present is Faye



     25     Fentis over in the corner, who is another OHS staff
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      1     member that does assisting with the hearing, logistics,



      2     gathering of names and providing miscellaneous other



      3     support.



      4               The certificate-of-need process is a



      5     regulatory process and, as such, the highest level of



      6     respect will be accorded to the applicant, members of



      7     the public, and our staff.  Our priority is the



      8     integrity and transparency of the process.



      9     Accordingly, decorum must be maintained by all present



     10     during these proceedings.



     11               This hearing is being transcribed and



     12     recorded, and the video will also be made available on



     13     the OHS website and the CON account.  All documents



     14     related to this hearing that have been or will be



     15     submitted to OHS are available for review through the



     16     CON portal, which is accessible on the OHS CON web



     17     page.



     18               In making a decision, Dr. Gifford will



     19     consider and make written findings in accordance with



     20     Section 19a-639 of the Connecticut General Statutes.



     21               Lastly, I wish to point out that by appearing



     22     on camera in this hybrid hearing, you are consenting to



     23     being filmed.  If you wish to revoke your consent,



     24     please do so at this time by exiting the Zoom meeting



     25     or this hearing room.
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      1               So, I'm going to start by going over the



      2     exhibits and items of which we are taking



      3     administrative notice, and then I will ask if there are



      4     any objections.



      5               The CON portal contains the prehearing table



      6     of record in this case.  At the time of its filing a



      7     couple days ago, the exhibits were identified in the



      8     table from A to M.  That's "M," as in Michael.



      9               The applicant filed a few more documents



     10     yesterday that are not included in that table.  We're



     11     going to mark the PDF presentation as Exhibit N, the



     12     compilation of support letters as Exhibit O, and the



     13     single support letter as Exhibit P.  And we will update



     14     the table of record accordingly after the hearing.



     15               Does anyone from OHS have any additional



     16     exhibits that they want to enter into the record at



     17     this time?



     18               MR. LAZARUS:  Not at this time.  Thank you.



     19               MR. CSUKA:  Thank you.  Counsel for the



     20     applicant, can you please identify yourself for the



     21     record?



     22               MR. HARDY:  Good morning, Attorney Csuka.



     23     David Hardy, along with Makana Ellis, from Carmody,



     24     Torrance, Sandak & Hennessey.



     25               MR. CSUKA:  Thank you.  So, do you have any
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      1     objections to the exhibits that we have just gone over?



      2               MR. HARDY:  We do not.



      3               MR. CSUKA:  Okay.  Thank you.  So, all are



      4     identified and marked as exhibits and are entered as



      5     full exhibits.



      6               (Applicant Exhibits A through P admitted as



      7     full exhibits.)



      8               Attorney Hardy, do you have any additional



      9     documents that you wanted to enter before we get



     10     started?



     11               MR. HARDY:  We do not.  Thank you.



     12               MR. CSUKA:  In terms of administrative



     13     notice, we're going to be taking administrative notice



     14     of the Statewide Healthcare Facilities and Services



     15     Plan and its supplements; the Facilities and Services



     16     Inventory; OHS Acute Care Hospital Discharge Database;



     17     All Payer Claims Database Claims Data, Hospital



     18     Reporting System, that's HRS, Financial and Utilization



     19     Data; and Community Health Needs Assessments.



     20               Obviously, some of those are more relevant



     21     than others to this, but you should know that we're



     22     taking administrative notice of those databases.



     23               We're also going to be taking administrative



     24     notice of the following CON dockets.  One is Docket



     25     Number 20-32376 -- excuse me -- 76-CON, and that's
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      1     Danbury Proton's first application docket; and Docket



      2     Number 19-32339-CON, and that's the one where



      3     Connecticut Proton Therapy Center, Hartford HealthCare,



      4     and the Elder Human Health Services sought to establish



      5     proton therapy in Connecticut.



      6               Attorney Hardy, do you have any objections to



      7     those administrative notice -- administratively noticed



      8     dockets or documents?



      9               MR. HARDY:  No objection.



     10               MR. CSUKA:  Thank you.



     11               (Administrative Notice taken of the



     12     above-mentioned documents.)



     13               So, as the hearing progresses, we may also



     14     take administrative notice of other information,



     15     including prior OHS decisions, agreed settlements and



     16     determinations that may be relevant but which have not



     17     been identified as of yet.  The applicant will, of



     18     course, have an opportunity to respond to those if one



     19     of those should come up.



     20               We will proceed in the order established in



     21     the agenda for today's hearing.  I would like to advise



     22     the applicant that we may ask questions related to your



     23     application that you feel you have already addressed.



     24     We will do this for the purpose of ensuring the public



     25     has knowledge about your proposal and for the purpose
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      1     of clarification.  I want to reassure you that we have



      2     reviewed the docket and will do so again before issuing



      3     a decision.



      4               As this hearing is being held in hybrid



      5     fashion, we ask that all participants attending via



      6     Zoom enable the use of video cameras when testifying or



      7     commenting remotely during proceedings.  All



      8     participants and the public should mute their devices



      9     and should disable their cameras when they go off --



     10     when we go off record or take a break.  Please be



     11     advised that, although we will try to shut out the



     12     hearing recording during breaks, it may continue; if



     13     the recording is on, any audio or visual that has not



     14     been disabled will be accessible for all participants.



     15     That includes inside this room.



     16               Public comment taken during the hearing will



     17     likely go in the order established by OHS during the



     18     registration process; however, we may allow public



     19     officials to testify out of order.  As I mentioned



     20     earlier, registration for public comment has already



     21     begun, and comment is currently scheduled to start at



     22     12:00 p.m.



     23               If the technical portion of this hearing has



     24     not been completed by 12:00 p.m., we may postpone



     25     public comment until the technical portion is complete.
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      1     The applicant's witnesses should remain available after



      2     public comment, as OHS may have additional follow-up



      3     questions based on the public comment.



      4               Attorney Hardy, are there any other



      5     housekeeping matters or procedural issues that you



      6     would like to address before we start?



      7               MR. HARDY:  No, not at this time.



      8               MR. CSUKA:  Thank you.  So, Attorney Hardy,



      9     would you like to make an opening statement or an



     10     opening presentation?



     11               MR. HARDY:  Thank you, Attorney Csuka.  And



     12     good morning, Dr. Gifford, and all OHS staff.



     13               I first wanted to express our sincere



     14     gratitude to OHS staff for working very hard and very



     15     diligently and efficiently to get us to this point in



     16     the process.



     17               We have a lot of ground to cover, so what we



     18     intend to do is have Stephen Courtney, the Managing



     19     Director of Danbury Proton, be our first witness.



     20     He'll give an overview of the presentation we intend to



     21     make this morning, again, with witnesses and topics



     22     they intend to address.  We will try to be as brief as



     23     possible.  We want to talk about what you want us to



     24     talk about, and so we look forward to the



     25     question-and-answer session.
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      1               Also in the category of time-saving, since



      2     this application is unopposed, I'll waive making a



      3     closing argument so we can focus on the facts and the



      4     witnesses that are here today.



      5               MR. CSUKA:  Thank you.  Can you please



      6     identify all the individuals in the room by name and



      7     title who are planning to provide opening remarks?



      8               MR. HARDY:  Certainly.  So, our first witness



      9     will be Stephen Courtney, Managing Director of Danbury



     10     Proton.  We also have with us Mister -- or Dr. Lionel



     11     Bouchet, who will be providing remarks.  We have



     12     Dr. Leslie Yonemoto, who will be providing remarks.  We



     13     have Mr. Duke Crandall and --



     14               MR. HARTY:  Jack Harty.



     15               MR. HARDY:  -- Jack Harty.



     16               MR. CSUKA:  Thank you.  So, I'm going to



     17     swear all of them in first, and then I'm assuming some



     18     of the people attending remotely also be making



     19     remarks, so I'll swear them in separately.



     20               MR. HARDY:  Correct.



     21               MR. CSUKA:  So, if you could all please raise



     22     your right hand, I would appreciate that.



     23               Do you solemnly swear or solemnly and



     24     sincerely affirm, as the case may be, that the evidence



     25     you provided in your prefile and the evidence that you
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      1     shall give or have already given in this case shall be



      2     the truth, the whole truth, and nothing but the truth,



      3     so help you God or upon penalty of perjury?



      4               ALL:  I do.



      5               (STEPHEN COURTNEY, DR. LIONEL BOUCHET,



      6     DR. LESLIE YONEMOTO, DUKE CRANDALL, AND JACK HARTY,



      7     having been duly sworn by DANIEL J. CSUKA, ESQ., OHS



      8     Staff Attorney, testified as follows:)



      9               MR. CSUKA:  Thank you.  So, now we can turn



     10     our attention to the witnesses who are attending



     11     remotely.  Have they all joined us at this point?



     12               Or if you'd prefer, Attorney Hardy, we can



     13     start until they --



     14               MR. HARDY:  Yes.  So, we have Dr. Andrew



     15     Chang on the Zoom.  We have Christopher Gonzalez on the



     16     Zoom.  We have Daria Chylak on the Zoom, Don Melson on



     17     the Zoom, and Mr. Steve Coma on the Zoom.



     18               We're missing one witness, but certainly we



     19     can proceed with the swearing in of these witnesses.



     20               MR. CSUKA:  So, the witnesses who are



     21     attending remotely, if you can all please raise your



     22     right hand.



     23               Do you solemnly swear or solemnly and



     24     sincerely affirm, as the case may be, that the evidence



     25     you provided in your prefile and the evidence that you
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      1     shall give or have already given in this case shall be



      2     the truth, the whole truth, and nothing but the truth,



      3     so help you God or upon penalty of perjury?



      4               ALL:  (Yes.  I do.  Yes.)



      5               MR. CSUKA:  Thank you.



      6               (DR. ANDREW CHANG, CHRISTOPHER GONZALEZ,



      7     DARI CHYLAK, DON MELSON, DR. MICHAEL MOYERS, AND STEVE



      8     COMA, having been duly sworn by DANIEL J. CSUKA, ESQ.,



      9     OHS Staff Attorney, testified as follows:)



     10               MR. COURTNEY:  Dr. Moyers did join us.  Just



     11     in time.



     12               MR. CSUKA:  Was he sworn in?  I didn't --



     13               MR. COURTNEY:  Yes.



     14               MR. CSUKA:  Thank you.  So, to the witnesses,



     15     I just want to start by saying that we have read and



     16     are familiar with all 161 pages of your prefiled



     17     submissions.  We -- well, I'm not sure if everyone in



     18     this room has reviewed what was submitted yesterday,



     19     but I have reviewed the presentation that was submitted



     20     yesterday.



     21               If you plan to make any additional opening



     22     remarks today, that's fine; but since there are 11 of



     23     you, please try to limit your comments to only



     24     summaries and new information that may not have been



     25     provided up to this date.
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      1               When giving your testimony, make sure that



      2     you state your full name and adopt any written



      3     testimony that you have submitted on the record prior



      4     to testifying.



      5               So, Attorney Hardy, you can now proceed with



      6     your witnesses' testimony.



      7               MR. HARDY:  Thank you.  We'll call



      8     Mr. Stephen Courtney.



      9               And if I may, I'll share my screen.  We have



     10     a presentation that will help narrate the witness'



     11     testimony.



     12               MR. CSUKA:  Sure.  Mr. Hardy, is the green



     13     light on?



     14               MR. COURTNEY:  Yes, it is.



     15               MR. CSUKA:  Okay.  Great.  Thank you.



     16               MR. COURTNEY:  Good morning, Dr. Gifford,



     17     Attorney Csuka, and Mr. Lazarus, and OHS staff.  It's a



     18     pleasure to be here.  And I accept my -- my name is



     19     Stephen Courtney, and I accept my prefiled testimony.



     20               My first slide, if we could, is essentially a



     21     list of all our speakers.  And I had intended actually



     22     to spend some time talking about my association with



     23     all these speakers over the years, some of which have



     24     been over 35 years -- next slide -- and a bit about



     25     what they were going to say.
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      1               But we got a reminder memo from Attorney



      2     Csuka yesterday that said, It looks to me like, with 85



      3     slides, you're going to go way too long.  I was -- and



      4     I must admit, I had not timed myself.  And when I did,



      5     I was a major violator of the five-minute expectation.



      6               MR. CSUKA:  I just -- I don't want to stop



      7     you.  I just want to make sure that -- are we on the



      8     correct slide?  Who's controlling the slides?  Let's



      9     start there.  Okay.



     10               So, Attorney Hardy, you're not having any



     11     issues, are you?



     12               MR. HARDY:  Sorry.  Let me do this.



     13               MR. COURTNEY:  So, the first slide, while



     14     he's trying to pull it up, is a list of all our



     15     speakers, people I've been working with over all these



     16     years.



     17               So, as I was saying, I did some major slide



     18     surgery, if you will, last night, on my presentation



     19     and will -- I will not go into detail about the



     20     speakers.  You have all their prefiles.  You know who



     21     they are and what they represent.  And I'll just say



     22     that this team's experience with proton therapy is



     23     extraordinary, and they'll be happy to answer any



     24     question you might have about proton therapy.  They



     25     know what they're doing.
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      1               We're still not getting slides handled here



      2     for some reason.



      3               MR. HARDY:  The sharing feature has been



      4     paused.  Let me try it again.



      5               MR. COURTNEY:  I'll keep going, though, given



      6     our timeline here.



      7               The next slide, if you ever get to see it, is



      8     simply a graph of the proton projects that have come



      9     online since they started coming to us in 1990.  And



     10     what you'll see, if you ever see the slide, is that the



     11     progression in the years since 2008 have been fairly



     12     consistent and it's been a pretty steady state of new



     13     projects coming on.



     14               The next slide, which you still haven't --



     15     oh, the one just above where you are now is also -- I



     16     won't spend a lot of time on it since it doesn't want



     17     to come up.  But it's amazing things that can happen in



     18     66 years.  And in the proton therapy space, the



     19     technology has evolved significantly.  Okay.  So, let's



     20     stop on this one.  We'll go with this one.



     21               What you see at the top of this --



     22               MR. CSUKA:  Attorney Hardy, can you put that



     23     in slide-show view?



     24               MR. HARDY:  Yeah, I just did.  There seems to



     25     be a lag between when I --
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      1               MR. COURTNEY:  Oh.



      2               MR. HARDY:  -- when I do that and when it



      3     appears.



      4               MR. COURTNEY:  The timeline across the top



      5     you can't read, but that's okay.  We blow up each



      6     section as I go along.



      7               The first ten years of proton therapy that --



      8     out of the labs of Harvard and Berkeley and things like



      9     that actually started at Loma Linda Hospital in



     10     California.  There was also a small ocular unit down at



     11     Davis, UC, Davis, in the first ten years.



     12               Our Dr. Moyers, who's online, was a physicist



     13     primarily responsible for that project coming online.



     14     Dr. Yonemoto was chief of staff there and ran the



     15     facility, and he also had his -- Dr. Chang as a



     16     pediatric oncologist there as well.



     17               So, the heart of our clinical team have been



     18     in proton therapy since the very beginning.  They're



     19     undisputed proton therapy pioneers in this space.



     20               The next ten years have brought about seven



     21     new centers, if we can -- yeah, you did it.  Very good.



     22     This is when my own proton therapy experience develops.



     23               I started -- I was working as the director of



     24     operations of an architecture firm in Boston that had



     25     had the only expertise in designing proton therapy
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      1     facilities.  And I was involved in the Houston project,



      2     MD Anderson; Jacksonville; Oklahoma City; Philadelphia,



      3     Chicago; Hampton, Virginia.



      4               The next slide, if we go to the next five



      5     years, things really took off.  We had 11 new centers



      6     in that five years.  In 2013, Mevion introduced its



      7     compact single-room proton therapy equipment and



      8     changed the course of the industry in significant ways.



      9     All the red "Ms" are the projects that have Mevion



     10     equipment.



     11               I was fortunate enough to work with Mevion at



     12     that stage.  I got to meet Dr. Bouchet, and I really



     13     became a champion of their system compared to the other



     14     systems.



     15               Most projects on this timeline, whether we



     16     designed them or consulted or in some way were involved



     17     -- an example is Dr. Moyers, on the Memphis facility,



     18     St. Jude's, was actually contracted to review the



     19     shielding design others had done to make certain it was



     20     being done correctly.  Dr. Yonemoto is -- testified at



     21     other CON hearings in other parts of the country,



     22     et cetera.  We touched just about all 50 projects in



     23     some fashion.



     24               In the next decade, 20 more centers came on,



     25     four of them Mevion systems.  And I won't go into it,
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      1     but a new piece of equipment was developed and went



      2     into the (inaudible) facility.  It took them seven



      3     years to actually get it operating, and that system was



      4     also used now at Mass General's new facility that they



      5     added.



      6               In the last four years, 11 more centers have



      7     come.  And as you can see by the timeline, in '21,



      8     there were -- oh, there was only one center that came



      9     on, so Covid took a significant bite out of the



     10     development of proton therapy.



     11               This year, we're expecting two more projects



     12     that are not shown on this chart -- Charlottesville,



     13     North Carolina, and Milwaukee, Wisconsin.  Those are



     14     both Mevion systems as well.



     15               Next slide shows very graphically why we love



     16     Mevion systems in terms of its required architecture.



     17     It's much, much, much smaller bulk space that's needed;



     18     and, therefore, your cost structure is lower, which



     19     helps everything all around.



     20               On the next slide, we'll get into a little



     21     bit of a conversation about patient needs.  These are



     22     the hospitals that you're all familiar with in



     23     Connecticut.



     24               The next slide shows the ones that are



     25     affiliated with Hartford and Yale, including the
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      1     prospect hospitals that have been recently approved to



      2     be acquired.  I know that it's still cooking, but we



      3     assumed that that was going to happen.



      4               And the next slide, it shows the -- in yellow



      5     the other hospitals in Connecticut that are not part of



      6     those two systems, including the four Nuvance



      7     facilities in western Connecticut.



      8               And the next slide shows the other three



      9     Nuvance facilities in New York, plus the other New York



     10     hospitals that are in -- in our service area, if you



     11     will.



     12               In round numbers, almost a thousand



     13     Connecticut patients would benefit from proton therapy,



     14     as established by your agency in the Wallingford CON



     15     approval.  At best, about approximately 800 patients



     16     per year could be treated with the two proton



     17     facilities in the state, still leaving an unmet need of



     18     that 900.



     19               The Danbury team thinks the 900 was vastly



     20     underestimated and that it's easily double the thousand



     21     patients that would really benefit from proton therapy.



     22     Our number is actually close to 3,000.



     23               And that is, as I said -- that's what we're



     24     going to be able to do is treat 800 of those patients,



     25     and that's assuming 16-hour-a-day operations.  These
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      1     are not just, you know, 8-hour-a-day operations.



      2     That's going to be necessary in terms of patient slots.



      3               This would make the weekly decisions of who



      4     not to treat very difficult given the limited treatment



      5     sites.  Both Mass General Hospital and Memorial Sloan



      6     Kettering, the next ones closest to us, are running at



      7     full capacity now.



      8               I'll move quickly through this next slide,



      9     which talks about our patient focus.  We -- we're



     10     pretty excited about this fairly new platform.  I spoke



     11     about it in great detail in my prefile testimony, so I



     12     won't spend time here, given we're trying to trim this



     13     up.



     14               Next slide just shows the portal that people



     15     can use.  It makes it easy for people to ask for things



     16     that they need, because people have a hard time asking



     17     for it and makes it easy for people that want to help



     18     to know what kind of things they can do for that



     19     patient.  It gets -- it treats the patient in a



     20     holistic fashion.  Memorial Sloan Kettering has started



     21     using that platform as well as a bunch of other folks.



     22               The next slides I'm going to quickly go



     23     through.  I was going to spend some time on the



     24     aesthetic design and how that relates to patients, but



     25     I'll just say that it essentially is a nonbuilding.
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      1     It's really about the patients.  It's about healthy



      2     space.  It's tucked into a hill.  It's almost



      3     invisible, and that's -- that was very much by design.



      4               And we'll just flash through to the next



      5     slides again.  And I did want to spend a little time on



      6     the patient treatment rooms, because we are doing that



      7     differently than some to try to deinstitutionalize the



      8     space.  We want to introduce warm materials, which



      9     people do that often.  But the thing that's really



     10     innovative here is we introduced a faux window that



     11     gives the illusion that you're not in a bunker, you



     12     know, underneath earth.  And so, we're hoping that will



     13     make a difference on the patient comfort.



     14               And our last evening shot, this is important



     15     because, again, we are planning on treating 16 hours a



     16     day, five days a week, and how the facility presents



     17     itself in the evening in a safe manner is very



     18     important for our patients as well.



     19               And that concludes my very quick thoughts.



     20               And next, Drew Crandall will be speaking for



     21     us.



     22               MR. CSUKA:  Thank you, Mr. Courtney.



     23               MR. HARDY:  I did offer questions.  I didn't



     24     know if you were going to do questions in between or



     25     just do it at the end.

�



                                                                 252





      1               MR. CSUKA:  I was planning to hold it at the



      2     end.



      3               MR. HARDY:  Very good.



      4               MR. CRANDALL:  Good morning, Dr. Gifford and



      5     members of the OHS strategy staff.  My name is Drew



      6     Crandall, and I adopt my prefile testimony.  I am the



      7     Community Engagement Director for Danbury Proton.



      8               First slide, please.  I have deep family,



      9     community, and professional roots here in Connecticut.



     10     Prudence Crandall, the official heroine, I'm a distant



     11     relative of; and my father, Robert Crandall, grew up in



     12     West Haven, and he served in World War II on a



     13     Groton-made diesel sub.  I'm one of Bridgeport



     14     Hospital's miracle babies.  I had a 1% chance of living



     15     and being healthy, so I consider myself very blessed by



     16     the healthcare that has been provided here in



     17     Connecticut.



     18               I was a UCONN student at Storrs.  I played



     19     drums in the UCONN men's basketball pep band, so, go,



     20     Huskies.  I served in the First Company Governor's Foot



     21     Guard, part of the state militia, for six years.



     22     Professionally, I've owned a business for 36 years here



     23     in Connecticut, and one of my firm's sweet spots is



     24     healthcare.  So, we've provided assistance to a lot of



     25     health organizations across the state.
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      1               Next slide, please.  I've served on many



      2     boards the past 45 years, and in my observation, the



      3     Danbury Proton team is exceptional.  It's a UCONN



      4     Huskies championship-style team.  Each of us has areas



      5     of expertise and experience, and we work together



      6     extremely well.



      7               Next slide, please.  Since the beginning, our



      8     team has had a passion to make a positive difference



      9     here in my home state of Connecticut, both from



     10     healthcare and economic perspectives.  Local and state



     11     businesses are being engaged, and that will continue



     12     and escalate with the approval of our CON application.



     13               Next slide.  Over the past four years, we've



     14     had a 360-degree circle of support.  We've submitted



     15     many letters of support on the OHS CON portal.  This



     16     morning, I'd like to share excerpts from three of the



     17     letters in particular.



     18               First, the Webster family in Wethersfield.



     19     They have been on Fox 61 TV featured several times.



     20     And this is a letter -- I'll take brief remarks from



     21     that letter.



     22               "We are writing to express our enthusiastic



     23     support for the establishment of Danbury Proton.  As



     24     the parents of an 11-year-old daughter who recently was



     25     declared NED, no evidence of disease, after a
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      1     year-and-a-half-long battle with bone cancer, we feel



      2     that we have a good understanding of why local proton



      3     therapy in our state is needed.



      4               "The significance of proton therapy and



      5     cancer treatment cannot be overstated.  We were



      6     grateful to have been given the opportunity to travel



      7     to Boston for proton therapy; however, we know that



      8     option is not open to everyone.  We wholeheartedly



      9     endorse this initiative and commend the dedication and



     10     vision of all those involved in bringing Danbury Proton



     11     to fruition.  Thank you for your dedication to this



     12     important cause."



     13               From the Connecticut Cancer Foundation:  "Our



     14     mission is to financially assist Connecticut cancer



     15     patients and their families with basic living needs and



     16     to fund cancer research.  Given CCF's intense passion



     17     for, focused experience with, and extensive network of



     18     Connecticut cancer patients and cancer treatment



     19     providers, we applaud and enthusiastically support



     20     Danbury Proton's good and noble mission to bring



     21     revolutionary proton therapy cancer treatment and



     22     research to Connecticut.



     23               "This advanced treatment is growing rapidly



     24     across the United States and around the world.



     25     It's about time that we have it here.  Connecticut
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      1     cancer patients and their families need access to



      2     proton therapy locally.  Let's get it together and make



      3     it happen, the sooner the better.  Signed, Jane Ellis,



      4     President and Executive Director of the Connecticut



      5     Cancer Foundation."



      6               And then from Dan DelGallo, President of



      7     Business Development and Cancer Services for ECHN:  "I



      8     am in support of the Danbury Proton Therapy CON.



      9     Access to cutting-edge technology and advances to



     10     radiation oncology services are welcomed options for



     11     residents in the state of Connecticut.  Proton therapy



     12     has been relatively inaccessible for most patients in



     13     Connecticut; therefore, access to additional resources



     14     of advanced radiation oncology treatment will likely be



     15     embraced by patients and residents across Connecticut.



     16               "I am asking for your support of more



     17     accessible advanced radiation oncologic care and



     18     approval of the Danbury Proton CON."



     19               The Danbury Proton team is eager to bring



     20     proton therapy cancer treatment to Connecticut.



     21     For me, it's a bucket-list situation.  My maternal



     22     grandfather died of cancer.  My mom died of cancer.



     23     Cancer was a contributing factor in my dad's death.  I



     24     have a cousin who died from cancer and a brother-in-law



     25     who died from cancer.
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      1               We are looking forward to fulfilling our



      2     mission as soon as OHS approves our CON.  Thank you for



      3     this opportunity to share today.



      4               MR. HARDY:  So, our next witness will be



      5     Dr. Michael Moyers, who is on the Zoom.  Muted.



      6     Dr. Moyers, you're muted.



      7               DR.  MOYERS.  Okay.  Can you hear me now?



      8               MR. CSUKA:  Yes.



      9               DR.  MOYERS:  Okay.  Thank you for this



     10     opportunity to testify in support of the application of



     11     the Danbury Proton -- to establish a proton therapy



     12     center in Danbury.  This presentation was about eight



     13     minutes, so I guess I'll skip my background.



     14               If you can go to the next slide.  Today I



     15     would like to mainly address two topics.  The first



     16     topic is to provide some history of proton therapy.



     17     Proton therapy is often labeled as an emerging



     18     technology.  For technology to be classified as



     19     emerging, it's typically characterized by novelty,



     20     rapid growth, significant impact, and sometimes



     21     uncertainty and ambiguity.



     22               The way we have emerged in technology does



     23     not necessarily mean that it is new, unproven, or



     24     experimental.  In fact, more than 320,000 patients have



     25     now received treatment at more than 100 proton

�



                                                                 257





      1     facilities around the world.



      2               Go to the next slide, please.  And I think



      3     I'll have to skip this one too.



      4               Personally, I became aware of the power of



      5     proton as a means for treatment during 1979 while



      6     writing a term paper on heavy charged particles for one



      7     of my classes for my masters degree.  After the paper



      8     was completed, I wondered why all patients receiving



      9     radiation treatments were not treated with (inaudible)



     10     beams and (inaudible) to perform these treatments.  I



     11     later discovered that the main reason protons were not



     12     used for more patient treatments was not lack of



     13     efficacy but rather a lack of computing power.



     14               Between 1979, when I discovered proton beam



     15     therapy, and 1990, when I started working at the first



     16     clinical proton therapy facility, three major events



     17     happened.  All these events involved computers.



     18               The first event was the availability of fast



     19     computers with a large amount of memory to reconstruct



     20     anatomy inside a patient and computed tomography, also



     21     known as CT.  This is the essential path for taking



     22     advantage of the benefits afforded by pro ton beams.



     23     Without it, the targets cannot be defined and critical



     24     tissues cannot be avoided.



     25               The second event was the development and
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      1     implementation of three-dimensional treatment planning



      2     programs and interactive display monitors, where



      3     different possible treatment scenarios could be



      4     simulated and compared.



      5               And the third event was control of



      6     accelerators and beam transport lines by computers.



      7     Previously, the beam parameters inside the accelerator



      8     and beam transport lines had to be adjusted manually



      9     before and during each patient treatment.  This arduous



     10     task, referred to as tuning, meant that more time was



     11     spent preparing the beams than use in treatment.  In



     12     addition, treatment sometimes had to be paused while



     13     changes were made.  At the advent of high-speed



     14     computers networks, this preparation could be



     15     programmed and perform much faster than humans could



     16     react, thereby increasing the efficiency of the



     17     facilities.



     18               Next slide.  Okay.  The second topic I'd like



     19     to address today is startup concerns.  To be certain,



     20     starting any new radiation treatment facility is a



     21     significant undertaking, especially for one that



     22     utilizes a beam of protons.  On the other hand, study



     23     developments in technology, together with standards and



     24     educational resources created for the dramatic upward



     25     trend of demand for proton therapy, make the
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      1     establishment of today's proton therapy centers more



      2     readily available than ever before.



      3               In particular, there are a number of



      4     guidelines and standards that have been produced to



      5     help launch new facilities.



      6               Standards for manufacturers concerning



      7     equipment safety and performance have been produced by



      8     the International Electrotechnical Commission, or IEC.



      9     Guidelines for measuring dose have been produced by the



     10     International Commission on Radiation Units and



     11     Measurements, or ICRU.  Recommendations for permission



     12     (inaudible) accounting for uncertainties in treatment



     13     planning and delivery in performing quality assurance



     14     have been produced by the American Association of



     15     Physicists in Medicine, AAPM.



     16               Standards for transferring information



     17     between various computers and equipment have been



     18     produced by the Digital Imaging Communications in



     19     Medicine Working Group, known as DICOM.  The



     20     recommendations for staff training and facility



     21     credentialing have been produced jointly by the



     22     American College of Radiology and the American



     23     Association of Physicists in Medicine.



     24               In addition, a book entitled "Practical



     25     Implementation of Light Ion Beam Treatments," which I
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      1     co-authored, details many procedures to plan, start,



      2     and operate a proton facility.



      3               These standards, guidelines, and



      4     recommendations are all readily available to ensure



      5     safe and accurate treatments for patients in



      6     Connecticut.



      7               Next slide.  Although proton therapy will be



      8     new to the state of Connecticut, its relative late



      9     introduction will allow the state to realize the



     10     benefits of previous advancements in proton equipment



     11     technology as well as treatment planning techniques.



     12               Despite proton therapy currently being a



     13     standard clinical treatment, in the future, treatments



     14     may be further optimized by performing research in



     15     (inaudible) for example, delivery techniques that



     16     utilize high-dose rate number of (inaudible) beams.



     17     Research and development may be applied not only to the



     18     beam delivery symmetry equipment but also the clinical



     19     trials with patients.



     20               We also anticipate further development of



     21     treatment planning capability that could be optimized



     22     using Danbury Proton as a test kit.



     23               With Connecticut's high demand for cancer



     24     radiation treatment within its advancing population and



     25     its first-rate medical practitioners and institutions,
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      1     the state may serve a very valuable role in helping



      2     develop these advanced treatment techniques.



      3               Next slide.  Thank you again for considering



      4     using this technology for the patients of Connecticut



      5     and the surrounding areas.  If you have any technical



      6     questions, please do not hesitate to ask me at any



      7     time.



      8               MR. CSUKA:  Dr. Moyers, before you turn your



      9     mic off, I don't think you adopted your prefile



     10     testimony.  Do you adopt your prefile testimony?



     11               DR. MOYERS:  Yes.



     12               MR. CSUKA:  Okay.  And also, one quick



     13     question before we move on to the next witness.  What



     14     is your relationship to Danbury Proton?



     15               DR. MOYERS:  I'm -- since there's no income



     16     coming in right now, I guess I'm acting as a consultant



     17     at the present time.



     18               MR. CSUKA:  Okay.  Thank you.



     19               DR. MOYERS:  Been working with them for quite



     20     a few years, trying to get this together.



     21               MR. CSUKA:  Okay.



     22               MR. HARDY:  Thank you, Dr. Moyers.



     23               Our next witness is Dr. Leslie Yonemoto,



     24     who's here today.



     25               Mr. YONEMOTO:  Good morning, Dr. Gifford and
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      1     staff of the OHS.  I'm Les Yonemoto, and I adopt my



      2     prefile testimony information.  I only have one slide,



      3     so --



      4               In the -- what I'd like go is give a



      5     rationale for proton therapy based on pure physics and



      6     biology.  As a radiation oncologist, I treat patients



      7     with cancer, and radiation oncology treats about 60% of



      8     all cancer patients.  We have 1.9 million people a year



      9     with cancers in the United States.



     10               The cancer therapies, I call them MRS, are



     11     the standard therapy.  And this medicine --



     12     chemotherapy therapy, immune therapy, hormone therapy,



     13     "R," is radiation, which we're talking about today, and



     14     surgery, some cancers need one, most need two or three



     15     of these modalities as part of it.



     16               In terms of radiation therapy, we try to do



     17     what we all do as physicians, is to do the least amount



     18     of harm and the most amount of good.  Well, proton



     19     therapy follows that aim.  In terms of radiation



     20     oncology, we try to adopt the way of disturbing less



     21     normal tissue and killing more cancer cells, just like



     22     anything else with surgery or chemotherapy.



     23               So, the slide that I have there is a



     24     representation of what proton therapy does and how it



     25     relates to radiation oncology.  On the left side of the
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      1     graph is absorb dose, similar to chemotherapy.  The



      2     more dose you give, the more effects you have, both in



      3     cancer killing and side effects.



      4               On the bottom of the graph, the X-axis shows



      5     the depth into the body, how far in does the dose get



      6     distributed.  Similar to a medication like a



      7     chemotherapy drug, it gets distributed through the



      8     body.  Radiation is the same way.  And it's the same



      9     kind of idea of more dose, like milligrams for



     10     medication, for us, it's (inaudible.)  The more dose,



     11     the more effects, both cancer killing and side effects.



     12               So, on the left side of the graph, where it



     13     says "absorb dose," we have a beam that's coming from



     14     the left and going to the right and shows the effects



     15     of radiation.  The standard radiation is called X-rays



     16     or photons.  And over the years, the X-rays have



     17     changed so that they reduce the amount of dose on the



     18     way into the body and on the way out.



     19               So, the way the graph looks is, in the



     20     center, where it says "tumor volume," is our target.



     21     We're trying to get a certain amount of dose, whether



     22     it's chemo or radiation.  We want -- that's what we're



     23     prescribing.  But to do that, we have to go through the



     24     body, just like chemo or surgery.  There are normal



     25     tissues disturbed.
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      1               So, going from left to right, as you see the



      2     absorb dose, we almost give over twice as much dose in



      3     the normal tissue to reach the tumor and then continue



      4     on to treat the tissue behind it that doesn't have



      5     cancer, but we can't stop the beam.  That's just the



      6     X-ray.  That's why you can put a film on the other side



      7     and just see what you just did, imaging.



      8               So, over the years, we changed the machine



      9     and upgraded it and had more technology.  So, in the



     10     1930s, '50s had (inaudible) voltage, cobalt, 1960s and



     11     '70s, and the LINACs, 6 to 8mv, in the '70s, '60s.  And



     12     now the modern LINAC goes up to 18 to 23 megavolts.



     13     Megavolts.



     14               So, what that means is, with that technology



     15     improvement, we're reducing the amount of dose on the



     16     way in, reducing the harm and side effects of the



     17     tissues going into the body.  And that's revolution.



     18     Nobody -- well, hopefully, nobody is using voltage or



     19     cobalt machines anymore or voltage.  They're using the



     20     modern LINAC and estimates there's 4,000 in the United



     21     States treating 60% of all of the cancer patients.



     22               What's different, as you see on the red line,



     23     is protons.  It's a particle, so it has different



     24     characteristics.  Same damage to normal tissue and



     25     cancer, depending on the dose, just like a medication.
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      1     But the difference of the physical characteristic is



      2     that it reduces the amount of radiation on the way in



      3     by at least a half compared to the X-ray or proton



      4     machines.



      5               And what's really great, it stops.  Once you



      6     hit the tumor, it stops.  The tissue behind the tumor



      7     does not get any radiation and side effects.  You can



      8     think of a radiation beam going to a sinus tumor going



      9     into your head, X-rays would go out the back into the



     10     brain.  The protons will come in and stop and not hit



     11     the brain but to the effects to the tumor and the sinus



     12     between the eyes, as one example.  And this has only



     13     been around recently because of the technology



     14     that's -- Dr. Moyers has talked about.  Even though it



     15     first started in 1954, it took -- this is before CTs,



     16     this is before cell phones, and all this other stuff.



     17     Now it seemed reasonable that we should have that.



     18               And one of the things I'd like to impress is



     19     radiation is like a medication.  If I say take 30



     20     tablets of this medication, bad idea to take it all at



     21     once.  But if you spread it out, it helps reduce the



     22     side effects.



     23               Same thing for radiation.  Most radiation



     24     therapy is given daily Monday through Friday over one



     25     to two months.  Very difficult for patients to travel
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      1     to for a daily basis if it's any distance.  In



      2     Connecticut, it is distance.  You have to go to Boston



      3     or you have to go to New York.  We'd like to have it



      4     here so that the patients can get it.



      5               And in my experience as a radiation



      6     oncologist, a lot of patients, even with regular



      7     radiation, do not get the treatment that they need and



      8     deserve simply because it's not conveniently close.



      9     And that's why we are stressing not just one but



     10     multiple proton centers in the state of Connecticut.



     11               I appreciate your time and attendance.  Thank



     12     you.



     13               MR. CSUKA:  Thank you.



     14               MR. HARDY:  Thank you, Dr. Yonemoto.  Our



     15     next witness is Donald Melson.  He is testifying via



     16     Zoom.



     17               MR. MELSON:  Good morning, Dr. Gifford and



     18     OHS staff.  My name is Don Melson, and I'm the Director



     19     of Finance for Danbury Proton.



     20               Having been born and raised in New Britain,



     21     in fact, my childhood home was less than two miles from



     22     where you are today, I'm pleased to be here to discuss



     23     the cost benefits that Danbury Proton will bring to



     24     Connecticut residents as well as the financial



     25     viability of the center.  I adopt my prefiled
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      1     testimony.



      2               As background, for the past 30 years, I've



      3     held senior financial roles with well-known life



      4     science, biotech, and medical technology companies in



      5     the Boston area.  Prior to my current role, I was Chief



      6     Financial Officer of Mevion Medical Systems from 2013



      7     to 2018.



      8               In my role as CFO, I was exposed to all



      9     aspects of the company's technology, competition,



     10     customers, as well as the economic outcomes of those



     11     customers.



     12               After leaving Mevion, I joined Danbury



     13     Proton, as I viewed the business was poised for success



     14     due to the favorable site demographics, single-room



     15     design, and a particularly strong management team.



     16               I will now turn my attention to the cost



     17     effectiveness of proton radiation, my first slide.  As



     18     you have heard, proton radiation's major benefit versus



     19     photon, or X-ray radiation, is that it minimizes the



     20     secondary effects of radiation dosed to the healthy



     21     tissue while effectively radiating the tumor.



     22               Though the initial cost of photon treatment



     23     may be less than the current cost of proton radiation,



     24     the total long-term cost of photon radiation, including



     25     subsequent treatment and care, lost income/workplace
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      1     contribution, not to mention patient suffering, can



      2     exceed the cost of protons.



      3               Another benefit of protons' lower secondary



      4     radiation impact is that the radiation dose intensity



      5     can be increased to the tumor versus that of photons.



      6     Also known as hypofractionation, this evolving



      7     technique opens the door to fewer treatments and lower



      8     costs and a shorter, less-intrusive treatment period.



      9               Finally, single-room proton systems are the



     10     most efficient and risk-reduced method to build proton



     11     radiation capacity within the state.  Early proton



     12     centers were very large, expensive, multi-room centers



     13     costing in excess of $200 million.  Because of their



     14     size and cost, such centers were frequently



     15     underutilized, contributing to financial instability.



     16               Alternatively, single-room centers are less



     17     expensive and can be situated in local populations they



     18     serve.  Single-room centers can also be scaled up as



     19     demand grows by adding another room.  The benefit of



     20     this is matching cost to demand.



     21               Moving to my next slide, I will now address



     22     financial feasibility of the Danbury Proton Center.  As



     23     with most enterprises, a significant key to successful



     24     business venture is location.  Location is also key to



     25     providing access to all residents requiring this
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      1     important treatment.  Danbury Proton's proposed



      2     facility provides convenient access to Connecticut



      3     residents in the heavily populated southwest region of



      4     the state.



      5               In fact, the Connecticut population density



      6     within 25 miles of the facility is over 1.3 million



      7     people, including 98% of the population of Fairfield



      8     County.  Within 30 miles of the facility are five of



      9     Connecticut's top-ten most populated cities.  If the



     10     radius is expanded further to 50 miles, the total



     11     population is approximately 15 million.  And at a



     12     75-mile radius, the population is approximately 18.7



     13     million.



     14               Given the high density -- high population



     15     density, the expected incidence of proton therapy



     16     candidates, and the scarcity of local proton radiation



     17     centers, Danbury Proton expects it will have more than



     18     sufficient demand in its primary service area.



     19               Successful reimbursement is a second driver



     20     of financial success.  Danbury Proton expects



     21     approximately 52% of its patients will be covered under



     22     Medicare, Medicaid, or TRICARE, and 38% will be covered



     23     under mutual-insurance programs, the remaining 10% by



     24     private payers.



     25               While Medicare has covered proton radiation
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      1     with few exceptions since the FDA approval in 1988,



      2     commercial insurance plans have varied in their



      3     coverage, though insurers are increasingly covering the



      4     cost.



      5               Commercial insurance coverage has been



      6     supported by high-profile lawsuits, some of which have



      7     resulted in large judgments against insurers who did



      8     not cover the use of proton radiation in appropriate



      9     cases.



     10               For example, in 2022, a judgment of



     11     $200 million was levied against UnitedHealthcare in



     12     Nevada.  In addition, the Tennessee, Oklahoma, Oregon,



     13     and Virginia State Legislatures have passed laws that



     14     encourage coverage by insurance carriers.



     15               The third -- the efficient use of capital and



     16     operating resources is the third driver of success.  As



     17     mentioned, single-room systems are efficient due to



     18     their low relative cost and scaleability.  However, the



     19     size of the single-room facility also matters.  Danbury



     20     Proton's Mevion facility has the smallest footprint in



     21     the industry and, therefore, the lowest cost of



     22     construction.  Mevion Systems are also known for their



     23     efficient use of utilities and other operating costs.



     24               Because of the efficiency of this design, the



     25     proposed Danbury Proton treatment center has a low
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      1     break-even point on a cash basis.  Even though the



      2     center is expected to generate a $2.4 million loss on a



      3     book basis in its first year at 60% capacity -- that's



      4     280 patients -- on a cash basis, excluding



      5     depreciation, the center will actually be cash positive



      6     from operations.



      7               In fact, the center could withstand a 30%



      8     shortfall in first-year patient volumes -- that's 146



      9     versus the capacity of 338 -- or 42% of total



     10     full-scale capacity.  The center would still maintain



     11     positive cash-basis earnings and be able to meet all of



     12     its financial obligations, including maintaining a



     13     $7.9 million dollar restricted cash balance required



     14     under expected debt covenants.



     15               In summary, proton radiation is a highly



     16     cost-effective therapy, and in my opinion, the Danbury



     17     Proton proposal has a high probability of financial



     18     success.  I urge the Office of Health Strategy to



     19     approve this project.



     20               MR. HARDY:  Thank you, Mr. Melson.



     21               Our next witness is Daria Chylak.  She is



     22     also testifying via Zoom.



     23               MS. CHYLAK:  Good morning, Dr. Gifford and



     24     OHS staff.  My name is Daria Chylak.  I'm an



     25     independent consultant for GlobalData, and I adopt my
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      1     prefile testimony.



      2               I have worked as a researcher and a



      3     consultant on several proton therapy projects since



      4     2018 while working on a healthcare consulting team at



      5     IHS Markit and GlobalData.  And my academic ground, I



      6     have a Masters of Public Health and a Masters of



      7     Science in Bioinformatics.



      8               Opening a proton therapy center in a



      9     high-population area can have a significant impact on



     10     the surrounding region, influencing many aspects of



     11     healthcare delivery and economic activity in the area.



     12               Increasing access to advanced cancer care and



     13     increasing the options patients and their care teams



     14     have in treatment pathways can lead to better health



     15     outcomes.  Specifically, research has shown proton



     16     therapy treatment can decrease long-term complications,



     17     reduce recurrence rates, and improve overall survival



     18     rates, especially for cancers in sensitive or



     19     hard-to-reach areas of the body.



     20               Although opening a new center involves



     21     significant investment and resources, there are clear



     22     benefits for local and regional economies once the



     23     facility is in operation, such as creating high-paying



     24     skilled jobs and attracting related services like



     25     medical supply companies.
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      1               Proton therapy centers often become hubs for



      2     clinical research and innovation.  This can facilitate



      3     partnerships with universities, pharmaceutical



      4     companies, and research institutions, potentially



      5     leading to new breakthroughs in treatment and unique



      6     collaborations with other researches.



      7               New proton therapy centers can also serve as



      8     a training ground for medical professionals.  This



      9     helps cultivate a skilled workforce that shares ideas



     10     and expertise across the country, improving the



     11     standards of care for cancer nationally.  In the long



     12     term, this can only improve our understanding of cancer



     13     and lead to improved health outcomes and improved



     14     public health policies relating to cancer care.



     15               Establishing a new proton therapy center and



     16     improving patient access to cancer treatment can set a



     17     precedent for other regions to follow, potentially



     18     leading to more widespread adoption of this technology.



     19               Next slide, please.  Overall, in our



     20     feasibility study, we have concluded that the



     21     environment in Connecticut is favorable for the



     22     concurrent operation of two proton centers with one



     23     delivery unit at each center.  This is due to the



     24     location in the northeast.  Danbury's in a



     25     high-population density area with large urban venters
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      1     nearby.  A significant population provides a base of



      2     potential patients, including a high proportion of



      3     older adults who are more likely to require cancer



      4     treatment.



      5               The single-room configuration is beneficial



      6     in that it's less expensive to build, staff, and



      7     maintain.  And there's a higher probability of



      8     operational stability and success.



      9               Site location and accessibility is crucial.



     10     Danbury is near major transportation routes, near



     11     public transit, and near major hospitals and medical



     12     centers.



     13               Recent peer-reviewed published research has



     14     shown promising evidence that proton beam therapy can



     15     provide improved patient outcomes compared to



     16     conventional radiation therapy.



     17               There are still some gaps in the knowledge.



     18     There's a need for more randomized control trials,



     19     which are seen as the gold standard and the most



     20     scientifically rigorous for evaluating medical



     21     interventions.  But the general growth in proton



     22     therapy and increased interest in this treatment



     23     suggests that the evidence base will continue to grow.



     24               I thank you for the opportunity to provide my



     25     testimony.  I welcome any questions.
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      1               MR. HARDY:  Thank you, Ms. Chylak.



      2               Our next witness is also testifying via Zoom.



      3     Christopher Gonzalez.



      4               MR. GONZALEZ:  Thank you so much for your



      5     time this morning.  I'll try to keep my presentation



      6     brief for the sake of time.  My name is Christopher



      7     Gonzalez.  I am the President of Apollo Healthcare.



      8               A little background before my -- the



      9     inception at Apollo Healthcare.  I trained at the



     10     University of Texas and the (inaudible) cancer center,



     11     specializing in medical dosimetry.  Most people might



     12     not know what that is because most dosimetrists don't



     13     show up to your kindergarten class and tell you what



     14     they do.



     15               But in layman's terms, dosimetrists are --



     16               THE COURT REPORTER:  Excuse me.  I'm sorry.



     17               MR. GONZALEZ:  -- fulfill the prescriptions



     18     of the doctors and --



     19               MR. CSUKA:  Mr. Gonzalez, could you hold for



     20     one second, please?



     21               THE COURT REPORTER:  He's very muffled to me.



     22     Is anybody else having trouble understanding him?



     23               DR. GIFFORD:  A little bit.



     24               (Mr. Gonzalez's microphone was adjusted.)



     25               MR. GONZALEZ:  So, as I was saying, I'm a
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      1     medical dosimetrist by trade.  I have been a clinician



      2     on the dosimetry side for about -- since 2014, I'm



      3     sorry.  And then I quickly got into the business side



      4     of radiation oncology since the inception of Apollo



      5     Healthcare.



      6               Next slide.  So, at Apollo Healthcare, we now



      7     represent about 40% of the proton centers within the



      8     United States.  And when I say "represent," we are a



      9     contractor for the centers to help patients get access



     10     to proton therapy through their insurance companies.



     11               And I can say throughout my time, the further



     12     it's gone, which is -- it's not good for our business



     13     but good for patient access, where proton therapy



     14     through the commercial carriers have increased access



     15     nationally without us having to do a deal or,



     16     quote/unquote, fight with insurance companies.



     17               So, when we started Apollo Healthcare, I



     18     would say about -- it was roughly around 70% of our



     19     denials for proton therapy were getting denied.  I



     20     mean, our submissions were getting denied.



     21               Now that's flipped.  Our up-front submissions



     22     are mostly getting approved mainly because most of the



     23     payers, including the large payer in Connecticut, which



     24     is Anthem Blue Cross, have changed their medical



     25     policies drastically, which is a good thing for
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      1     patients to be approved.



      2               And so, now we're seeing multiple disease



      3     sites that we were normally having to appeal to get



      4     approved are already getting approved on first-pass



      5     submission.  So, that would include all of your CNS



      6     tumors, all pediatrics, all skull tumors, head and



      7     neck.  Now things are -- other disease sites such as



      8     breast are coming more online in terms of getting



      9     approved as well.



     10               So, the utilization of protons isn't just



     11     because of a geographical location.  There was always a



     12     restriction based upon the payers.  But the trend now



     13     is payers are I guess -- we're seeing it develop.



     14     That's the best way of saying it.  And a lot of these



     15     disease sites are on par with the access that regular



     16     radiation therapy would get.



     17               And then, lastly, Medicare itself for y'all's



     18     region or, for that matter, every region in the United



     19     States, I wouldn't say covers almost every disease site



     20     but about 95% of the disease sites Medicare covers, and



     21     it's normally at 100% depending on the location of



     22     (inaudible.)  But in theory, we've never had any issues



     23     with Medicare approving proton therapy thus far.



     24               So, lastly, I did want to say is, with



     25     regards to this area and the centers that we do
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      1     represent at Apollo, capacity has always been now a new



      2     issue with proton therapy centers where patients are --



      3     we are hitting capacity at a lot of these centers;



      4     hence the need for more centers in that region, mainly



      5     because before we were having issues that we had a



      6     center that we couldn't get patients approved on these



      7     private-insurance companies, so the capacity was always



      8     kind of maybe at 60% or 70%.



      9               Well, now that insurance companies are



     10     covering proton therapy, which is great, it's kind of



     11     like squeezing another rubber band around a balloon;



     12     something else pops up somewhere, and, again, most of



     13     our centers are having capacity issues.  And,



     14     unfortunately, that capacity metric is very hard to



     15     capture because a lot of patients end up getting



     16     regular radiation, and it's hard to capture that data.



     17               But from an anecdotal standpoint, most of our



     18     centers are at capacity at this point.  With that said,



     19     I wanted to keep it short, and thank you for your time.



     20               MR. HARDY:  Thank you, Mr. Gonzalez.



     21               Our next witness is Steve Coma.  He's also



     22     testifying via Zoom.



     23               MR. COMA:  Thank you.  Can everyone hear me



     24     okay?



     25               MR. CSUKA:  Yes.
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      1               MR. COMA:  Awesome.  Well, thanks to the



      2     committee for their time this morning.  My name is



      3     Steve Coma.  I'm a Senior Managing Director at Hilltop



      4     Securities.  I have been in the business for about 40



      5     years, as you can tell by my hair color.  And I look



      6     forward to testifying today.  I adopt my prehearing



      7     testimony.



      8               You know, I will be very short, as others



      9     have said.  My primary role in the transaction is to



     10     find financing.  And I am confident, given current



     11     market conditions and the structure of this project,



     12     that we would be successful.  I can't see the slides



     13     that the committee is looking at, but I can take you



     14     through them quickly.



     15               The first slide -- you know, one of the



     16     primary reasons that we have a high degree of



     17     confidence is Steve and his staff have assembled a very



     18     strong team.  To structure these transactions



     19     successfully, you need excellent legal counsel as well



     20     as financial advisers, and we have both.  We plan to



     21     use Orrick Herrington as bond counsel.  They're the



     22     largest bond counsel firm in the country and have



     23     financed numerous projects similar to this.  We just



     24     thought we (inaudible) that's the counsel that



     25     represents me and prepares the offering document or the
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      1     official statement.



      2               We have DAMG Worldwide as a financial



      3     adviser, with Steve on the team, and importantly we



      4     have LendLease as a primary contractor, obviously an



      5     extremely well-known name.



      6               Next slide.  The project -- as the committee



      7     probably is well aware, this is not the first time that



      8     the bond market has potentially financed a facility



      9     like this.  There have been successes and failures.



     10     Actually, that works very much to our advantage.  We



     11     can highlight the strengths of this project and



     12     eliminate areas of weakness if either the market is



     13     identified or producements are identified.



     14               Obviously, the dense population of



     15     Connecticut where the center is going to be located is



     16     a huge strength.  The fact that it's a single-room



     17     therapy, you know, a smaller initial transaction, we



     18     can build in demand, don't overbuild where we would



     19     have excess capacity.  No affiliation restrictions.



     20               While that seems somewhat counterintuitive, a



     21     number of the facilities have had affiliations and



     22     those affiliations have not ended up being as



     23     substantive as hoped.  So, this gives us flexibility to



     24     search for patients, you know, on a broader basis.



     25               And then the financials.  We've spent a fair
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      1     bit of time on feasibility with this.  Obviously, that



      2     will be updated, but financials certainly highlight a



      3     strong project.



      4               For the committee's, you know, perspective,



      5     the investor base for this are large institutional,



      6     primarily tax-exempt mutual funds and similar large



      7     institutions.  We do not sell this to individual



      8     investors.  While we are very confident in the project,



      9     we want to make sure our investor base is very



     10     sophisticated and has experience with these projects.



     11     All potential participants already have experienced



     12     financing proton therapy.  Were I could have had this



     13     conversation with the committee, you know, two years



     14     ago, my confidence wouldn't be quite as high.



     15               But with the Fed stabilized, even though they



     16     didn't cut rates yesterday, they cut them consistent.



     17     That has been a very positive sign for the bond market



     18     and institutional investors, and currently demand for



     19     projects like this considerably exceed supply.



     20     Obviously, that puts us in a stronger position to



     21     negotiate appropriate terms and put in place successful



     22     financing.



     23               And that's all I have.



     24               MR. HARDY:  Thank you, Mr. Coma.



     25               Our next witness is Lionel Bouchet, who is in
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      1     person today.



      2               MR. BOUCHET:  Good morning, Dr. Gifford, OHS



      3     staff.  My name is Lionel Bouchet, and I adopt my



      4     prefile testimony.



      5               So, I represent Mevion Medical Systems, the



      6     manufacturers.  I've personally been in proton therapy



      7     for almost 20 years, really with a vision that proton



      8     therapy should be provided access to as many patients



      9     as possible.



     10               So, Mevion was formed in 2004 by members of



     11     the Boston community, the New England community, MGH,



     12     Harvard, M.I.T., with a very specific goal, is reducing



     13     the complexity of proton therapy.



     14               We've been FDA-cleared since 2012.  We've



     15     been leading the proton therapy market since 2013,



     16     really developing that next generation of proton



     17     therapy.



     18               Next slide.  So, we have organized here just



     19     outside Boston, and our vision is to provide superior



     20     proton therapy to as many cancer patients as possible.



     21               And we've heard from a lot of people here



     22     about the concept of access.  Access was limited



     23     because of the size, because of the complexity of the



     24     proton facilities, and was limited to only a few people



     25     that were local to the proton centers.  So, the concept
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      1     of equity of care in proton therapy has always been



      2     the reason of sort of why we have been pushing and



      3     developing these proton therapy centers.



      4               If we go to the next slide, you will see that



      5     Mevion, in the compacted versions, the



      6     miniaturizations, has changed the market.  We go from



      7     the very large centers where the accelerator is



      8     distributing to multiple rooms of about several hundred



      9     million dollars of investment, football-field-sized



     10     facility, MGH, these kind of facility, University of



     11     Pennsylvania and others too.



     12               Proton centers are much more similar to



     13     accelerators.  They are integrated.  They can be



     14     integrated within an existing facility.  They can have



     15     a support staff that are very similar to promotional



     16     therapies.  And the operational success has been



     17     proven, where some of the large centers have had



     18     financial difficulty, the compact centers, the Mevion



     19     centers, their experience than that the proton centers



     20     are successful.



     21               You've seen the history.  This is a very long



     22     history, because it is complex.  And today we have --



     23     when we go to next slide, we have seen since 2020



     24     multiple single-room centers being developed in the



     25     U.S. than multi-room centers, because, again, this
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      1     concept of access, concepts of being able to integrate



      2     within an existing radiation therapy, existing



      3     radiation therapy.



      4               And if you want to go to the next two slides,



      5     here, what proton therapy becomes is a tool in the



      6     toolbox.  It's a tool in the toolbox for radiation



      7     therapy, as Dr. Yonemoto said, is about delivering



      8     radiation very precisely, sometimes small.  The more



      9     you can do that, the more you can control the tumor.



     10               So, how have we achieved that?  When we go to



     11     the next two slides, you'll see that it's a question of



     12     miniaturizations.  We've seen that and we've



     13     experienced that.  And I'd like to show that with the



     14     evolution of the miniaturization of technology that is



     15     with us today, with all of us, the miniaturization of



     16     cell phone -- miniaturizations of our cell phones.



     17               And we've done the same thing with



     18     phototechnology, where the proton therapy accelerators



     19     or generators used to be 250 tons.  Today it's just 50



     20     ton.  It's the diameters of about two-feet diameters,



     21     where we accelerate the proton and (indiscernible) come



     22     out of the -- you see on the right, the accelerator on



     23     the left, just the size.



     24               With the smaller size, what we do is we can



     25     put everything into one single box, single room.  So,
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      1     that single room is, if you want to go to the next



      2     slide, this is three stories.  You've seen it.  But the



      3     Mevion is a clean environment, very similar to



      4     conventional radiation therapy.



      5               And the Danbury project is doing a great job,



      6     when we go to slide 68, to really develop a environment



      7     that is pleasing to the patient.  And that's very



      8     important.



      9               So, we develop that staff radiation therapy



     10     can actually use, but here they're going even further,



     11     but it will be normalization for the patient.



     12               So, the technology continues to evolve, and



     13     we are excited with this project just being an hour and



     14     a half away from a factory, from a manufacturing of the



     15     amount of where we build the system.  And we continue



     16     to evolve technology to be more and more precise.  And



     17     here is the development that we are doing, combining



     18     the imaging, combining more precise beam options to be



     19     able to deliver radiation more precisely, more



     20     efficiently.



     21               So, a patient -- some of the centers are



     22     treating maybe 40 or 50 patients a day very



     23     successfully.  We are doing that because we are keeping



     24     (indiscernible) to very standard radiation therapy.



     25               So, today in the U.S., we have -- Mevion has
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      1     about 20 centers or 20 default centers.  We have about



      2     12-plus centers (indiscernible), several also in



      3     development.



      4               We're very excited for opportunity of this



      5     project.  We do see that importance of access.  We very



      6     often have patient coming to a factory, patient that



      7     have been treated with a machine, sharing their



      8     experience, and we hear the same thing, is proximity of



      9     care is important.



     10               The journey is a difficult -- it's a long



     11     journey, a longer journey.  And each journey, as



     12     Yonemoto said, can take five, six weeks; and five, six



     13     weeks of travelling can be very difficult for equity of



     14     care.  So, we're excited for this project.



     15               Thank you for your attention.



     16               MR. HARDY:  Thank you.  Our next witness is



     17     Jack Harty.



     18               MR. HARTY:  Good morning, Dr. Gifford and



     19     members of the OHS staff.  My name is Jack Harty, and I



     20     adopt my prefile testimony.



     21               I'm the Facilities Director for Danbury



     22     Proton, and I come before you today to speak about the



     23     unique designs and construction considerations included



     24     on the Danbury Proton therapy facility.



     25               I've been in the healthcare construction
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      1     industry for over 30 years with an emphasis on



      2     radiation-generating devices and facilities and have



      3     had the opportunity to visit and study other existing



      4     proton therapy centers and the different systems they



      5     use.



      6               Prior to joining Danbury Proton, I spent ten



      7     years at Mevion Medical Systems, helping to design and



      8     construct every one of the Mevion sites currently in



      9     operation while developing concepts and designs for



     10     over 200 other locations word wide.



     11               Until the introduction of the Mevion system,



     12     proton centers required large, bulky rooms, concrete



     13     vaults to house the proton accelerator and individual



     14     treatment rooms.  Those systems required massive



     15     amounts of space and concrete to construct and, once



     16     operational, would consume large amounts of electricity



     17     and fossil fuels to operate.



     18               The Danbury Proton Center examined these



     19     costs and the impact to the environment with an eye



     20     towards determining what contributions we could make in



     21     addressing the current climate-change situation we're



     22     in, while at the same time minimizing the impact to the



     23     area, while providing a safe, comforting space for our



     24     patients as they are battling their cancer diagnosis.



     25               To accomplish our goals, Danbury Proton
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      1     selected the Mevion system as our primary treatment



      2     device, capitalizing on the reduced size of the vault



      3     and minimal support system space requirements, as



      4     Steven noted in his presentation.



      5               We then considered the impact to existing



      6     surrounding area of the site and elected to construct



      7     much of the facility underground, embedding it within



      8     the natural topography of the site to allow for better



      9     interior environmental controls while maintaining the



     10     existing grades and flow of the land to preserve the



     11     field-like appearance of the former farm.



     12               Covering the building with a green roof of



     13     metal grasses allowed us to preserve the natural



     14     habitat and biodiversity commonly on site and minimized



     15     water runoff that eliminating green spaces would cause.



     16               For the operational systems of the facility,



     17     we elected to invest substantially in renewable-energy



     18     sources utilizing a geothermal heat pump system to



     19     provide required heating and cooling of the facility



     20     while allowing the building to operate without the need



     21     for fossil fuels.



     22               We also put in exterior window glazings that



     23     adjust automatically to shade the building from the



     24     temperature gains usually encountered with large glass



     25     walls.
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      1               And for the exterior of the site, we chose to



      2     use L.E.D. down-lighting to safely promote illumination



      3     of the site while almost eliminating any light



      4     pollution that would negatively impact the local area



      5     and its nocturnal plants and animals.



      6               Finally, we recognize that patients affected



      7     with a cancer diagnosis require more than just a direct



      8     treatment of their disease, and we offered to provide



      9     additional spaces to accommodate the more holistic side



     10     of patient needs.



     11               To accomplish this, we included a significant



     12     amount of building space to allow our patients to



     13     maintain their dignity and privacy while they travel



     14     their cancer journey, providing spaces for their



     15     support people to be on site with them during treatment



     16     days and provide an office of support personnel to



     17     assist them in finding resources to help them access



     18     and recover from their treatments.



     19               I'd like to thank you again for considering



     20     this unique facility and technology, and I look forward



     21     to helping to bring the benefits of this facility to



     22     Connecticut cancer patients.  Thank you.



     23               MR. HARDY:  Thank you, Mr. Harty.



     24               Our last witness is Dr. Andrew Chang, and he



     25     is testifying via Zoom.
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      1               DR. CHANG:  Good morning.  Thank you for



      2     giving us a chance to present some information about



      3     our involvement with the Danbury Proton project.  My



      4     name is Dr. Andrew Chang, and I'm a radiation



      5     oncologist by training.  I adopt my prefile testimony.



      6               I have been involved in proton therapy for



      7     the last several decades with a primary focus on the



      8     clinician treating pediatric cancers and breast



      9     cancers.



     10               And the reasons that the pediatric population



     11     is particularly seen as beneficial for receiving proton



     12     therapy is because the pediatric body is very sensitive



     13     to the exposure of radiation to the normal developing



     14     tissue.



     15               Pediatric patients are impacted not only in



     16     slowing down the growth and development of



     17     (indiscernible), but in addition are the patients that,



     18     if cured of their cancer, are expected to live long



     19     enough such that the long-term side effects of



     20     radiation, such as second cancers or impact on organs,



     21     will show up and can impact that patient's life 10, 20,



     22     even 30 years after their treatment.



     23               It's for that reason that, once proton



     24     therapy started becoming more widely available in the



     25     early 2010s or so that we saw a very quick uptake in
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      1     the numbers of patients that were being sent for proton



      2     therapy in the pediatric population.



      3               It was for this reason that my work with all



      4     of my colleagues at that time, ten proton centers in



      5     the United States, looking at the volume of patients



      6     that were being treated with proton therapy -- and as



      7     shown on this slide here, there was a pretty big uptick



      8     in those patients being sent.



      9               In addition, one of the things we saw was



     10     that other countries that did not have access to proton



     11     therapy were likewise sending patients to the United



     12     States for proton therapy.  And in 2012, there was



     13     about 19% of all the patients treated with proton



     14     therapy in the United States actually came from outside



     15     the United States.



     16               At its peak, the United Kingdom, before they



     17     had built their first proton center, were sending about



     18     120 patients per year to the United States for us to



     19     treat, and I treated about half of those patients.



     20               Next slide.  This is kind of the poster child



     21     of what we think about and why we look at the benefits



     22     of proton radiation therapy in these patients.  This is



     23     an example of a 10-year-old girl that had a brain tumor



     24     that we typically would treat with surgery to the main



     25     tumor in the back of the brain there, as well as
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      1     chemotherapy, and then radiation to the entire fluid of



      2     the brain and spine.



      3               With that treatment, we know it does a very



      4     good job of curing these patients with the estimated



      5     survival in the 80%-to-85% range, but they would



      6     develop long-term side effects as a result of the



      7     radiation exposure in combination with chemo that they



      8     would receive.



      9               In particular, as you can see on the picture



     10     on the left, that light green is the radiation from



     11     standard X-ray radiation that's exiting the body of



     12     this child, and these patients will develop heart



     13     disease even as soon as five to seven years after the



     14     radiation exposure to the point that the most common



     15     cause of death in these patients, should they survive



     16     their cancers, is heart attacks in their 30s and 40s.



     17               With the use of proton therapy, not only are



     18     we able to avoid things like the heart completely, as



     19     shown in the picture on the right, but the radiation



     20     stops before it gets to the bone marrow.  And for



     21     children like this receiving chemotherapy, what that



     22     means they are not needing the transfusions or the



     23     hospital admissions for low blood counts that we saw in



     24     the standard X-ray radiation before we had access to



     25     being able to use proton therapy.
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      1               Some other kind of side benefits we see from



      2     that is avoiding the bowels.  It means less nausea for



      3     these patients under treatment.  Without radiation



      4     exposure to the thyroid and breast, like this young



      5     girl, that would mean there's no increased risk of



      6     second cancers, of breast cancer or thyroid malignancy.



      7     And, likewise, being able to avoid the fertility organs



      8     means this why would will be able to preserve her



      9     ovarian function and her ability to carry children in



     10     the future.



     11               Next slide.  While most side effects from



     12     radiation we think about occurring years to decades



     13     after radiation, this is a particularly striking case



     14     of two patients that were treated by a colleague of



     15     mine, both 16-year-olds, with a tumor in the right back



     16     area.  And this colleague of mine had treated one with



     17     X-ray therapy before he had a proton center available



     18     to him.  And nine months later, he had a proton center



     19     built at his facility in Oklahoma and was able to use



     20     proton therapy when another patient, another



     21     16-year-old male with the exact type of tumor, occurred



     22     in that area.



     23               And what's striking is, on the next slide,



     24     you can see, within 12 months, the child that had the



     25     X-ray therapy, the IMRT radiation, the kidney that's
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      1     adjacent to it on the bottom slide 12 months later is



      2     shrunken and damages compared to the kidney on his



      3     other side, was the patient that had the proton



      4     therapy, that kidney is a little bit smaller in the



      5     back but for the most part relatively normal and still



      6     functional.



      7               These patients were actually treated by my



      8     colleague, Sameer Keole, the new president of ASTRO



      9     this year.  And he still follows these patients.  And



     10     he told me just last year that these patients were



     11     treated in 2011, 2012, they're both still alive, but



     12     the patient that had the IMRT radiation is now on



     13     kidney medications that he's going to be on for the



     14     rest of his life because of that damage to that kidney.



     15               Next slide.  One of the largest areas of



     16     growth in adoption of proton therapy in the past few



     17     years has been that with breast cancer.  In the United



     18     States, breast cancer is the most common cancer among



     19     woman, and we know that, with the great screening that



     20     we do now, we catch most of these breast cancers



     21     earlier and earlier, and as such, we have very good



     22     cure rates for many woman with breast cancer.



     23               But, as a result of that, what we see is that



     24     the side effects from the breast cancer radiation catch



     25     up to these womans, and typically, the biggest concern
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      1     about breast cancer treatment with radiation is



      2     increased risk of heart disease.



      3               And this is particularly for woman with



      4     cancer on the left breast because of the heart, that



      5     sits just behind the left breast.  And the big artery



      6     that is most often clogged in heart disease sits right



      7     in the front of that left heart.



      8               And you can see in the picture on the left



      9     that heart, which is sitting right behind that left



     10     breast, gets that full dose of radiation, or very close



     11     to a full dose of radiation, with X-ray or photon



     12     radiation; whereas with proton therapy, we can stay off



     13     of that heart almost completely.



     14               And it's for that reason we started seeing a



     15     very large uptick in the numbers of patients with



     16     breast cancer that are being sent particularly for



     17     proton therapy.  In fact, in some cases, like the



     18     University of Maryland Photon Center, the most common



     19     cancer that is treated by proton therapy is breast



     20     cancer.  And that's because of the risk after about



     21     seven years, increasing heart attacks and heart disease



     22     occurring in the woman with left-sided breast cancer.



     23     That can be completely avoided in the use of proton



     24     therapy.



     25               Next paragraph.  One of the more striking
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      1     studies to come out recently was a randomized study in



      2     the mid-2022 where patients with cancer that spread to



      3     the brain, particularly in breast cancer or lung



      4     cancer, were found to have increased survival when



      5     treated with proton therapy to the entire brain and



      6     spine axis.



      7               This was particularly striking because this



      8     is the first study in a little over 20 years that has



      9     seen an increased survival in these patients when



     10     treated with normal radiation.



     11               This was started by our colleague of ours at



     12     Memorial Sloan Kettering when he noticed that, just



     13     like the pediatric population, there's less radiation



     14     to the spine, they can tolerate more chemo and their



     15     blood counts start doing better.  He said, Can we do



     16     the same thing for adults with the tumor on the brain



     17     and spine?



     18               And not only did he see they tolerated the



     19     therapy just as well as limited radiation but that



     20     these patients had increased survival.  And so, he



     21     instituted this randomized study that was early because



     22     of the survival benefit that saw substantially greater



     23     length and duration of survival in these patients that



     24     were able to receive proton therapy.



     25               Next slide.  Some of these things that I've
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      1     been talking about, about side effects that occur after



      2     months or years, also lead to not only improvement in



      3     the patient's quality of life but, likewise, what is



      4     not often considered is the cost of the side effects



      5     that we have to care for in these patients, right.



      6               It's hard to calculate how much not having a



      7     heart attack saves the institutions or -- that



      8     16-year-old patient, what is the cost of the medication



      9     for the rest of his life for his kidney disease?



     10               Well, the group at MD Anderson has paid



     11     attention to this and said maybe we should not just



     12     look at the cost of proton therapy but the cost of the



     13     entire care for a procedure.  And in particular for



     14     this picture, it's the cost of head and neck cancers.



     15     When treated with radiation, these patients need less



     16     use of a feeding tube.  And not only is that a



     17     quality-of-life issue for these patients, but as you



     18     can see in this picture, when the patient needs a



     19     feeding tube with X-rays, which is about twice as often



     20     as proton therapy, the cost jumps up.



     21               And at the end of the treatment course, you



     22     can see in the blue versus the orange, the cost



     23     differential between proton therapy and X-ray therapy



     24     is only a few percent as a result of the other



     25     interventions needed.
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      1               This analysis was further expanded on the



      2     next slide, where Dr. Frank said, Look, what if we took



      3     a look at the entire cost of care not only in just



      4     particular things like a feeding tube, but what if we



      5     looked at the cost of care for pharmacy and medications



      6     for pain control, the use of laboratory testing and in



      7     hospital admissions?



      8               And you can see this graph here looking at



      9     the cost of the entire care versus the cost of



     10     radiation itself.  And you can see the radiation for



     11     the protons is, indeed, more expensive, but everything



     12     else less.



     13               And that led to the startling finding that,



     14     when utilizing proton therapy, these patients with head



     15     and neck cancer actually had a lower overall cost of



     16     care.  On the next slide, you can see for the cost



     17     savings are 21% lower for proton therapy as compared to



     18     patients that were treated with X-rays.



     19               This led to the university -- this led to the



     20     entire University of Texas system approving proton



     21     therapy for patients with head and neck cancer.



     22               As more and more of this data comes out, and



     23     there's going to be another one by Dr. Frank, a



     24     randomized study coming out in the next month, we're



     25     starting to see not only the improvements in the cancer
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      1     control with use of the proton therapy but decreases in



      2     side effects and, leading to that, the cost savings to



      3     healthcare systems as a whole.



      4               Because of that, we're -- or as has been



      5     mentioned by a few of the others, we're starting to see



      6     capacity constraints.  I, myself, am a radiation



      7     oncologist in San Diego, California.  And I can tell



      8     you that my meetings mostly nowadays are figuring out



      9     how to triage patients, because we have more patients



     10     than we can treat, and we have to figure out who is the



     11     greatest benefit.



     12               When we start seeing that at other locations



     13     -- and we do see that at other proton centers when I



     14     talk to my colleagues about, can we send patients to



     15     your center because I'm full.  And, for instance, just



     16     at our annual National Association Proton Therapy



     17     meeting a month and a half ago, the big presentation



     18     from the Memorial Sloan Kettering group and the proton



     19     center in Harvard was about how do they triage



     20     patients, because they're full and they have a waiting



     21     list as well.  The next closest one, Boston, they're



     22     very full with patients, and their machine is going to



     23     be undergoing a multiyear upgrade soon, so they're



     24     going to be losing 70% of their capacity to treat



     25     patients.
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      1               And I think that leads us to the big question



      2     of how do we get more of these centers access to --



      3     have patients have access to the machines?  And with



      4     the location there in Danbury, it provides a very



      5     convenient overflow to not only the patients in



      6     Connecticut but from the surrounding areas as well.



      7               Thank you for giving me this opportunity to



      8     share some of the clinical background and how I see it,



      9     having been involved in protons for the last few



     10     decades and seeing the growth of this space and what



     11     changes have come as a result of that.  Thank you very



     12     much.



     13               MR. HARDY:  Thank you, Dr. Chang.



     14               So, that concludes the direct-testimony



     15     portion of our presentation.



     16               MR. CSUKA:  Thank you.  I think it makes



     17     sense to take a break at this point.  We've all been



     18     sitting for quite a while now.  So, let's come back



     19     want to say 20 minutes, 30 minutes?



     20               DR. GIFFORD:  20 minutes.  I do have some



     21     questions for your witnesses that are remote, so if



     22     they could stick around for the questions.



     23               MR. HARDY:  Certainly.



     24               MR. CSUKA:  So, let's take 20 minutes.  We'll



     25     come back, let's say, 11:00, and we will pick up where
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      1     we left off.



      2               Again, public comment sign-up is continuing



      3     until 12:00.  And anything that's said in this room may



      4     be picked up by the mics, anything you say may be



      5     picked up by the mics, so just be careful of that fact.



      6     Thank you.



      7               (A recess was taken from 10:39 a.m. until



      8     11:00 a.m.)



      9               MR. HARDY:  We're ready.



     10               MR. CSUKA:  Can we go back on?  Thank you.



     11     Welcome back.



     12               For those just joining us, this is Docket



     13     Number 23-3267-CON.  It's Danbury Proton's application



     14     for the Acquisition of a Technology New to the State



     15     Plus a CT Scanner.



     16               We had the applicant's presentation earlier



     17     this morning.  Now we're going to continue on to some



     18     of the questions that OHS has.



     19               The plan is to begin public comment at 12:00.



     20     So, for anyone listening in or in the area who wants to



     21     participate, please sign up before 12:00, and they will



     22     likely take you in the order in which you appear.



     23               Elected representatives, we may have to go a



     24     little bit out of order in order to accommodate their



     25     schedules.  But the plan, again, is to begin at 12:00
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      1     and then probably break for lunch, because I don't



      2     think we're going to get through all of OHS' questions



      3     before noon.  And then we'll come back and we'll wrap



      4     things up.



      5               So, does that sound okay to you, Attorney



      6     Hardy?



      7               MR. HARDY:  It does.  Thank you.



      8               MR. COURTNEY:  The only qualifier I might



      9     give there is Dr. Chang was hoping that he was done at



     10     noon so he could get back to his patients.  So, if we



     11     had specific questions for people on the line, if we



     12     could move those before 12:00 as opposed to having them



     13     wait until after all the public --



     14               MR. CSUKA:  Okay.  I think that's doable.



     15     We'll do our best to direct them to specific



     16     individuals.  There are 11 of you, so --



     17               MR. COURTNEY:  Yes.



     18               MR. CSUKA:  -- so, you know, we'll do our



     19     best is all that I can say.



     20               So, I think Dr. Gifford wanted to start by



     21     asking some questions about the presentation that was



     22     given earlier.  So, I will turn the mic over to



     23     Dr. Gifford.



     24               DR. GIFFORD:  Thank you very much.  And I



     25     want to say thank you to all of the witnesses for both
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      1     your carefully prepared application and your thoughtful



      2     testimony.  It's very helpful for the Office of Health



      3     Strategy as we consider this application.  So, thank



      4     you.



      5               I actually -- my first questions were for



      6     Dr. Chang, so hopefully that comports with his need to



      7     see patients.



      8               First of all, I just want to establish for



      9     the record, Dr. Chang, that the cost/benefit data that



     10     you showed on your slide beginning at Slides 82, 83,



     11     and 84, is unpublished data.  Is that accurate or --



     12     just I'm noting provided by Steve Frank at the bottom,



     13     so I just wanted to confirm that this was provided by a



     14     peer and not published in a peer-reviewed journal.



     15               DR. CHANG:  Thank you for the question and



     16     the kind words.  There have been updates published in a



     17     couple of different versions now.  This was the summary



     18     slides he originally provided to me a few years ago.



     19     And there have been published reports -- there's been



     20     published portions of this since then, and I'm happy to



     21     provide those as well.  I'll get the papers from him if



     22     that would be helpful for you.



     23               DR. GIFFORD:  Yes.  Thank you.



     24               DR. CHANG:  Sure.



     25               DR. GIFFORD:  Okay.  So, my other questions,
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      1     which I believe are for you, Dr. Chang, but whoever



      2     from the team wants to respond, have to do with the



      3     clinical indications for proton beam therapy.



      4               First of all, in the application, you



      5     provided the ASTRO model policy as the template for



      6     clinical practice guidelines.



      7               Is that the closest thing we have to a



      8     clinical practice guideline for proton beam therapy?



      9               DR. CHANG:  So, I would say there's probably



     10     three major ones.  ASTRO's is one of them.  Astro is



     11     our society of radiation oncology in general.  And they



     12     have an updated one, actually, that came out fairly



     13     recently.  I'm not sure if that's the updated one



     14     that's included in there.  But, yes, in essence, they



     15     split it into group ones and group twos.



     16               The other two big policy groups would be the



     17     NCCN, and that is more of an oncology standards rather



     18     than radiation in general.  So, that -- NCCN is a group



     19     that gives general guidelines for surgery,



     20     chemotherapy, and radiation in there.  And in there, it



     21     does site specific ones that were -- where proton



     22     therapy has a particular advantage.



     23               The last group would be for the National



     24     Association of Proton Therapy that also has policy



     25     guidelines that will address similar clinical cases.
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      1               But, yes, those are the named three, ASTRO



      2     being one of them.



      3               DR. GIFFORD:  Okay.  And I believe that ASTRO



      4     model policy was included in your application but not



      5     the other two; am I correct there?



      6               Okay.  So, if there's relevant information to



      7     my question for that clinical indications in those



      8     other two guidelines, then it might be appropriate to



      9     provide those to us.



     10               DR. CHANG:  Sure.  The NCCN one is fairly



     11     comprehensive.  And I think part of the reason we



     12     didn't include that is there are literally hundreds of



     13     pages per disease site and about 40 disease sites, so



     14     it wouldn't be necessarily helpful to submit all of



     15     that for specific questions.



     16               DR. GIFFORD:  Okay.  All right.  So, in the



     17     ASTRO model policy, as you mentioned, they divide



     18     cancer types into group one and group two cancers.  I'm



     19     trying to get a better understanding of your assessment



     20     of need based on those two groups.



     21               And so, can you give us -- can you describe



     22     for us, either you, Dr. Chang, or another member of the



     23     team, of the estimated number of cases that Danbury



     24     Proton would be treating in a year, how many of those



     25     are from the group one cancers, and how many would be
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      1     from the group two?



      2               DR. CHANG:  So, I think I would defer that to



      3     another member of the team who did the numbers



      4     specifically for Danbury modeling.



      5               I would say that in my center in San Diego,



      6     approximately 70% of the patients would be in group



      7     one, many of those being reirradiation.  And that's a



      8     growing area of treatment where I tend to see a lot of



      9     referrals from my colleagues in the X-ray practice.



     10     And that's because about 10% of all patients that we



     11     treat have local recurrence only that have had



     12     radiation before and are still curable because it



     13     hasn't spread.  But the difficulty is once an area has



     14     received radiation, coming in and getting a second



     15     course of radiation is particularly difficult to do.



     16               And so, we see a lot of head and neck and



     17     brain tumors that have this -- that fall into this



     18     category where they've been treated once, it's only



     19     come back right where it started, and it's hard to give



     20     any more radiation, standard radiation, then they get



     21     referred to a proton center.  That makes up probably



     22     40% of my head-and-neck patients, are reirradiation.



     23     And so -- and reirradiation is one of the group one --



     24     major group one indications.



     25               I would say, again, in total at our center in
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      1     San Diego, about 70% would fall into that group one.



      2     As for the numbers specifically for Danbury, I'd have



      3     to refer to one of my teammates who would know those



      4     numbers better.



      5               MR. COURTNEY:  I can say that the numbers are



      6     evolving as we speak.



      7               DR. GIFFORD:  You probably want to turn on a



      8     mic.



      9               MR. COURTNEY:  It is on.



     10               And Dr. Yonemoto -- I'll have him speak next,



     11     but I was just at the national conference, as he said,



     12     a month and a half ago.  Even the ASTRO recommendations



     13     were being updated as to what's one and two.  As more



     14     and more modalities -- they're realizing how valuable



     15     it is, it's really changing that significantly.



     16               So, for example, we had an awful lot of



     17     proton -- I mean prostate patients anticipated when we



     18     initially applied, and we essentially stuck with that



     19     for the time being for this application.  But that's --



     20     that number is going to be significantly down or



     21     breasts are going to be significantly up.  It's



     22     definitely changing.



     23               Les, you want to talk about that?



     24               DR. YONEMOTO:  Sure.



     25               DR. GIFFORD:  Dr. Yonemoto, if you could
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      1     comment in particular on the changing approach to



      2     prostate cancer.



      3               DR. YONEMOTO:  Yeah.  One of the things



      4     that -- I don't have the exact number.  I don't think



      5     we actually did the percentages.



      6               But the way I think about it is half of all



      7     cancers are treated in the United States, including



      8     with radiation -- breast, lung, and prostate cancers.



      9     With that, protons have been used as level-one



     10     indications for all three in the national guidelines



     11     also.



     12               DR. GIFFORD:  I'm sorry.  When you say level



     13     one, you mean group one?



     14               DR. YONEMOTO:  Yeah.  Group one.  Excuse me.



     15     Yes.



     16               DR. GIFFORD:  Okay.  But those cancers don't



     17     appear on that list.



     18               DR. YONEMOTO:  Well, in terms of, you know,



     19     retreatments and -- so, there is a category of those



     20     that let you treat those patients.



     21               Now, the reason why I mentioned that half the



     22     patients of cancer are those three is you get a lot of



     23     retreatments with them and a lot of other indications



     24     that come back into group one because of that, because



     25     there are adjacent structures and things like that.
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      1               DR. GIFFORD:  Thank you.



      2               DR. YONEMOTO:  So, I'm trying to impress the



      3     volume is high that -- following group one.



      4               The other is that the group-one indication



      5     has always increased over the last few years, several



      6     years, that as more papers come out and more --



      7     frankly, more centers, you know, until, you know --



      8     2010, there was only ten of us, you know.



      9               Now there's over 40, we would have more



     10     papers coming out, and the group-one indication should



     11     increase.  But I don't have the exact number of what we



     12     predict in Danbury.  But I expect it's going to be



     13     exactly -- not exactly but close to the same as San



     14     Diego because the cancers are the same.



     15               DR. GIFFORD:  So, is there anything that you



     16     can point to in the published literature that describes



     17     that percent of these more common cancers that would be



     18     eligible for proton beam?



     19               DR. YONEMOTO:  As a group one?  I don't.  I



     20     don't know if Dr. Chang knows.  I don't recall that.



     21     Sorry.



     22               DR. GIFFORD:  Okay.  Because estimates --



     23     obviously, we are very interested in the projected need



     24     for the state of Connecticut for this type of therapy.



     25               So, then, the projected need is evolving is
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      1     your -- is what you're saying and --



      2               MR. COURTNEY:  Yeah.  At the conference, for



      3     example, Memorial Sloan Kettering said at their proton



      4     facility they're treating now 42% retreatment, and that



      5     involves all of these other primary cancers.  But, so



      6     that -- that number is changing things dramatically.



      7               DR. GIFFORD:  I see.



      8               MR. COURTNEY:  And that's a public record as



      9     I understand it.



     10               MR. BOUCHET:  I may be able to help with the



     11     literature because I've been following literature



     12     for --



     13               DR. GIFFORD:  You might want to restate your



     14     name.



     15               MR. BOUCHET:  Lionel Bouchet, PhD, physicist



     16     and everything else.



     17               A lot of the nations have looked at what



     18     percentage, nations -- you know, France did, Italy,



     19     Sweden did a great job at looking at the percentage of



     20     radiation therapy patients with their -- so, they



     21     looked at literature.  And the convergence is between



     22     10% and 15%.



     23               And these are actually not new data.  They



     24     are data from the past ten years, actually ten years



     25     ago.  So, this 10% to 15% of data about ten years ago
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      1     published by this country, convergence was between 10%



      2     and 15%.



      3               What we are seeing since then, we are seeing



      4     an increase in percentage, right.  So, the Mevion



      5     centers, which I have visited, typically treat between



      6     10% and 20% of their patients with proton therapy, and



      7     it's what the physicians are saying as value base, a



      8     value base.



      9               So, there is an evolution.  We are continuing



     10     to see data come in.  MD Anderson has been fantastic



     11     for head and neck.  We have the esophagus -- excuse my



     12     French, I can't say that word -- esophagus trial that



     13     was a phase-two trial, and some data coming out here



     14     that we all have heard but we don't know yet the data



     15     that are coming out (indiscernible.)  So, we are seeing



     16     a growth of the publication of data coming out because



     17     there are more and more centers.



     18               So this group one, usually from ASTRO, they



     19     are all plenty of referrals, right.  You look at the



     20     documents, group one, tons of reference that Dr. Chang



     21     talked about, the NCCN and a lot of different -- a lot



     22     of different referrals, published referrals for all of



     23     this group one.  So, this group one are pretty



     24     established.



     25               I have heard a percentage of group one
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      1     patients that are treated with proton is actually quite



      2     small in the U.S.  So, I don't have a number, but I



      3     think -- I should message someone.  The medical



      4     director, executive director of NAPT gave me a number



      5     two weeks ago, and I just don't have it yet.  But that



      6     percentage is very small.



      7               So, the questions that I ask myself when you



      8     ask the question is what group-one populations of



      9     cancers within the state of Connecticut, right.



     10     That's --



     11               DR. GIFFORD:  Well, exactly, because those



     12     are for the most part fairly rare cancers in group one.



     13     Take away the retreatment, the rest of the cancers are



     14     fairly rare, both the adult and the pediatric cancers.



     15     And I see you eyeing Dr. Yonemoto.  So, that's why --



     16     hence the question.



     17               I believe your application references that



     18     you used IHS Markit to estimate the percent of the



     19     group-two cancers that would be appropriate for proton



     20     beam?  Did I misread that, or is there something -- is



     21     there something there that you want to point us to?



     22               MR. COURTNEY:  Daria, could you comment on



     23     that?



     24               MS. CHYLAK:  Yes.  Sure.  IHS Markit is the



     25     previous company for our group at GlobalData.  So, we
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      1     used to be employed by IHS market, and the life



      2     sciences consultant group was purchased by GlobalData.



      3               But can you ask the question one more time?



      4     I know you're asking about a specific item.



      5               DR. GIFFORD:  I should -- let me get you the



      6     page reference from the application.  That might be



      7     helpful.



      8               MS. CHYLAK:  Great.



      9               DR. GIFFORD:  And if the team can help me



     10     look, I know I saw it recently.



     11               MR. LAZARUS:  Page 29 of the application?



     12               MR. CSUKA:  So, we're looking at Bates number



     13     page 29 of the application, and the application is



     14     Exhibit A.



     15               MR. HARDY:  I'm sorry.  Does that -- number



     16     page 22 of the application itself?



     17               MR. CSUKA:  21.



     18               MR. HARDY:  21.  Okay.  Sure.



     19               DR. GIFFORD:  For any members of the public



     20     who might be with me, I'll just read it.



     21               It says, "According to a report of IHS



     22     Markit, the estimated radiation of eligible patients



     23     for whom proton therapy is appropriate range from 14%



     24     to 30%.  A figure of 20% is also in line with estimates



     25     provided by proton therapy equipment manufacturer IBA
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      1     world wide."



      2               So, I was just asking the data that was



      3     behind that estimate from IHS market.



      4               MS. CHYLAK:  Yes.  So, if you look at the



      5     response to public hearing issue number -- I don't have



      6     the number in front of me, but one of the last large



      7     documents that was submitted by our team, there is



      8     research -- let's see if I can pull it up -- there are



      9     research studies that provide those 14% and 30%



     10     numbers.  And they're cited there in that document.  I



     11     believe it's in Section 4.2, Proton Therapy Demand in



     12     Connecticut.



     13               DR. GIFFORD:  Are you guys tracking where



     14     that is so we can follow up?  Okay.  Are you finding



     15     it?



     16               MS. CHYLAK:  And the copy that I'm looking



     17     at, that's on page 37, Section 4.2, called Proton



     18     Therapy Demand in Connecticut.



     19               DR. GIFFORD:  Okay.  Thank you.  So, as long



     20     as we have it, I think I can move on.



     21               MR. BOUCHET:  I think Chris Gonzalez may have



     22     some specific data from his experience that he may be



     23     able to share.  Is Mr. Gonzalez online?



     24               MR. GONZALEZ:  Yes.  Can you all hear me?



     25     Okay.  Great.  I would also like to mention the
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      1     definition of eligibility.



      2               So, between that -- term can be interpreted



      3     two ways, from a clinical standpoint versus a patient



      4     access standpoint in terms of eligibility.  But for the



      5     region of Connecticut, the Medicare-approved



      6     contractor, which is NGS for the region, does have a



      7     proton-therapy-specific LCD policy.  That policy is



      8     L-35075.



      9               And essentially, the proton therapy policy in



     10     terms of eligibility is defined as any patient that is



     11     a radiation therapy patient is eligible for proton



     12     therapy.  So, it's not a -- so, that's -- in terms of



     13     access, that's why people in layman's terms say, well,



     14     if you have Medicare, you can get proton therapy.



     15               But it does not define eligibility by a



     16     specific disease site.  It defines it actually by where



     17     the target, meaning where the -- where we're treating a



     18     patient.



     19               So, you know, not always -- for example,



     20     breast cancer, you can have a mediastinal, let's say



     21     lymphoma or a breast cancer variance in a similar



     22     region, but from a histology standpoint, they're



     23     different.  But what we're actually treating is in that



     24     region.  So, the definition of the potential use of a



     25     patient isn't because someone has breast cancer or,
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      1     let's say, lymphoma.  It is defined by how close that



      2     target is to critical structures in the LCD policy.



      3               So, and lastly, the policy doesn't recommend



      4     one disease site over the other; it recommends based



      5     upon other literature for those disease sites.



      6               So, I always like to mention eligibility can



      7     be viewed in two different ways.  Some people say,



      8     well, if you're a radiation candidate, if you're a



      9     proton candidate from a clinical standpoint.  If you



     10     ask an insurance company, and they will redefine



     11     eligibility not because of medical necessity, because



     12     they may or may not have included it in that -- in



     13     their own medical policy.  So, two different



     14     definitions.



     15               DR. GIFFORD:  Yeah.  And I think you're



     16     pointing to one of the reasons for my question, which



     17     is the need in the application is calculated based not



     18     on those clinical variables that you're talking about



     19     but by diagnostic type.  And then there's an estimate



     20     of what percent of those diagnoses would be eligible



     21     for proton therapy, and that's what I was trying to get



     22     a better handle on.



     23               MR. GONZALEZ:  And I did want to point out,



     24     between all these organizations -- between ASTRO, even



     25     CMS and NCCN -- their group-one versus group-two
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      1     categories are all different.  It's ambiguous.



      2               So, you'll have some, for example, CMS'



      3     group-one category for reirradiation tumors is actually



      4     in CMS' policy a group two, but for ASTRO it's a group



      5     one, and NCCN it's a group one.  So, I did want to



      6     point out their syllabus -- not syllabus -- their



      7     rubric between all organizations are exactly the same.



      8               So, you kind of end up in a -- you know, it



      9     depends who you ask and where you ask, the



     10     organization.  But by and large, they all kind of even



     11     out at some point based upon resupporting literature.



     12               So, the more conservative I would say policy



     13     is normally NCCN, but then you have different maps



     14     across the United States.  You know, you think Medicare



     15     shares the same policy, but every map has a



     16     different -- which there's five of them -- have



     17     different policies.  And the NGS map, which is the



     18     (indiscernible) region, is the most conservative as



     19     well too.



     20               And even in the conservative light, it still,



     21     you know, approves about 95% of radiation candidates



     22     for proton therapy.



     23               DR. GIFFORD:  Thank you.  Anything else on



     24     that issue before I move on?  All right.



     25               MR. CHANG:  Yes.  Dr. Gifford, I have looked
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      1     up several of the references that you were requesting



      2     about cost effectiveness.



      3               Should I just send that to the team to get



      4     over to your team for the actual manuscripts?  Is that



      5     the best way to do that?



      6               MR. HARDY:  Yeah.  If we could make a late



      7     filing of those materials, we'd be happy to do that.



      8               MR. CSUKA:  Yes, Doctor.  We're going to keep



      9     track of what are called late files.



     10               MR. CHANG:  Okay.



     11               MR. CSUKA:  And then those will be supplied



     12     to your counsel, and then your attorney will provide



     13     them after the hearing.



     14               MR. CHANG:  Okay.



     15               MR. CSUKA:  So, there's no rush.  You'll have



     16     plenty of time to do than.



     17               MR. CHANG:  Okay.  I just pulled up the five



     18     or six articles, so I'll bundle them together and send



     19     them along.



     20               MR. CSUKA:  Okay.  Thank you.



     21               DR. GIFFORD:  I wanted to move on and ask



     22     some questions about the location, your proposed



     23     location.



     24               We noted in the application that you estimate



     25     a significant percentage of the patients would be
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      1     New York residents and that your primary service area



      2     encompasses both New York and Connecticut.



      3               Can you tell us a little bit more about why



      4     you chose Connecticut as a location for this facility?



      5               MR. CSUKA:  I said earlier that people who



      6     are testifying online should say their names.  I think



      7     it also makes sense for people present to also say



      8     their names.



      9               MR. COURTNEY:  Sure.  Stephen Courtney.



     10               I have been, since -- and Les and I have been



     11     trying to bring proton therapy to Connecticut since



     12     2011.  We first started -- we got interviewed by



     13     Hartford Hospital, Dr. Salner and his team.  About



     14     three times we reported to their board.



     15               We tried a number of years to work with Yale



     16     in bringing them a facility.  LendLease, Mevion, and



     17     our firm also proposed a turnkey solution on a couple



     18     different sites that Yale had as well.  And it just was



     19     going nowhere.



     20               But we suspected that certainly some --



     21     someone in the middle of Connecticut was going to



     22     provide it.  So, they'd been talking about it for



     23     years.



     24               When we look at the United States as a whole,



     25     the largest hole demographically for proton therapy
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      1     centered around Danbury, Connecticut.  So, that



      2     necessarily does go into New York, as well, but it was



      3     essentially the biggest need in the United States.  So,



      4     we said that's the place we should look at doing a



      5     facility, and that's where that came from.



      6               In terms of the day-to-day selection process



      7     and referring to your issue you identified, who the



      8     facility chooses to treat is a difficult one,



      9     especially as we anticipate, even with 16 hours a day,



     10     we're going to have to turn away people.



     11               And so, the cases that are the most



     12     clinically needy are the ones that we hope to take.



     13     And it -- all patients being equal, if there was a



     14     Connecticut patient, we would obviously want to take



     15     the Connecticut patient since that's our location.



     16               But I think Dr. Yonemoto could speak to that



     17     decision-making process that we'll essentially have to



     18     be making every Monday of who we treat.



     19               DR. GIFFORD:  Before you do that, can I just



     20     follow up on your statement about Danbury, Connecticut,



     21     being the center of need?



     22               MR. COURTNEY:  Yep.



     23               DR. GIFFORD:  Because Danbury is located



     24     between two -- I think we're up to -- is it 40 -- how



     25     many --
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      1               MR. COURTNEY:  50, actually, counting the



      2     small --



      3               DR. GIFFORD:  In the United States.



      4               MR. COURTNEY:  Yes.



      5               DR. GIFFORD:  Okay.  So, we have two and



      6     soon-to-be three of those in the New York, Connecticut,



      7     Massachusetts area.



      8               So, can you say more about -- was it based on



      9     the demographics, cancer rates?  What was the data



     10     behind identifying Danbury specifically as a place of



     11     highest need?  And if there's a place that you can



     12     point us to in the application where that data resides,



     13     that would be helpful.



     14               MR. COURTNEY:  The data was simply



     15     population.  It was the radius population around



     16     Danbury.  It was no more complicated than that.



     17               DR. GIFFORD:  Okay.  Thank you.



     18               In terms of selection --



     19               MR. CSUKA:  Before we get to that, actually,



     20     I have another question.



     21               So, you're projecting that 66% of the volume



     22     will be coming from New York.  So, why did you select



     23     Connecticut over New York I guess is a more refined



     24     question.



     25               MR. COURTNEY:  As I said, we'd been trying to
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      1     bring it to Connecticut for years.  I was a 16-year



      2     resident of Tolland myself.  I'm Connecticut-centric.



      3     My wife went to UCONN.  My daughter went to UCONN.



      4               We -- just -- it's a businessman's decision



      5     to support the state that they're most familiar with,



      6     certainly.  I know now with Northwell's proposed



      7     takeover of Nuvance, they will be very interested in



      8     sending patients to our facility because they can't get



      9     access to Memorial Sloan Kettering.  So, we'll be asked



     10     to look at some very difficult cases to say "no" to.



     11               MR. CSUKA:  Thank you.



     12               DR. YONEMOTO:  Les Yonemoto, radiation



     13     oncology.



     14               As for the explanation about the triage or



     15     list of how we select, I defer to Mass General



     16     Hospital's proton center.  They published an article in



     17     I think Journal of Clinical Oncology -- I can go and



     18     provide that -- that details their selection criteria



     19     of how they triage the patient selection.  And it's



     20     very reasonable, and it makes a lot of sense.  Instead



     21     of trying to remember exactly each step of the



     22     criteria, I can provide that paper.



     23               MR. COURTNEY:  It's actually part of the



     24     record already.



     25               DR. YONEMOTO:  Okay.  Yeah.  It's in there.
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      1     It's typical based on need.  You know, like the group



      2     one, they don't have any other options.  Then you move



      3     on from there.  And of course pediatric is always high



      4     on the list.  But it's all in that criteria.



      5               DR. GIFFORD:  Sorry.  We're just following up



      6     on the location question.



      7               So, just so we completely understand, you



      8     looked at population per square mile, I guess, is what



      9     you're saying, population density, and then compared



     10     that to the availability of existing proton beam



     11     therapy centers, and that's how you picked the Danbury



     12     location?



     13               Was there a study that your company performed



     14     or anything else that you could refer us to?



     15               MR. COURTNEY:  All that was confirmed by our



     16     feasibility consultant initially, which was IHS, as was



     17     referred to, that's now GlobalData.



     18               They're actually in the process of updating



     19     all -- our larger study, which we'll need for the bond



     20     placement.  But we're sure the information is going to



     21     be the same.



     22               DR. GIFFORD:  Okay.  So, no additional



     23     documents?



     24               MR. COURTNEY:  No.



     25               DR. GIFFORD:  Okay.  Thank you.
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      1               I wanted to ask -- I believe it was



      2     Mr. Melson who mentioned that Medicare covers proton



      3     beam therapy with few limitations.



      4               Am I correct that for group two it's covered



      5     under the coverage with evidence-development category



      6     for Medicare, or is that no longer the case?



      7               MR. COURTNEY:  I think Chris is better to



      8     answer that because he's got a national perspective on



      9     that.



     10               DR. GIFFORD:  Okay.  Sure.



     11               MR. COURTNEY:  Chris?



     12               MR. GONZALEZ:  Sorry, everyone.  I had to



     13     unmute.  Could you all repeat the question again?



     14               DR. GIFFORD:  With respect to Medicare



     15     coverage -- and you and one of your colleagues had



     16     mentioned that Medicare covers proton beam therapy with



     17     few limitations.



     18               It was our understanding from the application



     19     that it covered for group two under the coverage with



     20     evidence-development category --



     21               MR. GONZALEZ:  Correct.



     22               DR. GIFFORD:  -- that the provider needs to



     23     meet certain standards?



     24               MR. GONZALEZ:  That's correct.  Yes.  So the



     25     coverage with evidence-development clause, or CED, is
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      1     normally fulfilled when the centers themselves host or



      2     participate either in a clinical trial or a clinical



      3     registry; where right now, almost every proton center



      4     does participate in some either clinical trial or



      5     registry.



      6               So, it does fulfill the need of the group-two



      7     indications, hence why you still see, for example,



      8     prostate cancers normally in group two across the board



      9     for all Medicare -- for all MACs; but yet we've never



     10     not treated a prostate patient because of that --



     11     because they fall in group two, because normally almost



     12     of our, in this example, prostate cancer patients are



     13     on a registry or some sort of trial that fulfills the



     14     group two.



     15               So, in theory, once you meet group two, it



     16     bunches you into group one by getting someone on a



     17     trial or a registry.



     18               DR. GIFFORD:  I see.  And maybe this is a



     19     question for you.



     20               What do we know about Danbury Proton and



     21     their participation in clinical trials or registries?



     22               MR. COURTNEY:  What we know is we want every



     23     patient to be involved, if at all possible.  It's



     24     obviously their choice, but it's important to the



     25     industry that we are able to track and collect data so
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      1     that we can show really the veracity of the treatment.



      2               DR. GIFFORD:  Okay.  But you won't have an



      3     academic affiliation, necessarily.  So can you tell us



      4     a little bit more about how that would work in terms of



      5     clinical trials and --



      6               MR. COURTNEY:  Sure.  It depends on what you



      7     mean by "affiliation."



      8               DR. GIFFORD:  Yeah.  Just -- go ahead.



      9               MR. COURTNEY:  We've been in conversation



     10     with UCONN -- UCONN Dempsey Hospital, for example.



     11     We've been in conversation with Hala Medical College in



     12     New York.  They're both very interested in working with



     13     us on the research that we both were planning.



     14               DR. GIFFORD:  Okay.  And I don't believe you



     15     submitted any formal representations in that regard



     16     yet; is that right?



     17               MR. COURTNEY:  No.  Until you have a CON,



     18     you're not real.



     19               DR. GIFFORD:  Yeah.



     20               MR. COURTNEY:  And that really -- we're very



     21     interested, but, you know, you don't exist yet, so --



     22               DR. GIFFORD:  Okay.



     23               MR. COURTNEY:  Yeah.



     24               DR. GIFFORD:  Thank you.



     25               MR. GONZALEZ:  I did also want to mention
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      1     that most of these trials are participated through



      2     what's called PCG, which is our proton collaborative



      3     research group.  So, that allows centers that are not



      4     necessarily, like, for example, stand-alone centers



      5     that aren't associated with, you know, a university



      6     hospital or some sort of, you know, research



      7     institution.  I think Andrew Chang can attest to that,



      8     as well, too.



      9               And I think the last thing I wanted to



     10     mention, the same methodology of CED, coverage with



     11     evidence development, is also what is adopted by the



     12     commercial insurance companies.  So, they have those



     13     same clauses.  For example, Anthem Blue Cross of



     14     Connecticut will have a group two, which is, again,



     15     just like guideline.  It's not a hard-and-fast rule,



     16     and it will have a disclaimer -- if this patient is on



     17     a, you know, a clinical trial or registry, they qualify



     18     for a CED, hence why you do see group-two patients



     19     getting approved now for proton therapy from commercial



     20     insurance, not just Medicare, because it's the same



     21     kind of methodology that most centers are using.



     22               MR. COURTNEY:  Andrew, did you have something



     23     to add?



     24               DR. CHANG:  Oh, sorry.  I was going to say



     25     the same thing that Chris just brought up on the

�



                                                                 328





      1     question about clinical trials came up.



      2               Yeah, when Dr. Yonemoto and I worked together



      3     with the proton therapy collaborative group, PCG, to



      4     run these clinical trials, initially we started it



      5     because, at that point, there was only a handful --



      6     there were seven proton centers in the United States,



      7     and there was a need to develop these trials.  And so,



      8     the PCG was founded specifically along proton therapy



      9     trials.



     10               I'm the vice president and treasurer for the



     11     organization right now and sort of the P.I. for the



     12     breast cancer trial, which we started in 2013, actually



     13     about to close for that.



     14               So, yes, the majority of proton trials --



     15     previously you had them run through the PCG.  As more



     16     centers have come out, now we're starting seeing



     17     dedicated proton trials being run through, like, the



     18     NRG through other national groups.  But initially,



     19     there was not interest because we were a small subset



     20     of the oncology world.



     21               DR. GIFFORD:  Dr. Chang, before we lose you,



     22     I wonder if I could take advantage of your clinical



     23     expertise, and if you could summarize for us -- you



     24     talked a lot about the reduction in side effects from



     25     proton beam therapy because of the more targeted nature
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      1     of less surrounding tissue damage, et cetera.



      2               Can you talk about the survival advantages,



      3     if any, that have been documented with proton beam



      4     therapy?  I understand the evidence is still under



      5     development and is fairly limited.



      6               But are there cancers for which there has



      7     been a documented survival benefit?  Can we unmute



      8     Dr. Chang?



      9               DR. CHANG:  Sorry.  I couldn't unmute myself.



     10               Yes.  Initially, the studies that we utilized



     11     for proton therapy were specifically for cancer that



     12     could not be treated with standard radiation.  And



     13     because in the, you know '50s and '60s and 1970s, the



     14     number of centers were limited to, in essence,



     15     scientific research accelerators where we move the



     16     physics aside and treated for just a few patients,



     17     Harvard Cyclotron lab being one of those.



     18               So, we would only be able to treat about 10



     19     to 12 patients a day on these research machines, so we



     20     had to be very selective on what cancers that were



     21     treated.  And so the ones that could not be treated



     22     with standard radiation were the ones that were



     23     initially proton therapy utilized for.  And that's why



     24     you see in, like, the group ones the chordomas of the



     25     base of the skull, those simply could not be treated
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      1     with standard radiation; and so proton therapy, in



      2     essence, was the only survival-definitive cured method.



      3     So, those, for instance, are increased survivals.



      4               With more access, the thought came to be,



      5     well, in addition to survival, can we then treat



      6     patients where we can get equivalent survival but lower



      7     the side-effect profile?  And so, in essence,



      8     increasing the therapeutic index by having the same



      9     survival but improving the quality of life; which, in



     10     general, for oncology, that's where we've gone for the



     11     last 40 years, right.



     12               We don't really do mastectomies for breast



     13     cancer anymore.  It's lumpectomy and radiation or small



     14     surgery.  That's because the survival is the same but



     15     the idea is less aggressive treatment.  You don't have



     16     as big of a surgery.  There's not the cosmetic --



     17     decreased cosmetic outcome for many woman.



     18               Similarly, for sarcomas.  We don't, you know,



     19     take off the arm anymore for a large sarcoma.  We would



     20     do a smaller surgery and then radiate.  So, the



     21     survival didn't change, but it's toxicity reduction.



     22               Proton therapy falls into that same general



     23     category and paradigm of cancer treatments, is can we



     24     get the same survival with a lower cost, in essence, of



     25     patient toxicity.
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      1               That being said, there are still other



      2     cancers that we do see documented survival, and that's



      3     why I brought up the slide about the disease for breast



      4     cancer and brain cancer -- sorry, breast cancer and



      5     lung cancer that spread to the brain and spine.



      6               For that type of diagnostic -- or that type



      7     of disease, for the last 30 years, we have not changed



      8     survival at all.  It's been always palliative



      9     treatments and trying to get the average survival of 6



     10     to 12 months.



     11               Kudos to my colleagues at MD Anderson that



     12     said, maybe since we have this access to protons, we



     13     can keep giving them the good systemic therapies that



     14     they need but let's see if we can sterilize all the



     15     spinal fluid.  So doing that with protons, we suddenly



     16     saw an increase in survival, something we haven't seen



     17     before.



     18               And I think what we're going to see is that



     19     there are specific cases where proton therapy can



     20     increase -- improve the survival.  That's one of them



     21     that's come out.  But I would say most of the studies



     22     are really -- most of the utilization of protons has



     23     not been trying to improve survival but it's to



     24     optimize the survival with the lowest toxicity



     25     possible.
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      1               DR. GIFFORD:  Thank you.



      2               MR. COURTNEY:  I think it's important, too,



      3     that you stalk about survival.  In the left breast



      4     case, yeah, the cancer didn't kill the person, but the



      5     heart complications did.



      6               DR. GIFFORD:  Mm-hmm.



      7               MR. COURTNEY:  So, to the fact now that I can



      8     get rid of that complication, doesn't that change the



      9     formula?



     10               DR. GIFFORD:  A few of you mentioned --



     11     sorry, I forgot who it was, but a couple witnesses



     12     mentioned that previous proton beam facilities had



     13     struggled financially and some of them had been



     14     unsuccessful but that more recently they were managing



     15     to be successful financially.



     16               Is there any documentary evidence that you



     17     can provide us with covering the overall financial



     18     stability of these places around the country?



     19               MR. COURTNEY:  Single-room certainly made a



     20     big difference.  But even in that case, it hasn't been



     21     foolproof.



     22               The only thing that's been foolproof is the



     23     single-room Mevion system.  And that's the key, and



     24     it's why we've been behind them since they came out.



     25     It makes all the difference because you're able to
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      1     reduce your capital stack.  You're able to reduce your



      2     operating cost.



      3               You know, we have one engineer on site.  A



      4     competitor has three engineers on site.  They're



      5     working all night to recalibrate the thing.  Our guys,



      6     it's Maytag man, he's bored out of his mind.  It really



      7     makes a difference what equipment is used.



      8               DR. GIFFORD:  Okay.  And are there -- are



      9     there any trade publications or anything that you can



     10     point to that describes this difference in -- it would



     11     be helpful to have that evidence in the record if you



     12     have it.



     13               MR. COURTNEY:  Yeah.  I don't know -- we can



     14     Google it and see if there's any -- Lionel knows all



     15     the facilities, and he has the data for all the



     16     facilities.  And he can certainly -- you guys have a



     17     paper of some sort that addressed this?



     18               MR. BOUCHET:  So, there's a few publications



     19     sharing the experience up to two years, right.



     20     Washington University did a publication about two



     21     years' experience on running proton therapy.  I think,



     22     in response, the financial success is -- it's not even



     23     success.  It's stability.



     24               DR. GIFFORD:  Right.



     25               MR. BOUCHET:  Stability.  Right.  I mean, a
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      1     lot of the centers are not for profit.  That is



      2     anecdotal.  You know, there's no data, no documents.



      3     So, aside from the experience published after two years



      4     in 2016 by Washington University, everything else is



      5     more anecdotal.



      6               DR. GIFFORD:  Thank you.



      7               MR. CSUKA:  You may have just answered this,



      8     but there's a statement in the response to



      9     Complainant's Letter One that none of the existing 16



     10     Mevion proton facilities has had any financial



     11     difficulty.



     12               And my question was, what is that based on?



     13     There was no real source for that.  Is that anecdotal



     14     or something other than that?



     15               MR. BOUCHET:  Well, again, it's anecdotal,



     16     but we started the first centers in 2013.  We just



     17     opened one last year.  It was in December.  We have one



     18     or two to be opened.  So, I mean, you know, so it is



     19     anecdotal.  We always like to say we never had



     20     customers that had to refinance or go bankrupt.



     21               So, at least from a -- from a market



     22     experience, Mevion is in a position that we can say



     23     that none of the Mevion centers have had to refinance,



     24     have had to go bankrupt.  But that's a factual



     25     statement that can only be verified by the
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      1     understanding of where the Mevion centers are.



      2               Does that answer your questions?



      3               MR. CSUKA:  It does, yeah.



      4               DR. GIFFORD:  How many of the 50 centers in



      5     the U.S. are Mevion?



      6               MR. BOUCHET:  So, in the U.S., there's about



      7     a dozen Mevion centers, all singular rooms.  actually,



      8     we have one that is two rooms, Washington University,



      9     that has expanded to a two-room center.



     10               MR. CSUKA:  And to the best of your



     11     knowledge, has the financial support and backing that



     12     has been developed for those other facilities been



     13     equivalent to what you're projecting will happen here?



     14               MR. BOUCHET:  I don't have that level of



     15     detailed informations.  So, a lot of the centers, all



     16     the centers with similar data, NCI cancer centers, and



     17     so the way they finance in general, this kind of



     18     financing done through -- through their standard



     19     operation capital.



     20               We have a few centers that are private that



     21     are a physician group.  Usually have used debt



     22     financing, so Mevion is not -- it's usually debt



     23     financing.  These Mevion centers have done debt



     24     financing.



     25               MR. CSUKA:  Okay.  Switching gears a little
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      1     bit, I also noticed that there's a statement in a few



      2     locations that proton beam was beginning to be used in



      3     noncancerous conditions.



      4               Is it the intention of Danbury Proton to



      5     begin using it under these circumstances, or is Danbury



      6     Proton planning to limit the use of proton therapy to



      7     only cancerous conditions?



      8               DR. YONEMOTO:  I can get into that one.  Les



      9     Yonemoto, radiation oncology.



     10               In the cancer world and the radiation



     11     oncology world, I should say, we treat both cancerous



     12     and noncancerous diseases.  And our intention is to be



     13     part of that priority list, including noncancerous



     14     diseases.



     15               I personally treated over 400 patients with



     16     age-related macular degeneration, a noncancerous



     17     disease, and I have papers on that.  So, that's one



     18     example of a novel therapy for that.  Protons and



     19     radiation therapy treats a lot of different benign



     20     diseases, and we'll include that as part of it.  It's



     21     just that with radiation oncology, most applications



     22     and such don't really mention it too much because it's



     23     -- the focus is cancer.



     24               MR. COURTNEY:  I might mention, too, that



     25     Dr. Moyers in China has just recently started doing
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      1     much of what you guys did down in Loma Linda with ADM



      2     as well -- I mean -- age-related macular degeneration.



      3               DR. YONEMOTO:  Right.  Age-related macular



      4     degeneration.



      5               Well, actually, one of the first things that



      6     was used was protons for age-related -- being a



      7     malformation, a blood disorder in the brain, back in



      8     the 1960s with Harvard Cyclotron treating that, because



      9     you can see that on plain film, X-rays.  This is before



     10     CT scanners were invented.  And you can measure a



     11     distance of where to stop the protons.



     12               So, and then next was eye diseases and things



     13     like that.  So, yeah, a lot has happened in the last



     14     decade or two in terms of the feasibility of proton



     15     centers.



     16               MR. CSUKA:  Thank you.



     17               MR. COURTNEY:  I will add that this is a very



     18     research-interested group.



     19               Dr. Moyers, how many patents do you have now?



     20     Seven, eight, nine, ten?



     21               DR. MOYERS:  Hello?



     22               MR. COURTNEY:  There you are.  How many



     23     patents do you have, Dr. Moyers?



     24               DR. MOYERS:  It's around 20 now.



     25               MR. COURTNEY:  Oh.  Sorry.  Underestimated.
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      1     But we're very -- these guys are pioneers.



      2               DR. YONEMOTO:  Research is definitely part of



      3     this.  There's no question about -- research has always



      4     been a part of this, and it comes with the center,



      5     especially since we're registering everybody and we're



      6     going to be participating in clinical trials.  It was



      7     something we didn't have even second thoughts about



      8     participating in that.



      9               Dr. Moyers, years ago, and continues to, is a



     10     mentor in terms of colleague and papers and patents and



     11     such.  So, it just kind of shows the depth of



     12     experience in terms of research that we perform.



     13               MR. CSUKA:  So, we've talked a lot about the



     14     benefits of proton beam therapy.



     15               Are there any circumstances in which



     16     conventional radiation would still be the more



     17     preferred modality?



     18               DR. YONEMOTO:  Well, there's many ways to



     19     look at that question.  The first reason why there's I



     20     think 4,000 LINACs that are treating over 95% percent



     21     of the patients is, one, access and availability, that



     22     they're everywhere; and rightfully so, because if



     23     you're going to treat 60% of the cancer patients, you



     24     have to be available, have access to it.



     25               Saying that, since radiation therapy is
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      1     typically given over one to two months of daily



      2     treatment, the X-rays or the LINACs that produce X-rays



      3     by default are the preferred method because they can



      4     access it.



      5               For protons, it's not the preferred method



      6     because of nonaccess.  You have to be near a center and



      7     be able to come in for a daily treatment, which is a



      8     significant hurdle for many patients.



      9               As I put on the first slide of X-rays and



     10     protons, the biology of the beam is the same whether



     11     you treat it with protons or X-rays in terms of both



     12     cancer-killing and side effects.  So, the other end of



     13     the question is both modalities can treat cancer in the



     14     (indiscernible.)



     15               It's just that we find advantages with



     16     protons in many cases.  And a lot of them are



     17     equivalent.  Like, one example is right-sided breast



     18     cancer.  It's far away from the heart.  The advantage



     19     of protons isn't there, right, but it can treat it and



     20     have the same efficacy and side effects as X-ray.  But



     21     since it's not near the heart, then maybe that's one of



     22     those reasons why protons could treat it, but it's a --



     23     X-rays can do a better job because it's more accessible



     24     to the patient and the patient will probably get the



     25     treatment.
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      1               There are so many patients that I know of



      2     that don't get this -- any type of radiation because of



      3     the logistics of getting to a center.  So, I'm trying



      4     to answer both sides of that question.  I hope that was



      5     sufficient.



      6               MR. CSUKA:  It was.  Thank you, Doctor.



      7               It's probably a good place to pause



      8     questioning.  We do have some other questions, but I do



      9     want to turn our attention to public comment.



     10               I don't know if we -- so, Attorney Hardy, you



     11     had emailed over a number -- not a number but some



     12     people that you anticipate would be speaking.  So, we



     13     will likely take them first.  But I'm just going to



     14     sort of go over what public comment is for anyone else



     15     who's tuning in.



     16               So, this is the public's opportunity to



     17     provide their thoughts on a particular project.  So,



     18     public comment sign-up has been all day, since we



     19     started the hearing, and it will end right now.  If you



     20     have not signed up, please do so immediately either in



     21     person -- I don't see anyone here -- or through the



     22     Zoom comment function.  And Ms. Fentis just confirmed



     23     that no one else has signed up.



     24               So, typically, the order in which we go is



     25     elected and appointed officials, clinical professionals
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      1     and executives, and then individuals who have signed



      2     up.



      3               So, Attorney Hardy, do you want to sort of



      4     take the wheel on this a little bit?



      5               MR. HARDY:  Yeah.  So, today's a very



      6     challenging day in terms of having the legislators be



      7     able to Zoom in because there are marathon sessions



      8     going on today with the legislative session.



      9               So, I have word that Representative Farley



     10     Santos should be able to log in at some point within



     11     the next half hour and word that Mayor Alves of the



     12     City of Danbury will be able to log in at 12:30.  But



     13     that's the only information I have at present in terms



     14     of situations where we might want an accommodation in



     15     terms of taking people out of order.



     16               MR. CSUKA:  Okay.  I don't have the list of



     17     names that was -- that you emailed over yesterday, so I



     18     frankly don't know who else is on that list.



     19               Do you have that available to you?



     20               MR. HARDY:  I do.  So, we had listed Deborah



     21     Hickey.  I see she is on the Zoom.  We had listed



     22     Aubrey and Grace Eline.  I'm not seeing them.  Dan



     23     McInerney.  I don't quite see him on there.  Miguel



     24     Fuentes and Bill Fench -- I don't see either of those



     25     at present on the Zoom.
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      1               MR. CSUKA:  Okay.  You said one of the



      2     individuals you did see, though?



      3               MR. HARDY:  Yes.  Deborah Hickey.



      4               MR. CSUKA:  Okay.  Ms. Hickey, are you



      5     available?



      6               MS. HICKEY:  I am.  Can you hear me?



      7               MR. CSUKA:  I am -- I can.  Oh, boy.  So,



      8     typically we limit people to about three minutes, but



      9     since you're apparently the only one who's here right



     10     now, feel free to take your time.



     11               MS. HICKEY:  That makes me feel better.  I'm



     12     going to try to keep it under ten minutes.



     13               So, good afternoon, everybody.  Dr. Gifford



     14     and OHS staff, thank you for the opportunity to speak



     15     in support of the Danbury Proton therapy center.



     16               I am Deb Hickey, and I run the Brotherhood of



     17     the Balloon organization.  Please allow me to explain



     18     who we are and how we came to be.  But quickly, since I



     19     joined this Zoom a bit late, I'm not sure if you



     20     covered the public hearing issue statement that proton



     21     therapy is considered experimental, though I'm sure at



     22     this point you're convinced that that is an inaccurate



     23     statement.  And the following story will help clarify



     24     that.  And, again, I'll try to get through this very



     25     quickly.  But I'm just going to tell you a brief
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      1     history of the Brotherhood of the Balloon so you'll



      2     understand.



      3               My father, Bob Marckini, was diagnosed with



      4     prostate cancer in 2000.  A few years earlier, he



      5     watched his older brother suffer debilitating side



      6     effects following a prostatectomy.  And at the time, my



      7     father vowed to himself, and he knew that prostate



      8     cancer was hereditary, he said if he were ever



      9     diagnosed, he'd find a different treatment option.



     10               Now, my father, a retired engineer,



     11     recovering engineer, as I like to call him, is a



     12     researcher.  He doesn't make any decisions without



     13     first doing a lot of research.  So, following his



     14     diagnosis a few years later, he spent months talking to



     15     and meeting with physicians, including several



     16     radiologists, to educate himself about the various



     17     treatment options for prostate cancer.  And he spoke



     18     with nearly 60 former patients representing each



     19     treatment option he looked into.  He read studies.  He



     20     read articles and everything he could find online.



     21               Meanwhile, one of his best friends, Larry,



     22     was vacationing in Grenada about six months after he'd



     23     undergone a prostatectomy for his prostate cancer.



     24     Larry and his wife were out for a walk one day and



     25     struck up a conversation with a guy who had just
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      1     finished a jog.



      2               Larry learned that the guy that had just



      3     finished the jog had been treated for prostate cancer a



      4     month prior.  Dumbfounded, Larry said, Well, what kind



      5     of treatment did you have? thinking, How could this guy



      6     be jogging?  Here I am still learning how to walk



      7     because I have so much pain and I'm wearing a diaper.



      8     Turns out the jogger had had proton therapy.



      9               Larry knew that his friend Bob had recently



     10     been diagnosed, so he told him about it.  He said --



     11     when he got home, he said, This guy said he never felt



     12     a thing and is living the same life he was living



     13     before he was treated.



     14               So, after that conversation and learning as



     15     much as he could about protons, my father ultimately



     16     decided to visit Loma Linda University Cancer Center in



     17     California, where the only proton center in the country



     18     was located at that time.



     19               Shortly thereafter, he decided that proton



     20     therapy was the best option for him because it was



     21     painless, noninvasive, and would allow him to maintain



     22     his quality of life, which was the most important thing



     23     to him.  So, he and my mother flew to Loma Linda, where



     24     they'd spend the next couple of months.



     25               And while back home we all thought he was
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      1     sickly and bedridden, my father was golfing every day



      2     after his 15-minute morning treatments and spending his



      3     evenings touring the area and eating his way through



      4     all the local restaurants.  My father later referred to



      5     his treatment time as a radiation vacation.



      6               After his first -- after his treatment ended,



      7     my father volunteered to keep six patients connected



      8     through email.  They planned on sharing PSAs and other



      9     updates and information.  And by the time my father was



     10     actually packing up to leave California and head home



     11     to Boston, there were 19 men in the group.



     12               When my father sent out the first email to



     13     this group of men, he jokingly titled it "The



     14     Brotherhood of the Balloon," as Loma Linda used a



     15     rectal balloon to reduce rectal toxicity and enhance



     16     immobilization.  My father also did not intend for the



     17     abbreviation, the BOB, to correspond with his first



     18     name.  That was just lucky.



     19               Some months later, there were 100 men in the



     20     group, and my father thought, How on earth am I going



     21     to keep 100 men connected? because the emails and the



     22     friendly communication had become pages of information,



     23     the latest news on prostate cancer and proton therapy



     24     as well as general health information he thought the



     25     group would find valuable.
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      1               And later, he began including humor and



      2     trivia and other things he thought the guys would



      3     enjoy.  And they did, because they started responding,



      4     and they started asking questions.



      5               And then the other proton patients and



      6     prospective proton patients got wind of the group, and



      7     they wanted to join.  And they started sending separate



      8     emails with questions, and some were then requesting



      9     phone calls.



     10               It became a lot.  In fact, it became too



     11     much, which my father sort of did to himself, but he



     12     decided it was just too much.  So, he called his old



     13     friend at Loma Linda, Dr. Lynn Martell, who at the time



     14     was the Director of Patient Services, and he told Lynn



     15     that he planned to shut down the BOB because it was



     16     taking too much of his time and energy, more than he'd



     17     ever anticipated.



     18               But by that time, Dr. Martell knew that



     19     patients were loving this organization, they were



     20     loving this group.  They were staying connected with



     21     each other, they were staying informed, they were



     22     sharing information with family and friends, and they



     23     were so appreciative of Bob's, my father's enthusiasm,



     24     his knowledge about proton therapy and prostate cancer,



     25     and his willingness to answer questions via email and
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      1     phone.



      2               So, Loma Linda offered to help financially.



      3     And since my father was retired and the stock market



      4     wasn't doing too well -- excuse me -- he accepted.  So,



      5     he could now hire someone to create a membership



      6     database by which he could keep all of the member



      7     information organized and categorized, and he could



      8     even search for member contact information and other



      9     statistics.



     10               He then also hired someone to build a web



     11     site to post information about proton therapy and have



     12     a section where members could access a private-member



     13     resources section, which included archived newsletters



     14     and other resources.



     15               A few years later, around 2006, still running



     16     the BOB, my father wrote a book called "You Can Beat



     17     Prostate Cancer -- and You Don't Need Surgery to Do



     18     It."  The main purpose of the book was to help newly



     19     diagnosed men navigate their way through the often very



     20     confusing treatment decisionmaking process.



     21               In it, he included information on prostate



     22     cancer awareness, prevention and detection, the pros



     23     and cons of each treatment option, the advantages of



     24     proton therapy, the importance of speaking with former



     25     patients before making a treatment decision, and the
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      1     importance of becoming your own health advocate.



      2               He found a small publisher, and eventually



      3     the book worked its way up to the number two position



      4     in the search results on Amazon for a search for



      5     prostate cancer as well as 400-plus five-star reviews.



      6               And by this time, the BOB Tales Newsletter,



      7     called Bob Tales, was in full swing, about 10 to 15



      8     pages sent out monthly, and my father had established a



      9     three-part mission for the BOB:  One, to keep members



     10     connected; two, to promote proton therapy; and, three,



     11     to give back to the institution that started it all at



     12     Loma Linda.



     13               The newsletter and our website were also



     14     promoting BOB reunions led by Loma Linda that were



     15     happening all over the country, and eventually our



     16     members started forming their own local BOB groups and



     17     member unions.



     18               At this point, around 2010, my father was



     19     completely overworked and overwhelmed.  So, he called



     20     me.  I was the director of marketing for a search



     21     engine optimization company in Boston, and he knew I



     22     had the experience to take some of his work off his



     23     shoulders and perhaps build upon what he'd started.



     24               So, long story short, I came aboard.  And by



     25     2011, 2012, we had a Facebook presence, a blog, a
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      1     PowerPoint presentation for our members to use



      2     themselves in their own communities to educate others



      3     about protons.  We had a number of patient reference



      4     lists, including the names and contact information for



      5     some of our members who volunteered to communicate with



      6     newly diagnosed men, share their personal experiences



      7     of treatments and their outcomes.



      8               And we began fund-raising campaigns for



      9     proton research at Loma Linda.  And by the way, those



     10     efforts eventually led to the Robert J. Marckini



     11     Endowed Chair for Research for Loma Linda, and our



     12     group has raised about $14 million to date.



     13               It's also important to note we initiated



     14     multiple surveys among our thousands of members across



     15     multiple proton centers over the years.  And results



     16     from our last survey showed that 98% rated their



     17     treatment experience as excellent to outstanding, 99%



     18     reported that they felt they made the best treatment



     19     decision for themselves, 97% would make the same



     20     treatment decision again, 97% had recommended proton



     21     therapy to others, 97% reported no recurrence of their



     22     prostate cancer.  And there were also high scores



     23     reported on urine control, bowel function, and sexual



     24     function.



     25               At around 2018, 2019, my father began writing
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      1     the second edition, an updated version of his book,



      2     which was published in 2020.  That book now holds the



      3     number two position out of 6,000 books on Amazon on a



      4     search for prostate cancer, and patients are reporting



      5     that the book was a major factor in their treatment



      6     decision.  Some say it was the deciding factor.



      7               Also note that many of the proton centers buy



      8     the book in bulk, and they give it to their patients



      9     when they request information about proton therapy for



     10     prostate cancer.



     11               So, fast forward to today, we have more than



     12     10,000 BOB members who have all undergone proton



     13     therapy for prostate cancer or they're currently



     14     undergoing proton treatment, and the vast majority of



     15     them are doing great.  They come from all 50 U.S.



     16     states and 39 countries.  They represent more than 40



     17     operating proton centers in the U.S. as well as several



     18     in Europe and Asia.



     19               I also want to point out that many of our



     20     members were treated more than 20 years ago.  My father



     21     at this point was treated 24 years ago.  He hasn't seen



     22     his urologist since.  He hasn't needed medications for



     23     any side effects ever.  His quality of life is superb.



     24     He's 81.  He swims a mile every day at his golf club's



     25     pool.  He's still working about ten hours a day because
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      1     he's still passionate about this ministry we call the



      2     BOB.



      3               Newly diagnosed men and their family members,



      4     they're finding our organization in search engines



      5     through the National Association for Proton Therapy and



      6     others in the proton community from our members and



      7     other ways.  We receive hundreds of emails each month,



      8     and we do our best to respond to each one, but it's



      9     very difficult.



     10               Our monthly newsletter now is about 25 pages.



     11     It contains the latest news and information on proton



     12     therapy and prostate cancer as well as information on



     13     the healing process and preventing a recurrence.



     14               There's a member spotlight section where we



     15     highlight our members in a variety of ways, a health



     16     section where we include information focused on men's



     17     health, a section called "On the Lighter Side," which



     18     includes a monthly brain tease they're we developed to



     19     keep our members engaged and in contact with us, and



     20     they absolutely love it.  We pick a winner each month



     21     who receives a signed copy of "You Can Beat Prostate



     22     Cancer."



     23               And there's a lot more.  The advantages of



     24     proton therapy are now well established in the medical



     25     community, and the advantages have been experienced
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      1     first hand by thousands and thousands of our members



      2     who are normally enthusiastic about their experiences,



      3     and they typically jump at the chance to spread the



      4     word about protons through any means possible.



      5               They volunteer to be included on our former



      6     patient -- proton patient reference list.  We now have



      7     55 lists categorized by treatment center, pre-existing



      8     health condition, country, state, et cetera.



      9               Our members use our PowerPoint presentation



     10     to educate and inform their local community groups



     11     about proton therapy.  Many of them forward or print



     12     our newsletter for friends, family, and acquaintances.



     13     Some share it with their urologists, some with their



     14     dentists and other physicians, and many print and drop



     15     them off at local libraries and churches.



     16               One of our members once said that proton



     17     therapy is the only cancer treatment with a fan club,



     18     and I believe that that's true.



     19               So, given the undeniable benefits of proton



     20     therapy, particularly as it concerns to the patients'



     21     overall quality of life, it's no surprise there's a



     22     phenomenon of self-referral among proton therapy



     23     patients.  When presented with treatment options or



     24     life-and-death decisions and given at least some



     25     limited time for exploration, patients will
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      1     understandably devote and prioritize their time and



      2     resources to independently research the best treatment



      3     course available.  And time and time again, this



      4     process has led patients to proton therapy.



      5               So, this phenomenon, coupled with Danbury's



      6     location and proximity to major population centers and



      7     the outstanding clinical leadership of Dr. Les Yonemoto



      8     and Dr. Andrew Chang, along with support from Chief



      9     Physicist Michael Moyers, who is extremely known well



     10     for the anticipated utilization of the Danbury therapy



     11     proton center.  Thank you.



     12               MR. CSUKA:  Than you, Ms. Hickey.



     13               Attorney Hardy, is anyone else here?



     14               MR. HARDY:  I don't see any others on our



     15     list having appeared on the Zoom.



     16               MR. CSUKA:  Okay.  So, we do have I believe



     17     you said the mayor who plans to make a statement at



     18     12:30.



     19               MR. HARDY:  Correct.



     20               MR. CSUKA:  I think it makes sense to jump



     21     back into some more questions until that point.



     22               MR. HARDY:  Sorry.  Breaking news.



     23     Representative Farley Santos is logging in momentarily,



     24     so I don't know if you want to break and come back and



     25     take him as the first -- up to you, obviously.
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      1               MR. CSUKA:  Do you happen to know what



      2     "momentarily" means?  That can mean a lot of different



      3     things.



      4               MR. HARDY:  It said "two minutes" two minutes



      5     ago, so --



      6               MS. FAIELLA:  He is right here.



      7               MR. CSUKA:  Great.  So, that's Representative



      8     Santos?



      9               MR. HARDY:  Yes.



     10               MR. CSUKA:  Okay.  Representative Santos, are



     11     you available?  There you are.  Can you hear us?



     12               REPRESENTATIVE FARLEY SANTOS:  Hi.  Were you



     13     calling on me?



     14               MR. CSUKA:  Yes, I believe so, if you're



     15     Representative Santos.



     16               REPRESENTATIVE FARLEY SANTOS:  That's right.



     17     I am.  I'm sorry.  We're in the middle of session here,



     18     so we're trying to get to a nice, quiet spot to discuss



     19     this with you.



     20               I'll be very brief.  I think the delegation



     21     submitted a letter of support for this application.  I



     22     think this is something that Danbury for sure could



     23     benefit from, along with our residents, right.  And



     24     there are some stories that have come to us from folks



     25     who have had to have cancer treatments and have had to
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      1     go a further distance, right, to have those services



      2     that they required.



      3               This not only would be addressing some of



      4     those issues, it would be an economic development



      5     issue, as well, for Danbury.  And I think that it's



      6     progress that is needed in that corner of the state.



      7               I think it would serve a need for a broader



      8     base of the community.  And now that they've done a lot



      9     of work not just on the design of the facility but the



     10     kind of treatments that they're going to have, along



     11     with also acknowledging some of the concerns that were



     12     brought up in the past and addressing those as well.



     13               So, I have full faith in their operation of



     14     this facility, and I hope that all of you will



     15     understand the need for this within the Danbury



     16     community and would support their application.  Thank



     17     you.



     18               MR. CSUKA:  Thank you, Representative, and



     19     thanks for taking the time.  I know things are really



     20     hectic over there right now.



     21               So, I think now we can do some questions, and



     22     then -- as we wait for the last person to jump on at



     23     12:30.  So, I was going to continue with mine unless



     24     you had any additional questions.



     25               DR. GIFFORD:  I do, but please keep going.
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      1               MR. CSUKA:  So, I have some questions about



      2     the open-affiliation policy.  What -- so, the team that



      3     you have developed here, what is their experience with



      4     nonaffiliated facilities?



      5               MR. COURTNEY:  Les, you want to talk to this



      6     subject?



      7               DR. YONEMOTO:  Les Yonemoto with radiation



      8     oncology.



      9               In the medical world, we have restrictions on



     10     using facilities and nonrestrictions depending on



     11     hospitals and facilities, as you know.



     12               Our intent, our goal is to be an open model



     13     where any radiation oncologist that is certified can



     14     use the facility for any of their patients, similar to



     15     any other -- you know, not just for radiation but other



     16     centers are open centers too.  We don't want to close



     17     it to any physician or patients.  It's, I think, that



     18     simple.



     19               Obviously, they have to be certified



     20     radiation oncologists, and there will be another



     21     radiation oncologist such as myself, or doctor-trained,



     22     to help oversee the direction to make sure of quality.



     23     Most of the radiation oncologists coming out here are



     24     well trained with all the modalities, so --



     25               DR. CHANG:  I'm happy to share a little bit
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      1     about that as well.  Our center in San Diego is



      2     likewise an open model where physicians in the



      3     community are able to bring and treat their patients at



      4     the center.



      5               In reality, what we've seen -- in San Diego,



      6     there's three large healthcare systems, and really it's



      7     mostly -- it's a commitment from one institution would



      8     be the ones that primarily would bring those patients



      9     over.



     10               For instance, in our case, it's our partners



     11     at UC, San Diego, where they've dedicated physician



     12     time to be at the center, and so they have their



     13     doctors spending anywhere from one to three days at the



     14     proton center seeing the patients and treating the



     15     patients.



     16               As an open model, we also welcome the other



     17     healthcare systems to bring patients, like the Scripps



     18     physicians to come over.  And they did at first, and



     19     they did enough to get credentialed at the center, but



     20     it was really dabbling -- they would just spend maybe



     21     half a day every couple of weeks.  And after a short



     22     period of time, they just decided it would be easier



     23     for them to refer their patients to the center.



     24               And so, I think it really comes down to the



     25     intentions of the other systems, whether -- how much
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      1     they want to use the facilities.  And I think that's



      2     something I've seen similarly happen at other



      3     facilities that are open.  You'll have groups that are



      4     committed to using it and then will dedicate the time



      5     and resources and personnel to do so, and then you'll



      6     have those dabble as well and then just find it easier



      7     to refer.



      8               I think it's similar how a stand-alone



      9     surgical center might function.  They would open a



     10     facility, and then surgeons can come in and get



     11     credentialed and certified to operate in those



     12     facilities.  And it tends to find -- or play out that a



     13     few groups will utilize the centers more than other



     14     groups, but all are welcome.  And I see that model as



     15     how it really works once a proton center gets opened



     16     up.



     17               DR. GIFFORD:  A follow-up to that comment.



     18     So, in your application, you talk about actively



     19     recruiting physicians who would bring their patients to



     20     the facility and say that there are very few physicians



     21     that have high levels of experience with this type of



     22     treatment for reasons of, you know, it being a less



     23     widespread technology.



     24               So, can you just talk to us a little bit more



     25     along the lines of what Dr. Chang was saying about who
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      1     the clinicians would be?



      2               I don't know, Dr. Yonemoto, if you would be



      3     practicing at Danbury Proton or, if you know yet, to



      4     your earlier point, Steve, you know, about --



      5     chicken-and-egg kind of question.  But can you just



      6     tell us more about how you intend to assure that you



      7     have adequately trained clinicians at the facility?



      8               DR. YONEMOTO:  Oh, yes.  Les Yonemoto.



      9               Like most facilities, there's usually a



     10     medical director or someone in charge.  That's part of



     11     it.  And I hope to be that person.  My intent is to be



     12     that.  My intent is to practice there.



     13               But with over 50 -- 40, 50 proton centers,



     14     there's a wealth of people with experience with protons



     15     now that actively recruiting people with the experience



     16     is not a big problem I see.



     17               The other is, we're used to training folks.



     18     That's why I used to be a training residency director



     19     at the only proton center for many years.  So, that's



     20     not an issue.



     21               The planning of a radiation -- you know, our



     22     plan is sort of agnostic to what beam you use.  So, the



     23     beam -- as the plan looks better with protons, we're



     24     all trained on how to make the plans look better where



     25     you put more dose on the cancer and less on the normal

�



                                                                 360





      1     tissues.  And a lot of that's due to the planning.



      2               There's a dosimetrist that we have here that



      3     will have experience in using protons, and that's the



      4     key person that helped, you know, design the plan with



      5     the physicist and the physician but takes the lead on



      6     making the plan the best possible plan, whether it's



      7     protons or X-rays.



      8               So, that's -- that's -- there's plenty of



      9     supply like that.  We obviously want to recruit the



     10     best, and the credentialing is no different than



     11     credentialing at a hospital or anywhere else.  You



     12     know, they have to be licensed and board-certified and



     13     have references and such.  I don't see it's much of an



     14     issue.  You only need one or two physicians to keep the



     15     center going.



     16               DR. GIFFORD:  Okay.  I apologize if you



     17     stated it.  Are you actively practicing in Connecticut?



     18               DR. YONEMOTO:  No, I'm not.



     19               DR. GIFFORD:  So, you're not licensed yet in



     20     Connecticut?



     21               DR. YONEMOTO:  No.  I will be, hopefully



     22     soon.



     23               MR. CSUKA:  I think that's enough on the open



     24     affiliation.



     25               But a related question is, you said in your
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      1     response to the completeness letter that you intend to



      2     initiate discussions with existing proton centers in



      3     New York and Boston.  And you re- -- that word is not



      4     going to happen right now -- reiterated that earlier.



      5               You know, what are your feelings on



      6     potentially affiliating with CPTC, that's Connecticut



      7     Proton, in the event they were to approach you down the



      8     road?  Would you be open to that, or would you be



      9     limiting yourself to New York or Boston?



     10               DR. YONEMOTO:  Oh, we'd love it.  We'd love



     11     to work with them.  We would encourage it.  We'd push



     12     it.  We want to work with them.  I was in support of



     13     their facility at the, you know, last --



     14               MR. CSUKA:  Okay.



     15               MR. COURTNEY:  I might comment, too, just --



     16     just having -- Steve Courtney -- just having come from



     17     the National Proton Conference.  It's frankly a big



     18     club.  All the facilities are doing great work.



     19     They're doing clinical surveys -- I mean studies.



     20     They're working together.  Jacksonville now has two



     21     facilities already.  Mayo Clinic's building another



     22     facility there.  They're all going to be working



     23     together.



     24               We will definitely be communicating and



     25     working with the Wallingford facility as well as the
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      1     MGH's and New York, New York's and Massachusetts.  All



      2     of these are frankly going to get more facilities.



      3     There has to be more facilities.  We just can't treat



      4     everybody.



      5               So, there will be a lot of cooperation



      6     between all the groups.  A little bit of flourishing,



      7     you know, between Danbury and Wallingford will totally



      8     disappear.



      9               MR. CSUKA:  Attorney Hardy, has that other



     10     individual signed on yet?



     11               MR. HARDY:  I don't see him, no.



     12               MR. CSUKA:  Okay.  I think we're going to --



     13     I think we can probably be done within the next, like,



     14     half hour or so, so I think it makes sense for us to



     15     keep going rather than, you know, break for lunch for a



     16     long period of time and then come back for a short



     17     period of time.



     18               MR. HARDY:  Makes sense.



     19               MR. CSUKA:  So, Dr. Gifford, do you want to



     20     ask some questions?



     21               DR. GIFFORD:  Yes.  I wanted to ask about



     22     access in particular for individuals covered by



     23     Medicaid in Connecticut.  As you know, part of our



     24     statute requires us to consider that access in terms of



     25     need.
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      1               And your witness -- your public comment --



      2               MR. CSUKA:  I think --



      3               MR. COURTNEY:  Sounds like a politician



      4     logged on.



      5               DR. GIFFORD:  Okay.  I'll defer to the mayor.



      6     If you are not the mayor, could you mute yourself,



      7     please?



      8               MR. CSUKA:  Mayor, can you hear us?



      9               MAYOR STEVE COMA:  I can hear everybody okay.



     10     I've just been waiting.  I apologize.  I can mute



     11     myself until you're ready.



     12               MR. CSUKA:  No.  I think we're ready for you,



     13     so feel free to make whatever statement you would like.



     14               MAYOR STEVE COMA:  Well, thank you everybody,



     15     so much, for the opportunity for my testimony on this,



     16     and Executive Director Gifford.



     17               My name is Steve Coma, and I proudly serve as



     18     the Mayor of Danbury.  And for the last four years in



     19     my capacity as an elected official and resident of



     20     Danbury, I've had the opportunity to follow Danbury



     21     Proton Center's journey from the beginning, and I've



     22     been excited about the prospect of this project finally



     23     coming to fruition.



     24               This project is just about shovel ready and,



     25     if approved, it could break ground immediately, like
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      1     tomorrow, allowing us to experience new healthcare and



      2     revolutionize cancer treatment in Danbury and



      3     Connecticut.



      4               As the CEO of the greatest city in



      5     Connecticut, Danbury Proton Center would be an exciting



      6     transformational new addition to our community and our



      7     business community.  It would create 100 well-paid,



      8     high-skilled local construction jobs and over 30



      9     permanent medical administrative jobs.  We also expect



     10     opportunities for local vendors, which represent a very



     11     important portion of the Danbury property tax revenue.



     12               We're always on the lookout for opportunities



     13     that will benefit our local economy and our community,



     14     bringing new, good-paying jobs and bringing



     15     cutting-edge healthcare and technologies to our city.



     16               These initiatives are also personal for me.



     17     After receiving treatment for two years, last year my



     18     father passed away from pancreatic cancer at 63 years



     19     old.  Cancer affects everyone in some way, and our



     20     families, like mine, knowing that there's cutting-edge



     21     treatment options in our backyard, makes a big



     22     difference.



     23               Danbury Proton, the pioneer in the healthcare



     24     industry, their life-changing, lifesaving services will



     25     provide significant benefits to the residents of
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      1     Danbury and its surrounding communities, and patients



      2     throughout the northeast will soon have access to this



      3     revolutionary proton therapy.  It would be an honor if



      4     Danbury Proton called our city home, and I am committed



      5     to making that a reality.



      6               So, thank you all so much for your time.  I



      7     will stay here unless there's -- you need me not to.



      8     But Danbury Proton has our full support.



      9               MR. CSUKA:  Thank you, Mayor.  You don't need



     10     to stay on, but you're welcome to.



     11               And I believe that's it for public comment.



     12     Is that correct, Attorney Hardy?



     13               MR. HARDY:  That's correct.



     14               MR. CSUKA:  Okay.  So, anyone who didn't get



     15     an opportunity to speak today is free to submit written



     16     comment up to seven days after today.  The email



     17     address again is CONcomment@ct.gov.  And you can submit



     18     that directly to that email, and it will eventually get



     19     uploaded to the portal.



     20               I'm going to turn back to Dr. Gifford now,



     21     who's going to ask a few more questions.



     22               DR. GIFFORD:  Thank you, Mayor, for your



     23     testimony.



     24               So, getting back to Husky/Medicaid here in



     25     Connecticut.  So, we've heard about the challenges of
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      1     daily treatment, and we understand that that can be



      2     especially challenging for people with limited means,



      3     particularly those who lack -- who rely on public



      4     transportation or who lack family supports for things



      5     like child care, et cetera.  Not everyone has the -- of



      6     course the luxury to travel and to receive this



      7     treatment.



      8               So, can you just tell us a little bit more



      9     about experience with supporting individuals with



     10     Medicaid to receive this treatment?  How in particular



     11     do you see Danbury Proton providing support such that



     12     we have equal access to this treatment for people that



     13     are covered by Medicaid?



     14               And as part of that, if you want to talk



     15     about the coverage policy here for Husky here and how



     16     that relates to your response.



     17               MR. COURTNEY:  I think it might be good to



     18     start with Andrew Chang.  Andrew, you guys have a



     19     charity policy, obviously.  How's it working there in



     20     San Diego?



     21               DR. CHANG:  So, the majority of our patients



     22     who are on Medicaid are our pediatric population.  We



     23     have -- 19% of our patients we treat are pediatrics.



     24     And especially where we're located in Southern



     25     California, those family members also crossing over

�



                                                                 367





      1     from Mexico into our region are placed on emergency



      2     Medicaid.  In addition, we have patients that come from



      3     Nevada and New Mexico, so we have to work with



      4     out-of-state Medicaid as well.



      5               So, the support systems we have are, first we



      6     look with -- we're familiar with the local children's



      7     hospital that provides housing support with a lot of



      8     their own housing.  In addition, we have a variety of



      9     other support systems, such as relationships with



     10     American Cancer Society, that provides local housing or



     11     a stipend for local housing for adult patients with



     12     Medicaid who cannot afford the trip.



     13               We have also worked with various



     14     transportation groups in the area to provide transport



     15     to and from housing, so a few of the hotels near us



     16     will have shuttle services for the daily transport.  We



     17     have vouchers with Southwest Airlines to provide travel



     18     to and from their home as well as the -- it's called,



     19     like, Uber Health or something like that.  I can't



     20     remember exactly their name.  But they have a section



     21     where we are able to utilize their services to do



     22     patient transportation for, you know-- across nonacute



     23     assistance, so patients that just need to get to and



     24     from their hotel that we work with.



     25               Those have all been very helpful in providing

�



                                                                 368





      1     additional support for the patients who don't



      2     necessarily have the financial resources to be able to



      3     stay, especially like an expensive city like San Diego.



      4               There's also the charity program that you



      5     mentioned, Stephen, for patients who don't have any



      6     insurance at all to still -- if they need therapy --



      7     again, this primarily goes for patients that come from



      8     Mexico, Tijuana -- where they get surgery, and they'll



      9     come up for proton therapy.  And we have a review group



     10     that consists of the oncologists, the surgeons, and the



     11     radiation doctors that will triage those patients, as



     12     well, along with our standard triage process for



     13     patients.



     14               The -- I think the biggest difficulty has



     15     been working with Medicaid from out of state who have



     16     different rules on which patients they'll send and what



     17     support we can provide to those patients.



     18               I'm not familiar with the Connecticut area



     19     more to be able to speak much more on that, but that's



     20     how we do it in Southern California.  And I think that



     21     is growing as well.  We have partnerships helping



     22     Stanford, UCSF, build centers in Northern California.



     23     So it will be easier for those patients to get access,



     24     because currently there's no proton centers in Northern



     25     California, so they have to fly down south.  And
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      1     California, you know, we're a state of 40 million



      2     people, and we only have Loma Linda and us in San



      3     Diego, so we're happy to see more centers coming up to



      4     provide more access.



      5               DR. GIFFORD:  Thank you, Dr. Chang.  So, will



      6     there be -- I'm trying to understand the relationship



      7     of that response to Danbury Proton.



      8               So, there's not a formal relationship between



      9     Dr. Chang's center and Danbury Proton, or is there one



     10     that I've missed?



     11               MR. COURTNEY:  Not a formal one, no.



     12               DR. GIFFORD:  Okay.



     13               MR. COURTNEY:  We have gotten proposals from



     14     them to assist us in our operations.



     15               DR. GIFFORD:  Okay.  So, with respect



     16     specifically to the questions around access for Danbury



     17     Proton, do you have any analogous plans to those that



     18     Dr. Chang described?



     19               MR. COURTNEY:  That's certainly in the plan,



     20     certainly.  We certainly -- part of our mantra is, you



     21     know, to turn no patient away from a financial point of



     22     view, by any means.  So, no, it's a big part of what we



     23     hope to accomplish there.



     24               There is, you know, a population that is in



     25     that area that we hope to serve as well.  The
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      1     transportation side of it is important.  There are



      2     various transportation organizations -- or



      3     organizations in Connecticut that are very helpful in



      4     that regard.  You know, in the public health side of



      5     things, there are resources there in terms of



      6     transportation.



      7               One of the keys of running a smooth operation



      8     is getting patients there on time.  And so, to the



      9     extent that we spend money on that, that's also what we



     10     anticipate doing.  We have a written charity policy



     11     already developed.  I think that was submitted as part



     12     of the record?  So, that speaks to the charity side of



     13     things.



     14               DR. GIFFORD:  Okay, which is different from



     15     Husky.



     16               MR. COURTNEY:  Yes.



     17               DR. GIFFORD:  Okay.  And 5% of poverty level,



     18     that would be eligible for charity care?  Just remind



     19     me what's in the policy?  You can come back to that



     20     while you get your big notebook there.



     21               So, on a similar line, you, at our request,



     22     kind of quickly went past the WiTT test slide in your



     23     presentation.  Can you say a little bit more about what



     24     that is and why it's needed?



     25               MR. COURTNEY:  Sure.  I think it is something
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      1     that OHS would more broadly be interested in.  I



      2     frankly just discovered it at the National Proton



      3     Conference just a month and a half ago.  And Memorial



      4     Sloan Kettering was championing that particular



      5     platform.  The developer of that platform had some life



      6     situations in terms of battling cancer himself and



      7     wanted to find a way to more effectively impact the



      8     total patient.



      9               I mean, every facility has a patient liaison



     10     and that sort of thing, but this platform he was able



     11     to develop gives a patient a place to say what things



     12     would be nice for them, whether it would be walking the



     13     dog or giving them some transportation, coming over and



     14     cleaning the dishes, mowing the lawn.



     15               Yet most people really have a hard time



     16     asking people to do things, so this platform, you just



     17     list these various things that would be nice to have



     18     happen by somebody, and then on the other side of the



     19     coin is there are a lot of people that would love to



     20     help a person but have no idea how to do it.  And so,



     21     it facilitates the people that want to help.  They can



     22     go to the registry and say, Oh, Saturday, I can go and



     23     mow the lawn or whatever the request is.  So, it puts



     24     -- excuse me -- it puts the need out there more easily



     25     for the patient and puts the response out there more
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      1     easily for the would-be helper.



      2               DR. GIFFORD:  I see.



      3               MR. COURTNEY:  It can involve money as well.



      4     As a matter of fact, Memorial Sloan Kettering said



      5     essentially that 95% of the requests that were honored



      6     had some kind of monetary component, whether it was



      7     bringing over ice cream this afternoon or something.



      8               But -- so, it's little bit of a blend of a



      9     GoFundMe and a registry.  It's pretty exciting, really,



     10     because it addresses the whole patient, and not just



     11     the patient but the family needs, which, as you know,



     12     the patient doesn't have cancer, a family has cancer.



     13               DR. GIFFORD:  Okay.  Thank you.  And I



     14     just -- I want to go back because something Dr. Chang



     15     said struck me a little bit about the number of



     16     facilities in California.  There's Loma Linda, San



     17     Diego, none in Northern California.



     18               So, can you just explain again how that



     19     relates to your assertion that Danbury, Connecticut, is



     20     the place where one is most needed based on population,



     21     given that we have one in New York, one in Boston, and



     22     one to be built in Wallingford, and there's only two in



     23     the whole state of California?



     24               MR. COURTNEY:  The whole state of California



     25     is very big, so if you look at the -- you know, the
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      1     larger density, it's simply a matter of population



      2     density.



      3               DR. GIFFORD:  Right.  And proximity.



      4               MR. COURTNEY:  Lionel and Mevion is trying to



      5     correct that problem in Northern California right now.



      6     They are developing a center with Stanford.



      7               DR. GIFFORD:  Okay.



      8               MR. BOUCHET:  A lot of the limitation --



      9     Lionel Bouchet -- a lot of the limitations that we have



     10     seen at for proton centers is because the construction



     11     costs have been tremendous.



     12               So, we have a partnership with Stanford to



     13     bring proton therapy within Stanford Health.  That was



     14     a project started some 20 years ago.  UCSF the same



     15     way.  It's just the cost of this very large



     16     construction.  The partnership with Stanford has been



     17     very (indiscernible) because we are going to bring it



     18     directly on their campus, so that integration is



     19     important.  So, why no more -- more proton, it's here.



     20     Danbury is a much, much -- a lot of patients, a lot of



     21     population.



     22               DR. GIFFORD:  Understood.  Thank you.



     23               MR. HARDY:  I have located the charity care



     24     parameter if you'd like me to read that.



     25               DR. GIFFORD:  Yes.
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      1               MR. HARDY:  And so, this is Exhibit N, as in



      2     Nancy, to our original application.  So, it provides,



      3     where income is 200% of the federal poverty limit or



      4     less, that qualifies for free care; then at less than



      5     225%, a 60% discount; less than 275%, a 40% discount;



      6     less than 300%, a 20% discount; less than 400%, a 10%



      7     discount.



      8               DR. GIFFORD:  Thank you very much.



      9               MR. CSUKA:  In some of the materials that you



     10     sent over yesterday, you made reference to the Mevion



     11     S-255th and how it's likely to receive FDA clearance in



     12     2024.



     13               Is there any chance that Danbury Proton



     14     would, in a sense, move to instead install one of those



     15     instead of the planned --



     16               MR. COURTNEY:  Yes and no.  We've designed



     17     the facility so we can easily add a second treatment



     18     facility.  That's all been approved by the city and the



     19     planning process.



     20               And so if, in fact, what happens that we



     21     expect, that we'll be quickly running out of patient



     22     slots, we will probably add a fifth to that as our



     23     second machine.



     24               It does have to get FDA approved.  It is



     25     unique in that the patient positioning is not laying
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      1     down and the seated position is going to be



      2     challenging.  So, it may not make FDA approval or be



      3     ready for treatment very quickly, and we didn't want to



      4     frankly wait around for that for our current



      5     installation.  And, frankly, having both systems might



      6     offer some advantages in the future.



      7               MR. CSUKA:  Thank you.  And I think this



      8     probably goes without saying, but I didn't see it



      9     anywhere in the record, so I'm going to ask it anyway.



     10               Does Danbury Proton plan to seek either ACR



     11     or ASTRO accreditation?



     12               DR. YONEMOTO:  Yes, we would like to.  In



     13     order to do that, we'd have to have some established



     14     time frame of operations, and then what they do is they



     15     retrospectively look at our records and see if it meets



     16     the national standards.  But the short answer is yes.



     17               MR. CSUKA:  Okay.  Thank you.  I think that's



     18     the main substantive questions.  There were some other



     19     sort of late-file sorts of things that I wanted to go



     20     through.



     21               Actually, let me first ask, Annaliese,



     22     Yadira, do you have any questions you wanted to ask?



     23               MS. FAIELLA:  All set.



     24               MR. CSUKA:  Do you?  All set?



     25               So, as we were going through all the
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      1     materials that were submitted, there were just some



      2     sort of deficiencies that I noticed as I was going



      3     through.



      4               So, for instance, on page 28 of the



      5     application, there was one paragraph there that had



      6     some figures and percentages, but there was no source



      7     provided.  So, I would like to ask for that source to



      8     be provided.



      9               The same sort of thing for page 29, the first



     10     two full paragraphs.  No source was provided for the



     11     facts and figures put there.



     12               And let's just start with page 28 first.



     13     Again, that's Bates page 28.  And you might -- you



     14     know, somebody here might be able to say what these



     15     figures are based on.  If not, you can go and do some



     16     digging and then get back to us.



     17               MR. HARDY:  Yes.  Certainly.  We can provide



     18     that.



     19               MR. CSUKA:  For page 28, it's the first full



     20     paragraph, need and demand within the service area.



     21     And I think actually we touched on it earlier.



     22     Dr. Gifford may have asked some questions about that.



     23               So, I'll include that as part of the late



     24     file order, that application page 29.  Again, it's the



     25     first two full paragraphs starting with "an estimated
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      1     1,317,745."



      2               So, page -- actually, page 36 we addressed.



      3               MR. HARDY:  I do know the 1,317,745



      4     Connecticut residents is in the GlobalData report.



      5               MR. CSUKA:  Okay.  So, this may all be based



      6     on the GlobalData report?  Because up above you



      7     referred to the Connecticut Cancer Plan.  So, it sort



      8     of blends a little bit?  So, if you can just --



      9               MR. HARDY:  Yeah.  We'll confirm that either



     10     way.



     11               MR. CSUKA:  On page 41, you made reference to



     12     a second primary service area in New York, and then you



     13     said -- I think it wasn't your intent to list the towns



     14     and cities that make up that New York PSA, but only a



     15     map, which was sort of grainy, was provided.  So, if we



     16     could receive the towns and cities, just a list of them



     17     as you did for Connecticut, that would be helpful.



     18               And lastly, page 57, Bates 57, there was a



     19     chart that was provided, and as the source it says



     20     "compiled sources."  I wasn't sure what that referred



     21     to.  So if you can confirm that, that would be helpful



     22     as well.  Oh, actually, I just -- I apologize.  I just



     23     found that you -- "compiled sources" is a defined term



     24     on page 50, so we'll ignore that one.



     25               So I think -- so, we'll send those out just
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      1     so that you have them and they're easier to respond to.



      2               There were also some other late files that



      3     were discussed in the course of today's hearing.  I



      4     don't recall who said they would provide the -- I think



      5     it was Dr. Chang who said he would provide the



      6     publications for slides 82 through 84, as well as the



      7     NCCN policy, and I believe there was another policy as



      8     well.  I didn't catch what the acronym for that was.



      9               MR. BOUCHET:  NAPT.



     10               MR. CSUKA:  NAPT.



     11               DR. GIFFORD:  Not the 400-page one.



     12               MR. BOUCHET:  Right.  The NAPT does a very



     13     good job at summarizing the NCCN, and I would recommend



     14     using those.



     15               DR. GIFFORD:  As long as it cites their



     16     original --



     17               MR. BOUCHET:  It does cite.  It's a fantastic



     18     site.  That's cited and updated regularly.  They



     19     just -- wherever a proton is mentioned, it's provided



     20     information.



     21               MR. CSUKA:  Attorney Hardy, do you want to



     22     take a minute off the record to discuss how long you



     23     might need to get those late files to us?



     24               MR. HARDY:  Sure.



     25               MR. CSUKA:  Or if you have something in mind.
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      1               MR. COURTNEY:  Seven days will be fine.  We



      2     don't need it, right?



      3               MR. CSUKA:  We'll put that in the order



      4     that's issued tomorrow as seven days.  If you need more



      5     time for any reason, that's fine.  And that will line



      6     up nicely with the public comment period, which also



      7     ends in seven days.



      8               Attorney Hardy, I know you said in the



      9     interest of time you're willing to forgo providing a



     10     closing statement.  We are ending earlier than I



     11     think -- certainly I anticipated, so if you do want to



     12     make a closing statement, feel free.



     13               MR. HARDY:  Yeah.  I would just, again, thank



     14     staff for your assistance in this process and for a



     15     good hearing today.



     16               You know, my takeaways from the presentation



     17     and the experts that you've heard from today is that



     18     this project meets the core objectives of the CON



     19     review program in that it will help reduce an unmet



     20     need and will increase access to this leading



     21     technology and reduce overall cost.



     22               So, of course we're asking that the agency



     23     approve this very important project.  Certainly, as



     24     you're considering your decision, we would be happy to



     25     address any specific issues or concerns you may have
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      1     after today's hearing.



      2               We want to reiterate that Danbury Proton is



      3     willing to accept, as conditions of approval, any of



      4     the conditions that have been incorporated into the



      5     approval of the CPTC Center and of course would welcome



      6     any discussions needed to facilitate that approval for



      7     the project.



      8               MR. CSUKA:  Thank you.  So, thank you to



      9     everybody who attended remotely and in person.  We



     10     really appreciated having you all here.



     11               And, again, as I mentioned earlier, written



     12     public comment can be submitted up to seven calendar



     13     days after today.  And for now, the hearing is



     14     adjourned, and we will close the record at some point



     15     in the future.  Thank you very much.



     16               DR. GIFFORD:  Thank you very much to all of



     17     you.



     18               THE COURT REPORTER:  Mr. Hardy, did you need



     19     a copy of the transcript?



     20               MR. HARDY:  That would be great.  Thank you.



     21               (The hearing was adjourned at 12:59 p.m.)
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