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UNI TED STATES DEPARTMENT OF JUSTI CE
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Arlington, Virginia 22202
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P-ROGCGEEDI-NGS
(9:00 a.m)

JUDGE JULIUS: We'll just start this
norning with a few housekeeping matters, and
then we'll resune with the cross-exam nati on.

As | indicated yesterday, |I'll take --
not attendance, but just nmake sure we have a
clear record of who is in the courtroomand is
not with regards to the interested parties and
desi gnated parties.

M. Schwartz, could you state who is
present for the Governnent today?

MR. SCHWARTZ: Yes, Your Honor. Thi s
norni ng, nyself, A-J—James J. Schwartz; Stacy Race:,
and Lisa Man.

JUDCGE JULIUS: Good norning, Governnent
counsel .

Sir, if you could identify yourself and
what parties you're here on behalf of and who
all is with you.

MR. McNICHOLS: Certainly, Your Honor.
John McN chols from Torridon Law on behal f of
Smart Approaches to Marijuana, acconpani ed by
Chase Harrington, Zach Horton, and Luke
Ni foratos. And three of us -- nyself, M.

Neal R. Gross and Co., Inc.
(202) 234-4433 Washington DC www.nealrgross.com
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Harrington, and M. Horton -- are also here on
behal f of the opposed states of Nebraska,
| ndi ana, and | daho.

JUDCGE JULI US: Ckay. Any ot her
representation from opposed states, or is that
ever ybody?

MR. McNICHOLS: That's everybody.

JUDCGE JULIUS: Okay. Thank you. It's
a lot to keep track of in this case.

DUl D Voi ces counsel ?

MR, KENNEALLY: Good norning, Your
Honor. Patrick Kenneally, for the record, KE N
NEALLY, fromBurke Law G oup. |'mhere on
behalf of Dr. Ken Finn this norning, as well as
on behal f of DU D Voi ces.

JUDCGE JULIUS: Thank you very nuch,

| noted yesterday that Pharmaci st Drum
the pro se interested party, had indicated he
woul d not be attending, | think, other than the
day he's presenting his case in chief, which,
again, is consistent wwth the prelimnary order.

| also don't see M. Evans here present
today on behalf of his organization. W'IIl see

i f he shows up today.

Neal R. Gross and Co., Inc.
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But that is everyone | see in the
gallery -- strike that -- in the well, for who's
here on behalf of the participating and
desi gnated parties.

| remenber yesterday we di scussed the
possibility of maybe shuffling order of cross
exam nation. Counsel, do you have a response on
whet her you're going to maintain the order in
the prelimnary order or if you're going to
switch?

MR. McNICHOLS: W thought it nade the
nost sense, Your Honor, to have M. Kenneally
finish his exam nation on behalf of his other
client, at which point I wll then exam ne on
behal f of ny clients.

JUDGE JULIUS: Sounds good. Thank you,

Counsel .

Any other prelimnary matters before we

resume cross exam nation?
MR, SCHWARTZ: Nothing fromthe

Gover nnent, Your Honor.
MR. McNICHOLS: Not for us, Your Honor.
MR. KENNEALLY: Thank you, Your Honor.

JUDGE JULIUS: Thank you all.

Neal R. Gross and Co., Inc.
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appreciate the efficiency with the procedural
matters.

Sir, if you would pl ease retake the
W tness stand. Pl ease be rem nded that you
remai n under oath and are obligated to tell the

truth, the whole truth, and nothing but the
t ruth.
VWHEREUPON,

DR. DOM NI C CHI APPERI NO
was recalled as a witness by Counsel for the
Gover nnent, and havi ng been previously duly
sworn, resuned the witness stand, was further
exam ned and testified as foll ows:

JUDGE JULIUS: And, Counsel, if

you' d like to take the podium and do your cross

exam nation on behalf of Dr. Finn, just begin
whenever you're ready, sir.
MR. KENNEALLY: Thank you.
CRCSS EXAM NATI ON
BY MR KENNEALLY:
Q Good norning, Doctor.
A  Good norni ng.
Q Al right. This norning, let ne just

352

pul | back generally.

a nunber of stats as well

And you and |

t al ked about

as dat abases yesterday
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Wi th respect to factors 4, 5, and 6 of your
ei ght-factor analysis. |Is that correct?

A  Sone, yes.

Q Gkay. And when you're going through
that, just generally speaking --

A NMn hmm

Q ~--is it fair to say that what we're
trying to do by I ooking at all these databases
and these stats is we're trying to get a sense
of what -- the public health inpact marijuana
has on United States citizens? |s that --

A Yes. Relative to other controlled
subst ances, yes.

Q Ckay. And we basically want to know,
conparatively, as you said --

A NMm hmm

Q -- how many people are being kill ed,
injured, or otherw se affected by marijuana in
the United States. Is that fair to say?

A  Yes.

Q Gkay. And for sonme part of your
anal ysis, you consi dered snoking cigarettes and
conpared nicotine to marijuana for addictive
purposes. |Is that correct?

A Yes.

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN PP

N DN N NN DD P P P PP PP kP PP PP
o A W N P O © 0 N O O b W N B+, O

Q Ckay. And you would agree with ne that
snoking is a public health risk?

A Yes.

Q |It's about as bad as it gets.

A Sure. Yes.

Q Gkay. And though it doesn't
i mredi ately kill you, such as an overdose, and
though it may not cause you to call Poison
Control, it causes disease, correct?

A Yes, it does.

Q Gay. And it's ultimately the disease
that kills you.

A  Yes.

Q GCkay. And it's ultinmately the disease
that harns you and injures you.

A Yes.

Q OCkay. And alot of tinmes it causes
chronic diseases. Right?

A Yes, it does.

Q Al right. And, like, in ternms of the
I npact on the health system chronic diseases is
one of the -- is one of the biggest inpacts.
Wul d you agree wth that?

A Yes.

Q So would you agree with ne that the

Neal R. Gross and Co., Inc.
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rate at which schedul ed substances cause or are
associated with chronic di seases i s sonething
t hat bears upon public health?

M5. MAN:. (Objection. This is outside
t he bounds of Dr. Chiapperino's Touhy about the
I npact of schedul ed substances on public health.

He can ask about marijuana and the conparators,
but this is outside the bounds of his eight-
factor analysis he perfornmed on nmarijuana
specifically.

JUDCGE JULIUS: Do you have a response
to the objection?

MR, KENNEALLY: | literally asked what
the effect schedul ed substances has upon public
health. It's directly inline with his
testinmony, Your Honor.

JUDGE JULIUS: |'ll overrule the
objection within the scope of the Touhy,
under st andi ng that was the scope of your
guesti on.

MR. KENNEALLY: Thank you.

JUDGE JULIUS: Proceed, sir. [If you
need it repeated, just let nme know.

BY MR KENNEALLY:

Q Do you need ne to repeat the question?

Neal R. Gross and Co., Inc.
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A Sure. Please.

Q GCkay. Wuld you agree with nme that the
rate at which schedul ed substances cause or are
associated wth chronic diseases, that -- that
that's sonething that bears upon public health?

A Yes. It bears upon public health.

Q ay. In fact, you would agree with ne
that that's a very inportant consideration.

A Are you speaking specifically about

drug scheduling --

Q No. I'mjust talking about --
A -- evaluations?
Q ~-- therate -- I"'msorry to cut you

off. Go ahead. Finish your thought.

A Thank you. Are you speaki ng about drug
schedul i ng conparative anal yses?

Q Yeah. And |I'm speaking about the rate
at which schedul ed drugs cause disease. That's
sonet hi ng that bears upon public health --

A  Sure.

Q ~-- and that's an inportant
consi derati on.

A | think it is an inportant
consideration. | think we do tend to focus nore

on acute toxicities and acute harns because the

Neal R. Gross and Co., Inc.
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range of substances, for many reasons, that
devel op that cause long termharnms -- we could
tal k about a lot of things, both controlled
substances and ot her substances that over tine
m ght |lead to disease conditions. |It's hard to
wei gh those data when we don't have good data
for many of the conparators in terns of |ong
term outcones, so we do focus nore on acute
toxicities.

Q Dd you |look at the data of the
associ ation between marijuana and its
associ ation with psychosis and schi zophreni a?

A W did, yes.

Q Ckay. And where in your eight part
analysis is that?

A It is not docunented in the eight
factor analysis, | agree. There are sone
adverse events reported that are related to
psychi atric events, which would capture
psychosis. W had the evaluation fromthe
O fice of Surveillance and Epi dem ol ogy that did
| ook at that. There were --

Q That did | ook at what?

A  Psychosis and causality, whether it was

denonstr at ed.

Neal R. Gross and Co., Inc.
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Q And is that in the eight --

A  No, it is not in the evaluation,

Q Ckay. So it's -- soit's not in the
ei ght part anal ysi s.

A It is not witten about in the eight
part anal ysi s.

Q Ckay. So there were things that you

consi dered --

A Mn hmm

Q ~-- as part of your rescheduling
deci sion --

A Mmn hmm

Q ~-- that you did not include in the
anal ysi s.

A  Yes.

Q |Is that --

A  Yes.

Q Ckay.

A  Yes.

Q And how -- and did you disclose the

ot her things that you considered as part of your
reschedul ing decision to Dr. Ken Finn prior to
t he hearing today?

A I|I'msorry. To whon?

Q Dr. Ken Finn. Prior to the hearing

Neal R. Gross and Co., Inc.
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t oday.

A No.

Q GCkay. D d you disclose the other
things that you considered that were not part of
the HHS analysis to any of the other parties to
this hearing prior to this hearing today?

A No, we did not.

Q Gkay. In your eight part analysis,
what you w ote about --

A Mmn hmm

Q -- and what you advi sed us about that
you consi dered, did you ever consider or wite
about how nmarijuana is associated with
depr essi on?

A  Yes. It is captured, I think, in sone
of the adverse event tallies and reported
adverse events anong users in surveys.

Q Ckay. So what is the -- so what is the
associ ation? How nuch does narijuana increase

the risk of depression, chronic use?

A | cannot give you that nunber off the
top of ny head. |If you'd like nme to focus on
one of the anal yses, |I'm happy to.

Q Sure. Were in the HHS anal yses do you

tal k about the rate at which marijuana causes

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN PP

N DN N N DD P P P PP PP PP PP PP
o A W N P O © 00 N O O b W N B+, O

360

depression --
A | don't think we --
Q -- froman epideniological --
A -- maght have broken it out --
Q Can | finish ny question?
A Oh, yes. M apol ogi es.
Q From an epidem ol ogi cal standpoint,

where in the HHS anal ysis do you tal k about

A W don't.

Q Ckay.

A Not as a rate.
Q Al right.

A O that specific outcone.

Q Wuld you agree with ne that the rate
at which a Schedule | substance and Schedul e |
subst ance use causes adverse cardi ac events,
woul d you agree with ne that that's sonething
that's inportant to public health?

A  Yes.

Q GCkay. And you would agree with nme that
nowhere in your eight part analysis do you
specifically focus on or do you consider the
associ ati on between chronic nmarijuana use and

adverse cardi ac events?

Neal R. Gross and Co., Inc.
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A Honestly, it's such a dense docunent of
data that | amnot sure what tables are included
init at this point.

Q Ckay. But as you sit here today,
you're not aware of whether or not HHS --

A | cannot be sure whether we have
di scussed those specific statistics.

Q Wuld you agree with ne that if a
Schedule | drug, after chronic -- after chronic
use, reduced brain activity, |owered
intelligence, reduced donains of nenory and
| earning, and significantly | owered baseline
noti vation, would you agree with ne that if a
Schedul e | substance was associated with those
things, that that would be inportant to public
heal t h?

M5. MAN: (Objection as to conpound

guesti on.
MR, KENNEALLY: 1'l1l rephrase.
JUDGE JULI US: Thank you.
MR. KENNEALLY: Yeah. | appreciate
t hat .

BY MR KENNEALLY:
Q Wuld you agree with ne that if a

Schedul e | substance was associ ated with reduced

Neal R. Gross and Co., Inc.
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brain activity --
A Mn hmm
Q ~--in users --
A  Yeah.
Q -- would you agree with ne that that
woul d be an inportant public health
consi derati on?

A Yes. | think it would be.

Q GCkay. Wuld you agree with ne that if
a Schedule | drug, after chronic use, |owered
the intelligence of the people using the drug,
woul d you agree with ne that that would be an
I nportant public health consideration?

A  Yes.

Q Ckay. Wuld you agree with ne that if
a Schedule | drug, after chronic use, reduced
domai ns of nenory, the ability to renenber, as
well as the ability to learn, would you agree
with me that that would be an inportant public
heal t h consi deration?

A  Yes.

Q Ckay. Nowhere did you wite about, in
your eight part analysis, the association
bet ween chroni c cannabi s use and reduced brain

activity, correct?

Neal R. Gross and Co., Inc.
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A | think it is captured in terns of
adverse event outcones. | don't think we have
par agr aphs devoted to that individual topic.

Q Ckay. Nowhere in your eight part
anal ysis did you consider the association
bet ween chroni c cannabi s use and | owered
intelligence, correct?

A Correct.

Q Ckay. Nowhere in your eight part
anal ysis did you consider the association
bet ween chroni c cannabi s use and reduced donai ns
of menory and | earning, correct?

A Correct.

Q Ckay. Do you have Exhibit 1, ALJ
Exhi bit 1, Doctor?

MR. KENNEALLY: And could we provide
himw th that, please?

JUDGE JULIUS: Just for the record, the
|l aw clerk is handing himALJ Exhibit 1.

MR, KENNEALLY: Thank you, Judge.

JUDGE JULIUS: And while we're paused,
"Il also just note for the record that M.
Evans is now present with us. Wl cone, M.
Evans.

MR. EVANS: Thank you for acknow edgi ng

Neal R. Gross and Co., Inc.
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ny presence, Your Honor.
JUDGE JULIUS: Absolutely.
MR EVANS: It's always nice when
soneone acknow edges your presence.
JUDGE JULIUS: O course.
BY MR KENNEALLY:
Q Doctor, could you turn with nme to page
50 of the August letter, please.
A | amthere.
Q GCkay. And mddle of the page, do you
see the subheading Ri sk of Driving Under the
| nfl uence of Al cohol ?
A Yes, | do.
Q Excuse ne. Do you see the Ri sk of

Driving Under the Influence of Drugs?

A  Yes.

Q | m sspoke.
A Sorry.

Q Ckay

A Me, too

Q Gay. And this tal ks about NSDUH dat a
from 2021.

A Yes.

Q And we tal ked about yesterday how you

were not aware that -- how you were aware that

Neal R. Gross and Co., Inc.
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there was NSDUH data from 2024 --

A Yes.

Q -- that was not consi dered.

A W have not reevaluated marijuana since
2023.

Q Gkay. So these are surveys that are
bei ng conducted, the NSDUH survey as well as the
YRBSS survey, right?

A R ght.

Q So people are calling people on the
phone. |s that essentially what happens?

A For the YRBSS, yes.

Q Ckay. And what about the NSDUH? How
are these surveys conduct ed?

A You know, | don't recall. | think this
is an online or -- |'mnot sure.

Q Gkay. And essentially the survey is
asking the question: How often have you driven
under the influence of either a drug or al cohol,
correct?

A Yes. Yes.

Q Gkay. And the accuracy of this survey
depends on the people essentially admtting to
t he surveyor that they've driven under the

I nfl uence of a drug or substance. Is that

Neal R. Gross and Co., Inc.
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correct?

A  Sure.

Q Ckay. For purposes of public health,
what woul d you say is nore inportant, the rate
at which people are driving under the influence
of, let's say, marijuana, or how many people are
being injured or killed by people driving under
the influence of marijuana?

M5. MAN. Objection. Calls for
specul ati on.

JUDCGE JULIUS: Counsel, response?

MR, KENNEALLY: It's not. [It's which -
- what's nore inportant to a public health
consideration. That's exactly what he's here to
testify to.

JUDGE JULIUS: 1"l overrule the
objection to the extent he can answer it.

MR, KENNEALLY: | can rephrase.

JUDGE JULIUS: ay. Thank you,
Counsel .

BY MR KENNEALLY:

Q |Is the rate at which people are being
killed or injured by people driving under the
I nfluence of marijuana, is that an inportant

consideration in terns of public health?
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A The rate, yes.

Q Gkay. How many people in 2023 were
killed by sonebody driving under the influence
of cannabi s?

A 2023 was not a conplete year of
evaluation. Do you want to focus on a different
year ?

Q Gkay. How many people in 20227

A | think it would depend on whet her
we' re tal ki ng about people that were testing
positive for Delta 9 THC or whether there is an
assessnent of actual inpairnent.

Q How many people in 2022 were killed as
a result of sonebody el se driving under the
I nfl uence of cannabi s?

A | don't have the exact nunber, because
what you're suggesting is that we know which
fatalities were caused by inpairnment with
mari j uana as opposed to testing positive. The
data that | have seen woul d place that nunber
somewhere, | think, between 2,000 and 5, 000
I ndi vi dual s.

Q Gkay. And between 2022 and 2015 -- no,
bet ween 2022 and 2012, would you agree that the

nunber of people who have been killed in a

Neal R. Gross and Co., Inc.
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acci dent invol ving sonebody testing positive for
cannabi s i ncreased?

A | think there are increases in those
nunbers.

MR. EVANS: Your Honor, if | may, could
| give ny co counsel a note?

JUDGE JULIUS: Yes. Just nake sure to
speak into the m crophone, but --

MR. EVANS: Ch. Your Honor, if | may,
| would |ike permssion to give ny co counsel a
not e.

JUDCGE JULIUS: That's fine. Thank you.

BY MR KENNEALLY:

Q \VWhat's your definition of "nedicine"?

M5. MAN:  (Objection. Dr. Chiapperino
Is not a nedical doctor.

JUDGE JULIUS: Response to the
obj ecti on?

MR, KENNEALLY: Well, he's here to talk
about the fact that marijuana has a CAMJ, which
has a nedical application. | just want to know
what he thinks "nedicine" is.

M5. MAN. (Objection as to the question
bei ng i nperm ssibly broad and vague.

MR, KENNEALLY: | don't know how it --

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN PP

N DN N NN DD P P P PP PP kP PP PP
o A W N P O © 00 N O O b W N B+, O

"1l allow Your Honor to rule.

JUDGE JULIUS: [I'Il overrule the
objection. |If he needs further paraneters, he
can ask you to contextualize, if he needs, but
go ahead and ask the questi on.

MR. KENNEALLY: Thank you, Judge.

BY MR KENNEALLY:

Q Doctor, what's your definition of
"medi ci ne"?

A | wuld refer to the Food, Drug, and
Cosnetic Act definition of a drug to treat,
di agnose -- |I'mnot sure of the exact | anguage
off the top of ny head, but I think it is to
treat, diagnose -- | should know this, and |
apol ogi ze.

Q It's okay.

A But - -

Q Can | try to help you out a little bit?

A Sure. Thank you.

Q Ckay. Wuld you agree that it's
sonet hing that stops or prevents a nedical
condition or a disorder?

A Prevents or heals, yes.

Q Ckay.

A  Yes.
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Q And it can also --
A Treats a condition.
Q It can also be sonmething that relieves

the synptons --

A Yes.

Q -- of a nedical condition or a
di sorder?

A  Yes.

Q GCkay. Wuld you agree that painis a
medi cal condition?

A Yes.

Q Al right. And would you agree that at
sone point in everybody's life they suffer from
pai n?

A  Specul ative. There m ght be sone | ucky
peopl e, but, yes, | do believe nost people would
experi ence pain.

Q Ckay. And your nental health and your
outl ook can affect how peopl e experience pain.
|s that correct?

M5. MAN. (Objection. CQutside the
bounds of his Touhy letter to specul ate about
mental health and its effects.

JUDGE JULIUS: Counsel ?

MR, KENNEALLY: He explicitly spoke
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about pain, as well as the literature that
supports marijuana having an application with
respect to pain. |'d like to explore that. |[|'d
ask for alittle bit of rope, Your Honor.

JUDCGE JULIUS: 1"l overrule the
obj ection. Thank you, Counsel.

THE WTNESS: Can you repeat the
guestion?

BY MR KENNEALLY:

Q Wuld you agree that your nental health
or your outl ook can affect how peopl e experience
pai n?

A  How peopl e experience pain based on
their nental health, | can't give you an answer
on that. | think it's possible, yes.

Q WII you turn with nme to page 24 of the
HHS docunent, please?

A Yes, |'mthere.

Q Al right. And this is where you talk
about the CAMU test, part 1 and 2, correct?

A  Yes.

Q Al right. And I"'mgoing to -- |I'mon
24 in the mddle.

A Mn hmm

Q And I'mtal king about part -- so part
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2, right in the mddle of the second paragraph
under the subheading Currently Accepted Medi cal
Use of Marij uana.

A  Yes.

Q Al right. Do you see the sentence
that starts with "Part 2 of the CAMJ test
eval uated where -- whether there exists credible
scientific support for at |east one of the
nmedi cal conditions for which part 1 test is
satisfied."

A Yes.

Q Do you see that sentence?

A  Yes.

Q Ckay. So that's -- that's part 2 of
the CAMJ test.

A Correct.

Q Al right. And you're trying to figure
out whether or not there's credi bl e nedical
evi dence to support that.

A Credible scientific support, yes.

Q Al right. And now would you turn with
me to page 257

A |I'mthere.

Q Al right. Now, there's a way to

eval uate whether or not the nedical support is
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credible. There's factors that you're supposed
to consider, correct?

A Correct.

Q Gay. And I'min the second full
paragraph. It states, "In eval uating whet her
there exists sonme credible scientific support
under part 2 of the CAMJ test for a particular
use, factors considered in favor of a positive
finding included: nunber 1, favorable clinical
studi es of the nedical use of marijuana,
al t hough not necessarily adequate and wel |
controlled clinical studies, that woul d support
approval of an NDA, have been published in peer

reviewed journals," correct?

A  Yes.

Q Ckay. So in order to qualify under
that first factor as credible scientific

support, it has to be favorable, and favorable

in that it has sone sort of nedical application.

It either prevents the disorder, stops the

di sorder, alleviates the synptons. Is that
correct?

A  Yes.

Q Ckay. And it says -- it says
“"favorable clinical studies.” Can one study do
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it or do you need two studies?

A That's a | oaded question right now
because FDA has recently di scussed gui dance of
noving froma two-pivotal-trial standard to a
one pivotal trial. | would say that you need --
| think it is always better to have replicated
results of a clinical trial.

Q But in order to satisfy this test, do
you need one clinical trial or do you need two?

A You don't need two because the standard
for the test is not a finding of safety and
efficacy. |It's credible scientific support.

Q Ckay. So one study would do it.

A  Yes.

Q Ckay. So it has to be favorable. It
has to be clinical. And what does "clinical”
mean?

A A study in humans.

Q Ckay. So just studying humans, not I|ike
an in vitro study, not a study of rats, right?

A Correct.

Q GCay. And it needs to be published in
a scientific journal, correct?

A Yes.

Q GCay. So it doesn't have to be
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adequat e under this test.

A W focused on random zed cli nical
trials, which neans there is a control group.
"Adequate" gets nore at the size of the study
and ot her design features. It did not have to
be a large trial.

Q Gkay. The language here says it
doesn't have to be adequate. |Is that correct?

A Correct.

Q GCkay. And the |anguage here says it

doesn't have to be well controlled. |Is that
correct?

A You -- | think I would read the full
sentence there. "Although not necessarily

adequate and well controlled clinical studies

t hat woul d support approval of an NDA." | think
the phrase is intended to use the entire phrase
used to describe a clinical study that would
support an NDA

Q So it doesn't have to --

A | wuldn't separate that out as it
doesn't have to be adequate and it doesn't have
to be controlled. W did focus on controlled
trials, regardless of how you're interpreting

t hat sent ence.
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Q GCkay. But I -- I"mjust tal king about
this sentence. Gkay? And under this sentence
It says, "It does not necessarily have to be
adequate and well controlled clinical studies.”

Am | reading that correct?

A Gammatically, you are reading it
correct.

Q Gkay. Thank you. It doesn't have to

be repeatable, correct?

A Correct.

Q Ckay.

A There mght only be a couple of
studies. If one was positive and one was not,
we would still consider the results in the first
st udy.

Q Can we -- so -- and when -- and when
we' re tal king about well controlled, we're
tal king about it has a placebo. |Is that -- is
that one of the ways that you control --

A |t has a conparator group. It could be
an active conparator or a placebo. Mst of them
were placebo studies --

Q Ckay.

A -- for control.

Q Al right. Now, when you have a
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pl acebo study and you're dealing with Delta 9
THC, right, generally what happens is you're
conparing -- you give sonebody Delta 9 THC,
correct?

A Mn hmm

Q And then you conpare it to not giving
sonebody Delta 9 THC.

A Correct.

Q GCkay. Do you see -- well, let nme ask
this question. Wen you' re given Delta 9 THC,
you know you're given Delta 9 THC because it has
an effect on your cognition, right?

A Depending on the dose, yes.

Q Ckay.

A It could.

Q Wwll, what --

A Alot of therapeutic doses are
subt herapeutic for -- for inducing euphoria and
ot her effects associated with marijuana.

Q Ckay. But one of the effects of Delta
9 THC is that it has an effect on your
cognition, correct?

A  Yes.

Q And one of the effects of Delta 9 THC

Is that it creates euphoria, correct?
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A  Yes.

Q And that's sonething that you can feel,
correct?

A At a -- at a certain dose, yes.

Q OCkay. Now, did every study that you
consi dered as part of your CAMJ, was it a
subt her apeuti ¢ dose such that you could not feel
the euphoric effects? |Is that what you're
sayi ng?

A No. The doses in these studies were
wi de ranging, as lowas 2 mlligranms, and I
think up as high as 80 mlligrans, which should
certainly be a CNS intoxicating dose.

Q In fact, about 5 mlligrans is
generally what could get you high.

A | would consider that a | ow dose as to
what coul d get you high. But, yes, sone people
m ght feel effects at 5 mlligrans.

Q And sone people mght feel effects at 2
mlligramns.

A Rarely.

Q Ckay. And you would agree with ne that
there's sonmething called the "placebo effect"?

A  Yes.

Q So if you know you're getting a
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medi cation, there's an expectation that you're
going to feel better, and a |lot of tines you
feel better even though there's no actual effect
that the drug is having, correct?

A Yes.

Q Now, grammatically, under this test,
the study, the clinical study, doesn't have to
be wel | designed, correct?

A Wll, that would certainly count
against it when we consider quality of evidence.

Q But I"'mnot -- I'"mnot tal king about
what you did. [|'mtalking about the test here
itself. Gammatically, under this test, there's
no requirenent that the study be well designed,
correct?

A | disagree wwth the way you're
characterizing it. W are going to consider the
quality of a trial. |If you want to parse the
| anguage we used in this paragraph, I'll allow
that granmatically it may read as though we're
not concerned about the quality.

Q Well, I'mjust tal king about the
requi renent.

A  Yeah.

Q So there's no requirenent in this study
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that the study -- that the clinical trial be
wel | desi gned.

A There's no requirenent to include the
study in the analysis.

Q Ckay.

A  Yeah.

Q And anywhere else in this docunent or
the July docunent, did you --

A NMn hmm

Q -- elaborate on all of the other
requi renents that satisfy clinical trials and
other things that the -- and other factors the
clinical trials had to neet?

A | think the CAMJ part 2 docunent and
t he supporting docunents that we got as a report
fromthe University of Florida, |I think there is
-- there is a lot of discussion about the
quality of the studies or what m ght be w ong
about the studies that led to a low quality of
evi dence or lower quality of evidence.

Q But you and I seemto be tal ki ng past

each ot her.
A  Yeah.
Q I'"mnot tal king about what you did.
A Yeah.
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Q Ckay~?

A  kay.

Q And I'mnot tal king about the
responsibility that you took on for your group.

' mtal king about the CAMJ test generally that

you used, okay?

A  Cenerally, okay.

Q GCkay. That's what |I'mtalking about.

And so -- and under the test --
A  Uh huh.
Q ~-- there's no requirenent that the

clinical study, in order to be considered, be
wel | designed. That's ny question.

A | answered that. Yes. Yeah.

Q Ckay. There's no requirenent under the
CAMU test that the clinical trial has to have
been done recently, correct?

A Not as witten in that paragraph. W
did have a date cutoff for our analysis, though.

It had to be -- | don't know the exact date,

but I think it was in 2010 or |ater.

Q Ckay. But under the CAMJ test as it
was provided to you --

A  Yeah.

Q -- and that you were directed to foll ow
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A NMm hnmm

Q -- you independently made the decision
to do a cutoff test in 2010, but there's no
requi rement under the CAMJ test itself. Wuld
you agree with that?

A Yes. | would agree that as witten
here it doesn't cover those details.

Q Gay. And the clinical trial under the
CAMUJ test here, it doesn't have to have a
specific sanple size.

A No, it doesn't.

Q Al right. And it has to be published
in a nedical journal, correct?

A | think that was a criteria, yes.

Q Any nedical journal wll do.

A  Yes. The -- the goal is that it's
publicly avail abl e, yes.

Q Now the second factor is the -- the
second factor that weighs in favor of part 2 of
t he CAMU - -

A Mm hnm

Q ~-- is aqualified expert organi zation,
e.g., academ c groups, peer review journals

and/or qualified -- excuse nme, academ c groups,
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pr of essi onal societies, or governnent agencies
have opined in favor of nedical use or provided
gui dance to HCPs. |Is that healthcare
pr of essi onal s?

A Yes.

Q Gkay. HCPs on the nedical use.

A O practitioners. I'msorry. It's
heal t hcare practitioners, | think.

Q Ckay. \Who decides whether or not the
organi zation is qualified? |Is that you?

A I'msorry. So you're talking about the
phrasi ng "academ c groups, professional
soci eties, or governnent agencies"?

Q Wwll, it says --

A  Professional societies. That's what
you' re tal ki ng about, professional?

Q So I'mlooking at nunber 2. |t says,
"Qualified expert organizations," and it gives a

few exanpl es of what --

A O
Q ~-- could be qualified --
A | see. Yeah.

Q Gkay. So who decides whether or not
the organi zations are qualified and expert? |Is

t hat you?
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A | think the team yes.

Q Gkay. So the people naking the
reschedul i ng deci sion are the ones who nake the
determ nation as to whether or not the
organi zation is qualified and expert. |s that
correct?

A W're not deciding that they are
qualified. W are -- we are basing it on them
bei ng wel |l known nedi cal associations for a
certain clinical specialty, such as the Anerican
Psychiatric Association. Wthin the states,
there m ght be a nedical board that determ nes -
- that nmakes decisions regarding practice of
nmedicine in the state. These would be well
known governnent health departnents or
pr of essi onal societies that are well known for
that specialty.

Q And the people nmaking the determ nation
of whether or not they're qualified, well known,
sufficient, that's you and your team |s that
correct?

A The teamis choosi ng which
or gani zati ons.

Q Ckay. And they could be professional

soci eti es. s that correct?
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A  Yes.

Q Gkay. And, again, focusing on the test
A Mnm hmm

Q -- and the | anguage --

A Mn hmm

Q ~-- there's no requirenent that one of

t hese professional organi zati ons not have a
vested interest in the scheduling decision. |Is
that correct?

A | don't actually know what societies
have to declare in terns of their conflicts of
interest, so |l can't really answer that
guesti on.

Q I'"mjust tal king about the | anguage.
There's no requirenent in the | anguage that the
expert organi zation not have a vested interest
in the rescheduling decision. |s that correct?

A Correct.

Q And it can be a professional society.

A That's what the words say, yes.

Q And a professional society in support
of an industry, correct?

A Not necessarily an industry. In the

treatnent of a disease condition, they m ght be
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focused on making -- on the science and nedi ci ne
associated with treating their specialty
condi ti on.

Q But it -- and is there any requirenent
that it's limted to that?

A No. But we do have in our CAMJ part 2
docunent the actual organi zations that we used
and their views, and nost of them were not
favoring marijuana as nedicine, so --

Q And it says that they had to have
opined. Do they need to currently be opining as
to a nedical application for cannabis, or could
t hey have opined in the past?

A |If they have a published position that
is still in effect. Many of these have been
positions that they' ve held for years, but they
m ght still be in effect, we would assune, if
they're still on their websites.

Q GCkay. And if that decision has been
overturned by a subsequent rule, or if they no
| onger hold the position but didn't necessarily
make a formal edict wth respect to overturning
t he decision, would that still count?

A Can you repeat that?

Q Sure. So there's a |ot of
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organi zati ons that nake determ nations, and sone
of those determ nations can go stale. Wuld you
agree with that?

A That's speculative. | nean, you' d have
to give ne sone exanples. | assune that things
change over tinme with science and nedi cal
advances. They m ght have to change their views
on what is the best treatnent for a disease
based on new therapies being available. So |
assune, yes, there's roomfor change.

Q Do you agree that -- that al cohol has
an anal gesic effect?

A | cannot agree to that. | don't know
the science of alcohol with respect to reducing
pai n condition.

Q Wuld you agree that there's clinical
trials in favor of al cohol having an anal gesic
effect?

A  Excuse ne?

M5. MAN:. Objection. Calls -- this is

out si de the scope of what was --

MR, KENNEALLY: 1'll rephrase.

M5. MAN. -- what went into the test.
Thank you.

MR, KENNEALLY: 1'Ill rephrase.
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BY MR KENNEALLY:
Q Are you aware, yourself, of
clinical trials that have found that

an anal gesic effect?

JUDGE JULI US: Counsel ?

MR. KENNEALLY: Thank you.
BY MR KENNEALLY:
Q As part of your evaluation,
conpare al cohol to marijuana? Ws al
of the conparator substances?

A I n abuse related harns, yes.

al cohol has an anal gesic effect?

answer ed.
THE W TNESS: | don't know.
JUDGE JULIUS: Yeah. Just

wait --
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any

al cohol has

M5. MAN. (bjection as to rel evance.

MR. KENNEALLY: Can | ask a few foll ow
up questions, Judge, to lay the foundation?

JUDGE JULIUS: 1'Il allow that, vyes.

did you

cohol one

Q Ckay. So would you agree with ne that

-- okay. So would you agree with ne that

M5. MAN.  (bjection. Asked and

renmenber to

THE W TNESS: Sorry. Sorry.
JUDGE JULIUS: -- when there's an
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obj ecti on.

M5. MAN:.  Dr. Chiapperino previously
said he didn't know.

JUDGE JULIUS: Yeah. | nean, his
answer was that al cohol was used as a conparat or
for sonme purposes. | don't know that he
testified that it was used as a conparator for
nmedi cal or anal gesi c.

MR, KENNEALLY: Judge, I'mtrying to
get at the sufficiency of the test as well as
the anal ysis through analogy. And so I'd just
like to explore this line of questions. And
we've -- and we've tal ked about pain as part of
this entire -- | nean, that was a feature of the
Governnent's case. | think they've opened the
door to it.

M5. MAN: That's pain, but what the
guestion was, was al cohol an anal gesic or
anal gesic effect. And Dr. Chiapperino said he
did not know about the exact science behind
al cohol, which is why | started objecting to the
al cohol by itself questions. |If it's questions
about the conparators, that's a different
guestion, but al cohol al one, he's already

answered that he does not know the science
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behi nd al cohol .

JUDGE JULIUS: He did give that answer,
but I'll allow you to ask the question. | --

MR. KENNEALLY: Thank you, Judge.

BY MR KENNEALLY:

Q Doctor, are you aware of any clinical
evi dence show ng that al cohol has an anal gesic
effect?

A No.

Q Ckay. Have you ever read the study
Thonpson, et al., 2017, Analgesic Effects of
Al cohol: A Systematic Review and Meta Anal ysi s
of Controlled Experinent Studies in Healthy
Participants? |It's published in the Journal of
Pain, and it pooled 18 controll ed experinents,
and it shows that a nmean bl ood al cohol content
of about 0.08 produced a small elevation of pain
threshol d, and increasing BAC produced
I ncreasi ng anal gesia with each 0.2 increnent,
raising the effect size of pain threshold and
reducing pain intensity further. Have you ever
read that study?

M5. MAN. (Objection. This is outside
t he bounds of the Touhy unless it's referenced

in any of his analysis. And, also, he is
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treating Dr. Chiapperino |ike an expert w tness.
Dr. Chiapperino is here as a fact w tness, not

an expert wtness.

JUDGE JULI US: Under st ood.
understand that he is here as a fact witness. |
think if you want to ask if that was
i ncorporated in the evaluation and the
recomendati on, that m ght be permssible. |
think the way that you phrased the question is
out si de the scope of the Touhy letter. | pulled
it up and I'mlooking at -- at what's all owed.
| f you want to ask about what went into the
recommendation, that may be a different |ine of
I nquiry.

BY MR KENNEALLY:

Q Did you consider that study as part of
your eight part analysis in this case?

A W did not.

Q Ckay. Wuld you agree with ne that
heroin, which is another Schedule | drug, would
you agree that that has an anal gesic effect?
"Anal gesi c" nmeaning it reduces pain.

M5. MAN. (Objection. It's outside the
bounds of this Touhy unless it was used as part

of the conparator analysis, and that's what he
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wants to get into.

JUDGE JULIUS: Counsel ?

MR KENNEALLY: Well, it's a
conparator, Judge. And, again, I'mtrying to
get to the sufficiency of the test by way of
anal ogy. They've tal ked about pain. 1'd |ike
to go through whether or not, in this case, a
consideration that -- that what exactly is the
deciding factor in this CAMJ test, as well as
factors 1 and 2, and so to conpare, as he's done
in his testing, marijuana to sone of the other
drugs as it relates to the CAMJ test.

M5. MAN:  Your Honor, |I'd like to be
heard briefly.

JUDGE JULIUS: Go ahead.

M5. MAN. Dr. Chiapperino testified
that heroin was a conparator for other
categories, not the analgesic effect. And
that's where | think we're splitting hairs,
where if there are other conparators for other
categories that aren't nentioned here, heroin
wasn't used as a conparator for analgesics. It
was for relative abuse and rel ative abuse
potential and, | think, harnms, but not for

anal gesic effect. And that's where | think
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we're getting into dangerous territory, and it
i's outside the bounds of the Touhy letter.

JUDGE JULIUS: Sir?

MR. KENNEALLY: Judge, understandi ng
how pai n was considered as part of the CAMJ
test, one of the things that we can do is we can
| ook at how they did nmarijuana, and then we can
conpare it to other drugs. |1'd ask for alittle
bit of |eeway just around this question. | only
have three or four questions that relate to
heroin. | think it goes to the sufficiency of

the CAMU test by way of anal ogy.

JUDGE JULIUS: | don't know that that
logic follows. | think it depends on how the
conparators were used. So I'll sustain the

obj ection for now.

"Il ask a question just so that we're
clear. |If you could please explain howthe
conparators were used in your recomendati on and
anal ysis --

THE W TNESS. Yes.

JUDGE JULIUS: -- for what purposes and
what purposes they were not used for.

THE W TNESS: Happy to. So counsel is

correct that a substance |li ke heroin and a

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN PP

N DN N D DD P P P PP PP PP PP PP
o b~ W N P O © 00 N O O b W N B+, O

394

substance |i ke al cohol are part of the abuse
related harns analysis we did. The currently
accepted nedi cal use has no requirenent for a
conparative finding anong the ot her drugs being
eval uated or being used in the conparative

anal yses of abuse liability.

So, no, we did not |ook at any studies
to see if marijuana had a better or worse effect
t han other substances. Their ability to treat a
di sease condition was never a question in this
drug eval uati on.

MR, KENNEALLY: Judge, | would just ask
to make an offer of proof at this tine.

JUDCGE JULIUS: And what is that?

MR, KENNEALLY: May | do so?

JUDGE JULI US: Yes.

MR, KENNEALLY: Ckay. And may | make
an offer of proof in terns of ny questioning of
t he doctor?

JUDGE JULIUS: You can offer it. W'll
see where it goes fromthere.

MR, KENNEALLY: Ckay. Well, | -- okay.

BY MR KENNEALLY:

Q Doctor, would you agree with ne that

heroin is another Schedule |I drug, correct?
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A  Yes.

Q GCkay. And would you agree with nme that
there's clear clinical evidence that heroin
treats pain short termvery effectively? You
don't dispute that, correct?

M5. MAN:.  (Objection. CQutside the
bounds of Touhy.

MR, KENNEALLY: This is ny offer of
proof, Your Honor.

JUDCGE JULIUS: Well, it's also -- it is
out si de the scope of Touhy, if it wasn't part of
the analysis. |If that wasn't how t he conpar at or
was used, it would be outside the scope of the
Touhy aut hori zati on.

MR, KENNEALLY: And |I'm asking to nmake
an offer of proof in view of the fact that the
obj ecti on has been sust ai ned.

JUDGE JULIUS: | nean, | -- | don't
know how you're going to get himto answer
questions that are beyond the scope of his Touhy
aut hori zati on.

MR, KENNEALLY: W don't think it is,
Your Honor, and we respectfully disagree. 1'd
like to nmake a record with respect to the limts

of --
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JUDCGE JULIUS: Ckay.

MR. KENNEALLY: -- cross examnation in
thi s hearing.

JUDGE JULIUS: Ckay.

MR, KENNEALLY: And as a result of
that, 1'd like to make an offer of proof.

JUDGE JULI US: Under st ood.

MR KENNEALLY: Okay?

JUDGE JULIUS: Ckay.

BY MR KENNEALLY:

Q Al right. So you would agree with ne
that there's clear clinical evidence that heroin
treats pain short termvery effectively.

M5. MAN:  (bj ection.

JUDGE JULI US: Basis?

M5. MAN: It is outside the bounds of
Touhy, and al so objection on the grounds of
rel evance, especially when it cones to the
rescheduling of marijuana. Wat heroin's
effects are when it cones to treating chronic
pain, unless it went into the eight factor or
the HHS recommendation, is, nunber 1, not
rel evant, and, nunber 2, outside the bounds of
Dr. Chi apperino's Touhy letter.

JUDGE JULIUS: [I'll sustain that
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obj ecti on.

MR. KENNEALLY: Ckay.

JUDGE JULIUS: Go ahead.

MR, KENNEALLY: And | -- and |
understand the objection has been sustained. So
what |'mtrying to do is to nmake a record.

JUDGE JULI US: Under st ood.

MR, KENNEALLY: And so at this point --
okay. Al right.

BY MR KENNEALLY:

Q So, Doctor, you would agree with ne
that there's clear clinical evidence that heroin
treats pain short termvery effectively. Wuld
you agree with that?

M5. MAN:  (bj ection.

JUDGE JULIUS: Basis?

M5. MAN: Sane basis as before. 'l
make it again. | understand counsel is trying
to make his record, but | cannot allow the
Wi tness to answer if you ask the sane question
and the objection was previously sustained.

The effects of heroin on chronic pain
are outside the bounds of this hearing, so
there's a question -- an objection of rel evance.

It's al so outside the bounds of Dr.
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Chi apperino's Touhy |etter because, unless
heroin to treat the use of chronic pain was
factored into his eight factor analysis or the
HHS recommendation, it's outside the bounds of
what he's permtted to testify about.

So if counsel persists in asking the
sane question again, | will be forced to nake
the sane objection again for the record.

JUDGE JULIUS: Understood. And I'l|
sustain the objection.

MR, KENNEALLY: Ckay. And at this
poi nt, Judge, in order to establish nmy record, |
under stand the objection has been nmade.

JUDGE JULIUS: Mm hnm

MR, KENNEALLY: | understand the
obj ecti on has been sustained. At this tine, 1'd
i ke to make an offer of proof asking the
W tness to answer the question, so that we can
get it on the record, and Your Honor can
consi der, after we've done that, whether or not
the objection still holds.

|'"d also like to preserve these answers
because if | don't preserve these answers on the
record, there's -- and the -- and if the

reviewi ng court isn't able to see what the
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answers are and determne their rel evance, we're
not going to be able to sufficiently preserve
the issue for review

JUDGE JULIUS: | understand. But |
al so understand that the witness has limts on
what he's allowed to answer, so |I'mnot sure
where this is going. | nean, you can ask the
gquestions, and there's an objection, but if he's
not allowed to answer and he's going to go
beyond the scope of the Touhy, then we're
running into a very serious problem

MR, KENNEALLY: W would ask to
preserve that issue --

JUDGE JULIUS: Ckay.

MR, KENNEALLY: -- for appeal. So
that's -- that's all we're trying to do is |
agree -- is that, as of this tine, | understand
counsel 's objection. | understand that what the
answers to this question are wll not be nade

part of the record for purposes of this hearing.

JUDGE JULIUS: Okay.

MR, KENNEALLY: But they wll be made
part of the record, so that it can be revi ewed,
Your Honor. That's all I'mtrying to do.

M5. MAN.  And, Your Honor, the
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Governnent's response is that Dr. Chiapperino
cannot answer that question. So |I'mnot sure
how an order of proof -- an offer of an order of
proof is going to pronpt the witness to give an
answer that he cannot legally give.

And so the witness's answer i s not
going to be preserved for appeal because the
W t ness cannot answer. So I'ma little confused
by counsel's notion and how he expects to get an
actual answer out of the w tness when that
obj ecti on has been sust ai ned.

MR. KENNEALLY: Judge, whet her or not
the wtness can answer a question is a | egal
determ nation that you make. W respectfully
di sagree wwth that |egal determnation. |It's
also a legal determnation that's subject to
revi ew.

If I"mnot able to establish -- if I'm
not able to discuss with the doctor what exactly
it is that's being objected to, and sustai ned,
and not made part of the record, we're not going
to be able to get it to be able to be revi ewed,
irrespective of Your Honor's decision and
irrespective of the fact that Your Honor may

sustain the objection for purposes of this
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heari ng.
JUDGE JULI US: | have the sane concerns
as CGovernnent counsel. | don't understand how

he's going to be allowed to give answers that

are beyond the scope of his -- | understand we
may be -- we may be tal king past each ot her at
this point.

Again, as | read the Touhy letter, if
it's not part of the analysis and the
recommendati on, and that's not how these things
were used, | don't see how he woul d be
aut hori zed to give these answers.

MR, KENNEALLY: Which would - and | --
| don't want to bel abor the point, Your Honor,
but -- and | guess what |'msaying is that's a
determ nation that you're -- that's an
evidentiary and a | egal determ nation that
you're nmaking that's subject to review

JUDCGE JULIUS: | understand that.

MR. KENNEALLY: The review ng court is
not going to be able to sufficiently review that
unl ess they're able to see what the evidence is
that's bei ng excl uded.

JUDGE JULIUS: Well, he explained how

the conparators were used, and ny under st andi ng
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of your question is getting at things that are
out si de of how he explained that the conparators
were used. Am | m ssing sonething here?

MR, KENNEALLY: What I'mtrying to get
at is, by analogy, the sufficiency of the CAMJ
test. So one of the things that Your Honor is
considering is whether or not the CAMJ test is
sufficient. Wiat I'mtrying to get at is the
fact that essentially any Schedule | drug woul d
pass the CAMJ test, such that it's no - such
that it's no test at all.

So I'd like to discuss -- so by way of
analogy, I'd like to discuss other conparator
Schedul e | drugs and run through the anal ysis
Wi th the doctor in order to establish that we're
not really dealing with a sufficient or adequate
test or a sufficient or adequate anal ysis, Your
Honor .

M5. MAN.  Your Honor, may | respond?

JUDGE JULIUS: Go ahead, Counsel.

M5. MAN:. CGovernnent's Exhibit 4 is the
OLC opi nion, which has already -- is binding
upon the Departnent that states that the part 2
test is legally sufficient. The issue before

the Court, with all due respect, is not the
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sufficiency of the two part test. And that's
what counsel is trying to argue by anal ogy,

ot her -- anal ogy, a roundabout way, that |'m not
quite sure | quite understand.

But the sufficiency of the two part
test is not the issue before the Court today.
The OLC opinion is binding on the Departnent
that the two part test is legally sound and
sufficient. And that's also not an opinion that
Dr. Chi apperino can opine on, the sufficiency of
the two part CAMJ test. That is outside the
bounds of his Touhy and has been established by
OLC opinion that it's binding.

JUDCGE JULIUS: Counsel ?

MR, KENNEALLY: Judge, |'magetting to
the sufficiency of his analysis under the CAMJ
test.

JUDGE JULIUS: Well, | understand that
you can ask questions regarding the sufficiency
of the analysis, but as | understood your
guestion, you're asking about a hypothetical of
anot her substance, not the substance he actually
was anal yzi ng and maki ng a recommendati on for
rescheduling on. So that would not be -- unless

he acknow edges or answers that that was part of
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the analysis, | don't know how he can opi ne on
the question that you -- that | understood you
to be asking.

MR. KENNEALLY: Judge, | have no
further questions.

JUDCGE JULIUS: Ckay. Thank you,
Counsel .

MR. McNICHOLS: May | take the podi un?

JUDCGE JULIUS: Yes, please. And you
are taking it on behalf of the opposing states
at this tinme?

MR. McNICHOLS: At first, Your Honor.

JUDGE JULIUS: Ckay. And those are
Nebr aska, |daho, and I|ndiana, correct?

MR. McNICHOLS: That's correct.

JUDCGE JULIUS: Ckay.

MR. McNICHOLS: W have sone -- a
bi nder of docunents that may -- we may use with
Dr. Chiapperino during the course of this
exam nati on.

JUDGE JULIUS: Ckay.

MR MN CHOLS: W have a copy for the
Court, as well as one for Governnent counsel,
and one for the w tness.

CROSS- EXAM NATI ON
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BY MR MN CHOLS:

Q Good norning, sir.

A  Good norni ng.

Q M nane is John McNichols, and |I'm here
on behal f of the opposed states of Nebraska,
| daho, and I ndiana. One of the points you nmade
in your report was that this particul ar eight
factor analysis that you did that provides the
basis for this rescheduling was, in fact, the
fourth one the FDA has done since the year 2000.

|s that correct?

A  Yes.

Q And the nost recent one was the one
that you did in 2015. |Is that correct?

A Correct.

Q And in the 2015 eight factor analysis
that FDA did, and in the previous one as well,

t he FDA concl uded that marijuana should renain
in Schedule I, correct?

A Correct.

Q And in concluding so, the FDA concl uded
in 2015 that marijuana had a high potential for
abuse, correct?

A Yes.

Q And in 2015, the FDA al so concl uded
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that marijuana did not have a currently accepted
medi cal use, correct?

A Correct.

Q And the FDA al so concl uded t hat
mari juana could not be used safely under nedi cal
supervi sion, correct?

A Correct.

Q And in 2023, in the eight factor
anal ysis that you supervised, the FDA reversed
Its position as to all three findings, correct?

A Correct.

Q |Is that correct?

A Yes, correct.

Q Now, Doctor, am| correct that since
2015 and the previous eight factor anal ysis,
that the nunber of FDA approved bot ani cal
products is zero, correct?

A  Yes.

Q Is that yes?

A Yes. I'msorry. | don't think the
m crophone is picking up ny voice. How about
this? Yes.

Q Thank you, sir.

JUDCGE JULIUS: It sounds |like the court

reporter can hear him but |I do acknow edge t hat

Neal R. Gross and Co., Inc.

406

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N o o b~ W DN PP

N DN N NN DD P P P PP PP kP PP PP
o A W N P O © 00 N O O b W N B+, O

sonetinmes it sounds like it's not broadcasting
t hroughout, so just let himknow if you have a
difficult time hearing him

MR, McNICHOLS:  Yes, Your Honor.

JUDGE JULIUS: Thank you.

BY MR McNI CHOLS:

Q And since 2015, when FDA concl uded t hat
marijuana had a high risk of abuse, the
preval ence of non nedical marijuana use in the
United States has gone up, correct?

A Yes.

Q And since 2015, when FDA concl uded t hat
marijuana had a high risk of abuse, the nunber
of energency departnent visits involving
mari j uana di sorder has gone up, correct?

A | think the NEDS data does capture as
far back as 2015. | would say yes.

Q And since 2015, when the FDA concl uded
that marijuana had a high risk of abuse, the
nunber of marijuana di sorder hospitalizations
has gone up, correct?

A | think that is correct.

Q And since 2015, when the FDA concl uded
that marijuana had a high risk of abuse, the

potency of marijuana has al so gone up, correct?
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A  Yes.

Q Now, one difference between the 2015
ei ght factor analysis that FDA prepared and the
one that you supervised in 2023 was the new test
for the criterion of currently accepted nedi cal
use, correct?

A Correct.

Q And having a currently accepted nedi cal

use is a prerequisite to get a drug out of

Schedul e | into one of the other schedul es,
correct?
A | would agree, yeah.

Q Ckay. And you used a two part test in
2023, but the FDA used a five part test in 2015,
correct?

A Yes.

Q And this cane up a little bit yesterday
I n your exam nation by Ms. Man, but | think you
said there are three ways that you can establish
that a substance has a currently accepted
medi cal use. |Is that correct?

A Yes.

Q The first way is, of course, to get FDA
approval of the drug, correct?

A Yes.
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Q The second way is to pass the five
factor test, correct?

A Yes.

Q And the third way is to pass the two
factor test, correct?

A Correct.

Q And | think you said al so yesterday
that the five factor test, or the five point
test, as you put it, actually resenbles the test
that the FDA applies to approve a drug for
prescription use, correct?

A Two of the five elenents are safety and
efficacy, and | think they are consistent nore
wi th the FDA approval standard of safety and
efficacy.

Q Ckay. And the two part test that you
applied in 2023, for exanple, does not require a
showi ng of reproducible chem stry, correct?

A Correct.

Q And that is a part of the five part
test, correct?

A |t would be, yes.

Q Ckay. The two part test that you
applied in 2023 does not require a show ng of

acceptance of a group of experts, correct?
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A Can you repeat that?

Q The two part test that you applied in
2023 does not require as a condition to show a
currently accepted nedical use that the use of
the drug for a particular indication is accepted
by a body of experts.

A Correct. In the five point test, every
one of the five el enents nust be denonstrated.

Q Correct. And one of those five
el ements under the five part test is the

acceptance by the body of experts --

A  Yes.

Q ~-- in that particular indication,
correct?

A  Yes.

Q Ckay. And so you -- and you would
agree wwth nme, sir -- | think you've covered
this already -- that passing the two part test
that you applied in 2023 does not nean that a
drug is safe or effective for FDA approval,
correct?

A Yes.

Q The two part test that you applied in
2023 is not as rigorous a test as the five part

test, correct?
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A Part 2 of the two part test is not as
rigorous in the standard of evidence, yes.

Q Now, the two part test that you applied
in your eight factor analysis was -- | think you
testified yesterday that it was devel oped in
2023. Is that correct?

A Yes.

Q And you started the eight factor
anal ysis that you did on marijuana, | think you
sai d yesterday, in Qctober or Novenber of 2022.

|s that correct?

A  Yes.

Q AmIl right, then, that by your
chronol ogy, sir, the two part test that you
applied in your eight factor analysis did not
exist at the tine when you started work on this
project, correct?

A Correct.

Q Wien were you infornmed that you woul d
be using the two part test?

A Formally, the letter arrived in July of
2023. That's on the record in the exhibit.

Q And if you started your work in Cctober
or Novenber of 2022, do | understand correctly

t hat when you first started on this project, you
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were wor king under the five part test, correct?

A | don't think I could answer your
guestions in this matter because in order to do
so |'d have to be di scussing conmuni cati ons
anong HHS agenci es, and they're not docunented
in the exhibit.

Q Let ne ask you a question that follows
up on a question you got yesterday, sir.

A  Yeah.

Q Wen Ms. Man asked you which of the
tests that you applied --

A Yeah.
Q -- you said, "W were directed to use
the two part test." Do you recall that

testinony, sir?
A Yes.

Q W directed you to use the two part

test?
A The Assistant Secretary for Heal th.
Q You nentioned July 2023 a nonent ago.
A NMm hnmm

Q But when were you given the direction
to use the two part test?
A As | said, the formal communication was

in July.
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Q Wiich was, again, roughly three nonths
before you finished your work?

A Mre like two nonths.

Q Most of the work that you did to
anal yze marijuana for this rescheduling was done
before you were told about this two part test.

A The two part test was devel oped by HHS
In 2023 over a period of nonths. The letter in
July is the culmnation of their formalizing
their request that we use that test.

Q Most of the work that you did anal yzing
marijuana for purposes of this rescheduling was

done before you were formally told --

A Mm hmm
Q -- to use the two part test, correct?
A Yes.

Q \What test were you using before you
were formally told to use the two part test?

A W were analyzing the -- the clinical
literature, which could have served purposes
under either the five point test or the two part
test.

Q Now, since 2023, when you conpl et ed
your eval uation of marijuana, have you used the

five point -- five part/five point test to
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eval uate ot her drugs?

A W have applied that test, yes.

Q And | believe you testified about this
yesterday on M. Kenneal ly's exam nation, but I

think you said that you try to be consistent --

A NMn hmm
Q ~-- in the content of each drug
eval uation. |Is that correct?
A Correct.
Q |Is that correct?
A  Yes.
Q I don't think it picked you up, sir.
A Yeah. Sorry.

Q It's all right. Now, since 2023, have
you used the five part test in all other
eval uations of drugs that you' ve used?

A Yes. The -- the process that we try to
be consistent wwth is to make sure that we've
consi dered any of the three tests that could
lead to a finding. So in the absence of an NDA
approval, we will consider both the rel evance of
the five point test and the rel evance of the two
part test.

| f one seens |ike a better |ikelihood

of reaching CAMJ, we woul d use that test and not
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worry about the other. |If we get a negative in
any of the tests, we will nove to the next one
and consider. |In other words, we exhaust all

t hree net hods before concluding that sonething
doesn't have a currently accepted nedi cal use.

Q And in the case of marijuana, you did
not exhaust the prior nethods before you applied
the two part test, correct?

A  The NDA approval, obviously, we did not
have a botanical drug within the definition of
marijuana, so we noved to the clinical -- the
eval uation of clinical studies. | think what
you're getting at --

Q Don't worry about what |I'mgetting at,

Doct or .
A Yes. Ckay.
Q M question to you, sir --
A  Yeah.
Q ~-- isin the case of marijuana --
A NMm hmm
Q ~-- you did not evaluate it under the

FDA approval standard, correct?
A Correct.
Q You did not apply the five part test,

correct?
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A W had activities going on that could
have been useful for the five part test.

Q And in your report, you did not provide
a five part test analysis of marijuana, correct?

A Correct.

Q Wre you directed not to do that?

A | don't think we ever got a directive
not to do that. | think we had the information
to continue with the two part test.

Q If I recall your testinony from
yesterday correctly, Dr. Chiapperino, you have,
over the course of your career, done
reschedul i ngs for between 120 and 130 different
substances. |s that correct?

A Yes. | think the exact nunber is 127.

Q Thank you, sir. And you are very
famliar with the five part test as a result of
your work in all 127 of those reschedulings,
correct?

A  Yes.

Q Gay. And in the course of your
anal ysis of marijuana, you reviewed all the data
that you' ve described in your report and all
t hat was asked about by Ms. Man, correct?

A Can you repeat that? Sorry.
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Q Yeah. In the course of anal yzing

marijuana - -
A NMm hmm
Q ~-- for purposes of this rescheduling,

you reviewed all the data that's described in
your report, correct?
A Are you tal king about ne specifically

or the teanf

Q | apologize, sir.

A  Yeah.

Q The FDA did.

A  Yes.

Q The team under your supervision did,
Sir

A  Yes.

Q Correct?

A Yes.

Q And as soneone famliar with the five
part test --

A Yeah.

Q -- and soneone who supervised the

process of analyzing marijuana in this case, you
can say, can you not, sir, that there is no way
that marijuana woul d have passed the five part

test, correct?
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M5. MAN: (Objection. That's not the
anal ysi s that he conduct ed.

MR. McNICHOLS: He can answer this,
Your Honor. There's been anple attenpt
yesterday to show that these two tests are
equivalent. This man is very famliar wth all
the data and the tests that he's already talked
about. W should get it on the record as to
whet her this drug could have passed the test
that the FDA has used before and since.

M5. MAN:  Your Honor, may | respond?

JUDGE JULIUS: Yes. Go ahead, Counsel.

M5. MAN:. | believe counsel is
m scharacterizing the testinony that was
yesterday, with all due respect. W talked
about what they evaluated and the differences
and what the two part test evaluated that the
five part test did not.

Dr. Chiapperino did not conduct the
analysis of the five part test for marijuana, so
to ask himto specul ate whether or not it would
have passed the five part test is purely
specul ative. He conducted the anal ysis using
the two part test, and so the Governnent has no

I ssue with asking about his analysis of the two
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part test.

But to ask if marijuana woul d have
passed the five part test, that was sinply not
the anal ysis done by his team And to ask him
to specul ate about whether or not narijuana
woul d have passed the five part test, which is
not an analysis that his teamdid, is purely
specul ati ve.

MR. McNI CHOLS: What he said, Your
Honor, earlier was that for the first eight
nont hs of his analysis they were review ng the
literature, which could have applied either to
the five part test or the two part test. That's
what he said. He's famliar with the five part
test, and as we've already established, he's
famliar with the data that his teamrevi ened.
This is well within the scope of what they've
asked about and what he's already testified to.

M5. MAN:  Your Honor, |1'd also like to
be -- I'd like to point out that this is also
out side the scope of his Touhy letter, which
does not permt himto testify about if
mar i j uana woul d have passed the five part test.

JUDGE JULIUS: So | agree that he -- he

did testify that the two part cane about two
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nont hs before the anal ysis was conpleted. The
recomendation is based on the two part test,
which is what's reflected in the recommendati on
that was sent fromHHS. | don't believe we've
had any testinony that they conpleted a five
part or five factor analysis here. So what's --

MR. McNI CHCOLS: Your Honor, if he
reviewed the data, and he knows the test from
having applied it 127 tines, and he's al ready
told us that the two part test is less rigorous
than the five part test, which is now on the
record, he can tell us, based on his famliarity
Wi th the drug and the test, whether or not this
woul d have passed the test that he al ways
applies in every other situation. That's what
he can tell us.

M5. MAN:. Dr. Chiapperino is here as a
fact witness. That would be expert testinony if

MR. McNICHOLS: That is preposterous.
MAN: | don't believe so.
MR. McNICHOLS: He tal ked about what

&

he's done.
JUDGE JULIUS: Okay. Wuld you pl ease

| et her finish her objection and --
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MR. McNICHOLS: Yes, sir.

JUDGE JULIUS: -- nmaintain.

M5. MAN:  Thank you. The five part --
there is no testinony so far that the five part
anal ysis was ever conplete, and that's a
concl usi on and a reconmendati on that the FDA
woul d give, is whether or not it would have
passed a five part test. Anything other than
that is outside the bounds.

FDA did not recomrend that -- nake the
recomendati on using the five part test. So to
ask sonebody to specul ate about whether or not a
substance woul d have passed the five part test,
if they had conpleted -- and he -- we -- he just
testified that he had not conpleted the
anal ysis. They were still nonths out fromit
when they used the two part test.

So the analysis was -- that's assum ng,
nunber 1, the analysis was ever conplete.

That's assuming facts not in evidence. And Dr.
Chi apperino is here to testify about the two
part test and cannot specul ate to whether or not
mar i j uana woul d have passed the five part test.
That is absolutely outside the bounds of his

Touhy letter.
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JUDGE JULIUS: Ckay. And now, Counsel,
"Il hear your response to that.

MR MNCHOLS: No, | think |I've
al ready covered it, Your Honor. The -- he has
testified about what he did in his review of the
data, which went on nost -- nost of the review,
in other words, by his own testinony, occurred
before he was directed to use the test that
ended up in this report.

And he said that his review of the data
coul d have been applied either to the two part
test or to the five part test. That's also his
testinmony. And he's also said that he's applied
the five part test nore than 120 tines in his
career.

He can, therefore, say, based on his
review of the data and his famliarity with the
test, that it did -- that this drug would not
have passed the test that they've al ways
applied, both before and since.

JUDGE JULIUS: But | think this also
gets to the point that he's here as a fact
Wi t ness, not an expert witness to provide
opinions. He's here to discuss scientific and

nmedi cal determ nations under the eight factor
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anal ysi s perfornmed by FDA pursuant to paragraphs
A through C of Section 201 and paragraph B of
Section 202 of the Controlled Substances Act, 21
U.S.C. Sections 811, subsections A through C,
and 812(b), as transmtted to DEA with HHS s
August 29, 2023, recommendati on.

Two, scientific and nedi cal
determ nati ons underlying the analysis perforned
and conclusions drawn by FDA in its August 28,
2023, report, considerations for whether
marijuana has a currently accepted nedical use
in the United States for purposes of Section
202B of the Controll ed Substances Act, also
known as FDA's part 2 of the CAMJ eval uati on;
nanmely, that for purposes of the drug scheduling
criteriain 21 U S. C Section 812(b), marijuana
has a CAMJU for: (i) anorexia related to a
nmedi cal condition; (ii) nausea and vonmiting,
e. g., chenotherapy induced; and (iii) pain.

And, third, FDA' s recommendati on t hat
marijuana be placed in Schedule Il under 21
U S.C. Section 812(b)(3).

| don't see how your question falls
within the scope of what he's been authorized to

testify about, particularly as a fact wtness,
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as conpared to asking his expert opinion about
whet her the drug woul d have passed an alternate
anal ysis that was not reflected and conpleted in
t he recommendation that was transmtted.

MR McNICHOLS: It's not reflected as -
- in the recommendati on that was transmtt ed.
He's reflected he perforned the anal ysis
consistent with that and that the anal ysis that
he did could have gone under the five part test.

And sone portion partway through, maybe two
nont hs before, he was told to use the two part
test.

So whet her or not he's an expert, sir,
but as soneone who has applied the test and was
review ng the data consistent with either the
five part test or the two part test, he can talk
about that. And the question as to what he's
aut horized to tal k about, clearly covers the
bases for his opinions, as well as the standards
that he applied. That's inherent in this.

The standards, in other words, that --
that he -- this test would not have passed a
different standard that he's applied before and
that he's famliar wth and that he was -- could

have applied, and was in the process of applying
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in this case, is well within the bounds of what
he's authorized to say.

M5. MAN.  Your Honor, may | be heard?

JUDGE JULIUS: Go ahead, Counsel.

M5. MAN. And that is an opinion that
woul d need an expert witness. That is not the
wi t ness before the Court today. There has been
no testinony that the five part anal ysis was
ever conplete, and I think that is where we're
running into sonme difficulty where counsel would
like Dr. Chiapperino to testify about the
results of a test that was never conplete. And
since that anal ysis was never conpleted, he
cannot testify to the results of sonething that
was never conpl ete.

JUDGE JULIUS: And then I'll let you
have the final word.

MR MNCHOLS: He didn't wite it up.

He didn't wite that up, and | don't think
she's right that the anal ysis was never
conplete. They reviewed the data, and the form
they put it inin this letter took one form
whi ch was the two part test. But the fact --
but as he has testified earlier today, there's

sone distinction between the analysis that they
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did and what actually nmade it into the letter.
And we shoul d be allowed to explore, in other
words, did he get to that point where he got --
where he could reach that conclusion or not
before he got directed?

JUDCGE JULIUS: Okay. Let ne ask a
clarifying question that may --

MR. McNICHOLS: Yes, sir.

JUDCGE JULIUS: -- set us down one way
or anot her.

Sir, did FDA ever conplete a five
factor analysis of marijuana in this eval uation?

THE W TNESS: No.

MR MNICHOLS: Can | follow up on
t hat ?

JUDGE JULIUS: Go ahead.

MR. McNI CHCOLS: Thanks.

BY MR MN CHOLS:

Q Wien you say you didn't conplete it,
sir, | understand at |east one thing you nean is
you didn't wite it up, correct?

A W did not conplete it. W did not
have ideas formed about each of the five
el ements in a draft stage at any point.

Q Hold on a second, sir. | believe you
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testified yesterday that part 2 of the currently
accepted nedi cal use test resenbles the five
factor test. Was that your testinony?

A Yes, but only in the sense of --

Q "Yes" is good enough, sir. Let ne ask
you this next question.

MR. McNICHOLS: Court's indul gence.
JUDGE JULIUS: O course, Counsel.
BY MR McNI CHOLS:

Q In the course of perform ng your
analysis of marijuana in this case --

A Mm hmm

Q -- did you |l ook at whether the
marijuana's chem stry was known and
reproduci ble? Did you consider that?

A The description under factor 3 for
chem stry describes marijuana as a vari abl e
substance. So, yes, we did consider it.

Q Ckay. And in the course of your
anal ysis of marijuana in 2023, did you consi der
whet her there were safety studies of marijuana?

A Yes.

Q And in the course of your analysis of
marijuana in 2023, did you discover -- did you

consi der whether there were efficacy studies of
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mari j uana?

A Yes.

Q And in the course of your analysis of
marijuana in 2023, did you consider whether
mari j uana was accepted by qualified experts for
any particular indication?

A Yes.

Q And did you consider whether scientific
evi dence on marijuana was w dely avail abl e?

A  Yes.

MR. McNI CHOLS: Each one of those
questions that -- that, Your Honor, |I'msorry,
|"'mdirecting nmy coonment to you, is that every
one of those questions that | just asked Dr.

Chi apperino about is a factor under the five
factor test.

Now, | accept his testinony, and Your
Honor's analysis, that the five factor test did
not get witten up in the recommendation letter
that was transmtted to the DEA. He has
considered all the things that one needs to
consider. He can answer the questi on.

M5. MAN.  Your Honor, the Governnent
obj ects because it is outside the scope of

Touhy. These five factors were -- it was
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information that went into the two part test.
However, just because sonebody consi dered the
I nformati on doesn't mean concl usi ons were drawn.
And so to say that he considered it, that
doesn't answer the question to the full extent
of how it was considered, who considered it, and
what concl usi ons were drawn based on that data.
And so, yes, Dr. Chiapperino considered
a |l arge pool of data, but he made concl usions --
he and his team nmade conclusions only to the two
part test. To say that -- | think this
m scharacteri zes his testinony about he
considered this information but did not draw
conclusions with the five part test.
| also think it assunes facts not in
evi dence that they reached a conclusion and it
didn't get witten up, and it's sone secret
sguirrel thing that, |like, they just are not
going to tal k about. Dr. Chiapperino answered
the Tribunal's questions: Did you conplete the

analysis for the five part test? H s answer was

"no".

MR McNICHOLS: Let ne follow up on
that, Your Honor. | think this will help flesh
this out.
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BY MR MN CHOLS:
Q Dr. Chiapperino, back to you, sir.
When | asked you previously about anal yzing
whet her marijuana's chem stry was known and
reproduci ble, | think you said your concl usion
was that it was not, correct?

A Correct. It's a variable substance.

Q R ght. And in the course of discussing
whet her there were safety studies on marijuana,
you concluded that, if | have your testinony
correctly fromyesterday, that the safety of the
drug was reasonabl e, correct?

A It's a different standard.

Q Ckay. But that's what you concl uded,
correct?

A Yes, under the two part test.

Q Ckay.

A W did not object to the therapeutic
I ndi cations on the grounds that there was a
concerni ng enough safety signal that patients
woul d have adverse outcones instead of better
out cones.

Q And in the course of preparing your
anal ysis on marijuana in 2023, sir, you reached

concl usi ons about the efficacy of the drug for
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certain indications. Dd you not, sir?

A W made findings under a threshold of
credi ble scientific support. We did not nake
findings of efficacy.

Q Ckay. But one of the things --

A Effectiveness to a degree.

Q Ckay.

A  Yeah.

Q But the word you used in your report
when di scussing the findings was whet her or not
marij uana was effective --

A Mm hmm

Q ~-- totreat a condition, correct?

A Yes. W considered positive results in
clinical studies --

Q Right.

A -- to that effect.

Q Ckay. And you also -- as you testified
earlier when M. Kenneally was asking you
guestions, you al so consi dered whether the drug
was accepted by qualified experts and cane to
the conclusion that it was not, correct?

A There's two parts to that. You' d have
to allow ne to discuss both.

Q D dyou cone to a conclusion as to
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whet her the drug was accepted by qualified
experts?
A Yes.
Q And did you cone to a conclusion as to
whet her scientific evidence on marijuana was
wi del y avai l abl e?
A Yes.
MR. McNICHOLS: Ckay. Now he has
est abl i shed, Your Honor, that he cane to
concl usi ons about every one of the tests or the
standards that goes into the five part test as
part of his analysis. At this point, the record
is clear. The witness can testify about this.
M5. MAN:  And, Your Honor, that is
still outside the bounds of his Touhy letter
about testifying to his teanis concl usi ons about
the five part test. The teamdid not draw any
conclusions when it cane to the five part test.
MR. McNICHOLS: He --
M5. MAN. The teamdrew their
concl usions for recomrendations for the two part
-- fromthe two part test, and that is what Dr.
Chi apperino is here to testify about. Asking
hi m what he and his team woul d have found for

the five part test when putting it all together
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I's outside the bounds of his Touhy.

MR. McNICHOLS: If he's testified, Your
Honor, as to -- as to having applied,
consi dered, and reached conclusions as to every
one of the standards under a previous test that
he's applied before and since, and that he's
applied 120 tinmes in his career, he can answer
that. That was part of the process that he
per f or med.

M5. MAN:  Your Honor, may | be heard
briefly?

JUDCGE JULIUS: Briefly.

M5. MAN: There has al so been sone
guestions about efficacy, which |I think has been
lost in translation. The standard for safety
and efficacy is different fromthe CAMJ for
pur poses of drug rescheduling. And | believe a
bunch of questions that counsel just asked were
about safety and efficacy, which is a different
standard, and | think that's gotten lost in this
| i ne of questioning.

MR. McNICHOLS: And  --

M5. MAN. They' ve been m xed up.

MR. McNICHOLS: And in that vein, Your

Honor, as soneone famliar wth those standards,
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if he, in his analysis, was that the drug would
not pass the safety and efficacy standards the
FDA ordinarily applies, he can testify to that.

M5. MAN: But that's outside the bounds
of his Touhy. He's not here to testify about
the safety and efficacy of marijuana. He's not
permtted to do so.

MR. McNICHOLS: W' ve al ready been over
this, Your Honor.

JUDCGE JULIUS: | nean, Counsel, | guess
-- this is directed to opposi ng states counsel.
So I'm | ooking at nunber 2 of the Touhy
aut hori zation, and it tal ks specifically about
FDA's part 2 CAMJ eval uati on.

MR. McNICHOLS: Well, hold on a second,
Your Honor. Let nme get with you.

JUDCGE JULIUS: Sure.

MR. McNICHOLS: Pl ease proceed, sir.

JUDCGE JULIUS: Sure. This is nunber 2
of the things that are -- he's authorized to
talk about. So it tal ks about scientific and
medi cal determ nations underlying anal ysis
perfornmed and conclusions drawn by FDA in its
August 28, 2023, report, Considerations for

whet her marijuana has a currently accepted
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medi cal use in the United States for purposes of
Section 202B of the Controll ed Substances Act,
al so known as FDA's part 2 CAMJ eval uati on.

MR, McNICHOLS: Shall | ground -- et
me ground ny answer in | anguage you just read,
sir.

JUDGE JULIUS: Sure.

MR. McNICHOLS: Scientific and nedi cal
determ nati ons underlying the analysis
performed. That's the first phrase that appears
I n nunber 2 under this Touhy authorization.
Scientific and nedi cal determ nations underlying
the anal ysis perfornmed woul d i ncl ude concl usi ons
t hat he reached, analyses that he did,
applications that he consi dered, whether or not
witten up in the formal letter that was
transmtted to DEA, sir.

JUDGE JULIUS: And the question, again,
that you want to ask himis whether it would
have passed the five factor test, which is not
reflected in this. AmI| --

MR. McNICHOLS: The question | want to
ask himis: Sir, you can say, can you not, that
mari j uana woul d not have passed the five factor

test? That's ny question.
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JuDGE JULIUS: 1"l allow him-- "I
al l ow you to ask the question, and he can answer
I f he knows.

MR. McNI CHOLS: Thank you, sir.

BY MR MN CHOLS:

Q Al right. Sir, as soneone who has
applied the five factor test 127 tines in your
career, and who supervised the data that went in
-- on marijuana that went into the HHS
recomendation in 2023 --

A Mmn hmm

Q ~-- it's true, sir, is it not, that
mar i j uana woul d not have passed the five factor
test that you' ve applied in other instances?

A And you would like ne to answer that.
That's -- in ny opinion, the clinical studies
that were considered for these indications, | do
thi nk they were not | arge enough to pass an FDA
approval as an adequate, well controlled study
on the basis of their design as nore of pil ot
study si ze.

| think they would have had difficulty
passing that part, and I would agree that the
two tests are very different wwth regard to part

-- the two part, the part -- sorry. The two

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN PP

N DN N D DD P P P PP PP PP PP PP
o b~ W N P O © 00 N O O b W N B+, O

part test considers marijuana categorically,

what is available in dispensaries that people

are using. W don't -- we did not make judgnent

as to whether that's a good idea or a bad idea.
It is just what is going on.

In ternms of the five point test, there
Is still a standard of a particul ar substance
used in an indication being well defined. So on
the basis of the first elenment alone, wthout
even consi deration of the other two, | do
believe that it would have been difficult for
marijuana to pass the five part test.

Q Wuld not have passed, correct?

A Wuld not have passed. Sure. May |
ask a question?

Q There's no question pending, sir.

THE WTNESS: Can you take a tinmeout
for one second fromhis tine? | have a question
about process, and | don't know if there's a
mechani sm because |'mnot very famliar with
court proceedings, to ask the judge a question
about process that covers the scope of ny
t esti nony.

MR. McNI CHOLS: Go ahead, sir.

THE WTNESS: |s that permtted?
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JUDGE JULIUS: 1"l allow that.

THE WTNESS: Do | do it so everybody
coul d hear or?

MR McNICHOLS: We'd prefer it be on
the record, Your Honor.

JUDGE JULIUS: Go ahead and ask.

THE WTNESS: | think the |ine of
questioning is to get at the decision nmaking
bet ween applying the two part test and applying
the five point test. And | want the record to
reflect that the agencies involved, in terns of
HHS and conponent agencies, including the Ofice
of the Assistant Secretary for Health and FDA
that this request to do the two part test didn't
| and on our desk in July of 2023 w t hout
awar eness anong conponent agencies that there
was t hinking going on wthin the Departnent as
to an appropriate way to be able to consider a
br oader scope of information for drugs under --
under what ended up being the two part test.

So FDA, including nme and the Controll ed
Substance Staff team did not create the two
part test and say, "Let's use this instead." W
are aware of departnental activities going on to

consi der devel opnent of a test that would be
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different to address substances that m ght have
aut hori zed state uses.

So | think this line of questioning is
really trying to get at why did we use the two
part test and not the five part test. |'m
saying that we already had awareness that there
was an interest to do a different kind of test.

We are working on the scientific and
nmedi cal review. W are not part of creating
either of the tests, not DEA's test, not the two
part test. But we had the information for both.

We knew both were under consideration. The
fact that there's formalized letters in July --
obvi ously, we can't put together hundreds of
pages of analysis that are geared toward a two
part test in a nonth.

So | do understand your I|ine of
questioning, and I"'mtrying to be -- I'mtrying
to nmake the people understand how this situation
could be reflected in the -- by what we see in
t he record.

So we did not ever nmake concl usions
under the five part test. W knew that there
was interest to apply a different kind of test.

W got the details and the paraneters of that
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test, and we put the information together. W
had the information to apply both. W put it in
the formof the two part test. That is what we
wer e asked to use.
BY MR MN CHOLS:
Q | thought --
M5. MAN:  Your Honor, the Governnent
woul d l'ike to --
BY MR McNI CHOLS:
Q -- part of your question was goi ng
to the judge --
A  Yeah.
Q ~-- Dr. Chiapperino. Was there a
guestion directed to the judge in that?
A Wll, that is ny fault. | probably
shoul d have started sl ower and asked a question

as to how far | could go with what | just said.

| hope --
Q | thought it was very hel pful, sir.
A -- that it's not in -- | hope it is not

in violation of ny Touhy |etter because | could
get in alot of trouble for that. But | think

It goes to the question of how the two part test
becane the docunents that we gave to DEA. And |

want ed people to understand that this was a
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reasonabl e process between the agencies that
make deci si ons about how to assess currently
accept ed nedi cal use.

Q And you wanted himto understand that
it was not all your fault, correct?

M5. MAN:  Your Honor, at this juncture,
the Government would like to ask for its confort
br eak.

JUDGE JULIUS: COkay. Well --

MR McNICHOLS: Can we get an answer to
t hat question pl ease, then?

M5. MAN:  Your Honor, that's -- the
court reporter can read the question back.

JUDCGE JULIUS: | believe the question
was, you wanted to say that so that it was not--

MR McNICHOLS: Just to -- to follow up
very brief -- I'll wthdraw that question, Your
Honor .

BY MR MN CHOLS:

Q The reason for your colloquy to
clarify things, Dr. Chiapperino, is that you
wanted the record to reflect that the decision
to apply the two part test was not an FDA
determ nation, correct?

A Correct.

Neal R. Gross and Co., Inc.

441

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN PP

N D N D DD P P P PP PP PP PP PP
o A W N P O © 00 N O O b W N B+, O

442

MR McNICHOLS: If this is the right
time for the confort break, the States have no
obj ecti on.

JUDCGE JULIUS: Okay. Yeah. That's a
good idea. Let's take 15 mnutes. Let's cone
back at 10:48, if nmy math is correct.

We'll be in recess for 15 m nutes.
Thank you, everyone.

(Wher eupon, the above-entitled matter
went off the record at 10:33 a.m and resuned at
10:49 a.m)

JUDCGE JULIUS: Thank you, everyone.

Pl ease be seated. Just a few procedural issues
before we resune. | just wanted to note for the
record, when we were discussing the Touhy
letter, it is marked as ALJ Exhibit 44, just so
everyone has awareness.

The governnent has represented a nunber
of tinmes that the OLC opinion is binding on this
court. | would ask if there's any authority for
why -- why it's binding on this tribunal versus
just the federal governnent, so an issue to
potentially address. |'mnot going to ask for
an answer right now, but sonething to

potentially | ook out for and see, just put the
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i ssue out there. | don't know that it's 100

percent settled that OLC opinions or -- or
orders are binding on this tribunal. It's
sonething we will also look into, but I -- |

just wanted to note that may be an open issue.

M5. MAN:  Your Honor, would the Court
prefer ne to address that later on in a
briefing? How would the Court |ike the
governnent to respond?

JUDCGE JULIUS: However you would Iike
to do that. | just put the issue out there just
to |l et people know what issues we foresee.

M5. MAN. Al right. Thank you.
just wanted to make sure we didn’'t need to do
sonet hi ng.

JUDCGE JULIUS: Yeah. |'mnot ordering
you to produce anything by end of day or
anyt hing. Just however you see best to address
that, feel free to do that.

M5. MAN:  Thank you very nuch.

JUDGE JULIUS: Sure. Counsel?

MR MNCHOLS: W're prepared to
proceed, sir.

JUDGE JULIUS: Wienever you're ready,
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MR. McNICHOLS: Thank you.
JUDGE JULIUS: Oh, yes. Please retake
the stand. Yes.
CROSS- EXAM NATI ON
MR McNICHOLS: Dr. Chiapperino, | want
to resune by asking you sone questions about
part one of the two-part test that you used to
deter m ne whet her marijuana had a currently
accepted nedical use. Tell ne if |I have this
right, that the test assessed whether there was
wi despread current experience with nedical use
by |icensed healthcare practitioners under
state-aut hori zed prograns where nedical use is
recogni zed by entities that regul ate nedi ci ne.
Is that a fair statenent of the part one test?
THE W TNESS. Yes.
BY MR MN CHOLS:
Q And aml right, sir, that in the
di vision of |abor that went into the eight
factor analysis, it was HHS and the O fice of
the Assistant Secretary for Health and not FDA
that did that part of the test?
A Correct.
Q And they wote up their findings in a

separ ate docunent that you then incorporated
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into the recomendati on of 20237

A W provided that docunent with our own
as a supporting docunent. It was not consi dered
an FDA docunent. It was just a rel evant
docunent to transmt wth the rest of them--

Q Under st ood.

A To DEA.

Q It ultimately, though, nmade it into the
recommendation letter that went from HHS over to
DEA, correct?

A Yes, | think so.

Q GCkay. | know that HHS perforned it
rather than FDA, but tell nme if | have this
right, that it involved HHS | ooking into the
vari ous state-adm nistered nedi cal marijuana
prograns around the U S. Is that fair?

A Yes.

Q GCkay. This rescheduling here from 2023
was not the first time that FDA or HHS had been
encouraged to |l ook into state-level nedical

marij uana prograns, correct?

A | don't have know edge of other
I nst ances.
Q Well, in the 2015 rescheduling and the

recomendati on that HHS provided to DEA in
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connection with that, HHS actually comented on
the state-level nedical marijuana prograns and
the fact that it was not considering them
correct?

M5. MAN. bjection. Dr. Chiapperino
was not involved in the 2015 process. He becane
-- that's assum ng facts not in evidence, that
he was involved in the 2015 assessnent and nade
recomendati ons or drew considerations one way
or the -- or considered factors one way or the
ot her.

JUDGE JULIUS: Do you want to try to
| ay a foundation or --7?

( Si mul t aneous speaki ng.)

MR. McNICHOLS: Dr. Chiapperino, you
were with —

JUDCGE JULIUS: So is this like --

MR. McNICHOLS: -- with the controlled
subst ances staff in 2015, correct?

THE W TNESS. Yes.

BY MR MN CHOLS:

Q Ckay. And you've been with the Center
for Drug and Eval uation and Research for sone
| onger tine before that, 20 years?

A Yes.
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Q GCay. And in the course of preparing
your 2023 analysis of marijuana, did you
consi der the analysis that HHS or FDA prepared
in 20157

A | have certainly read the 2015 docunent
in the past. W did not work fromit for the
2022. It was a new review, a new team Yyeah

Q But you certainly commented on the 2015
recomendation in the analysis that you did in
2023, correct?

A W included it in the background as a
statenent of the record, yeah

Q GCkay. You nention it on page 1.

A R ght.

Q You nention it on page 2.

A Yes.

Q GCkay. And you're generally famliar
with the docunent because you reviewed it in the
course of your career, correct?

A | amfamliar with it in broad strokes,
yes.

Q Ckay. |It's true, is it not, sir, that
in the recommendation that HHS prepared in 2015
that HHS consi dered | ooking at the state-Ievel

nmedi cal marijuana prograns and declined to do
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S0?
A That | don't know.
Q GCkay. Can you turn in the binder that
you have, sir, to tab 4?
A Mn hmm
Q And that's in the Court's binder as
well and also in the binder that we've handed to
t he governnent.
JUDGE JULI US: Thank you.
MR. McNICHOLS: And for the record, tab
4 is the Exhibit No. 11 of Smart Approaches to
Marijuana. Wth that, let ne ask, Dr.
Chi apperino, do you recogni ze the docunent at
tab 4 in the binder? Take a nonent to review it

if you need to, sir.

THE WTNESS: Yes. | wll look. Yes -
- yes.
BY VR MN CHOLS:
Q |Is the docunent at tab 4 marked as

Smart Approaches to Marijuana, Exhibit No. 11 --
I's that the 2015 recommendati on that the
Departnment of Health and Services -- Health and
Human Services prepared for the DEA on the issue
of reschedul ing marijuana?

A Yes.
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Q Ckay.

MR. McNICHOLS: At this point, Your
Honor, we nove this exhibit into evidence.

(Wher eupon, the docunent referred to
was mar ked as SAMEState Exhibit No. 11 for
I dentification.)

JUDCGE JULIUS: Any objection?

MS. MAN:  No.

JUDGE JULIUS: GCkay. Admtted.

(Wher eupon, the above-referred to
docunent marked as SAM:State Exhibit No. 11 was

received into evidence.)

MR. McNICHOLS: Thank you. Can you
turn to page 27 of this docunent, sir? Just to
get back to ny question, how we got on this
subj ect of state-level nedical marijuana
prograns, if you go to the last full paragraph
on this page, are you there at 27, sir?

THE W TNESS. Yes.

BY MR MN CHOLS:

Q Ckay, the last sentence of this
par agraph states, “Furthernore, based on the
above definition of a qualified expert, who is
an individual qualified by scientific training

and experience, to evaluate the safety and
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ef fectiveness of a drug, state-level nedical
marijuana | aws do not provide evidence of a
consensus anong qualified experts that marijuana
Is safe and effective for use in treating a
specific recogni zed disorder.” Do you see that,
sir?
A I'msorry. | was -- you were in -- you

said the fourth full paragraph, or --

MR. McNICHOLS: WMay | approach, Your
Honor ?

JUDCGE JULIUS: Yes, please.

THE WTNESS: | was scrolling while you
were speaking, and | wasn't finding the text
about what -- where you were speaki ng.

JUDGE JULIUS: Court was al so having

difficulty.
MR. McNICHOLS: That is entirely ny
faul t.
THE WTNESS: GCkay. GCkay. kay.
BY MR MN CHOLS:
Q | should have directed --

(Si mul t aneous speaki ng.)
A So you started, | think, in the mddle
of the paragraph, maybe. That's why. |'m not

sure. But yes, | --
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Q Are you at the word furthernore, sir?
A Yes. Now | am

MR McNICHOLS: And Your Honor, are you
there as well?

JUDGE JULIUS: We're on page 27, right?

MR. McNICHOLS: Yes, sir.

JUDGE JULIUS: Okay. Furthernore. In
-- you said fourth?

MR. McNICHOLS: One of ny coll eagues
wi |l show you what we're tal ki ng about, Your
Honor .

JUDCGE JULIUS: Yeah. Could you clarify
when you say page 27 -- in case there are
different Bates stanps? Thank you very nuch

THE REPORTER: Excuse ne.

MR MNCHOLS: W're |ooking at the --

THE REPORTER: Page 27.

MR. McNI CHOLS: Page nunber of the
docunent, not the Bates stanp nunber, just for
the record.

MR. McNICHOLS: Ckay.

JUDGE JULI US: Thank you for the
clarification, Counsel.

MR McNICHOLS: Yes. Apologies to the

re -- the Reporter and the Court and everyone, |
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guess that went the wong way. Are you ready,
sir?

THE W TNESS. Yes.

BY MR McNI CHOLS:

Q Ckay, yeah. The sentence | was
di recting your attention to states,
“Furthernore, based on the above definition of a
qualified expert, who is an individual qualified
by scientific training and experience, to
evaluate the safety and effectiveness of a drug,
state-level nedical marijuana | aws do not
provi de evidence of a consensus anong qualified
experts that marijuana is safe and effective for
use in treating a specific recogni zed di sorder.”

Did | read that correctly?

A Yes.

Q And to return to ny question then, it
at | east appears fromthis that in 2015, the
Heal th and Human Servi ces Departnment consi dered
state-1evel nedical marijuana prograns when
applying the eight factor analysis to marijuana
at that tinme, correct?

A Just give ne one mnute. It seens that
t he paragraph is about nedical practitioners not

being qualified. Are we talking about nedi cal
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practitioners still, or are we tal ki ng about
expert groups? Wiich are you aski ng about?

Q Wwell, I think the question is, is that
It appears fromny reading of the | anguage --

A  Yeah.

Q That at that tinme, HHS decided that the
practitioners in the nedical marijuana space
were not experts in the use of the drug, and
therefore their use of it would not be
considered by HHS in the recomendation that it
provided to DEA. That's ny question.

A The healthcare practitioners were not
consi dered then, and we did not consider them
experts for determ ning which nedical uses are
eligible under the part 1 neno. That was not
the role of evaluating healthcare practitioners
there, you know, in terns of making a decision
about what conditions they could use marijuana
with their patient.

Q If I understand you correctly, the
heal t hcare practitioners decisions about

condi tions they would recomend marijuana for

did not factor into your part 1 analysis. |Is
that right?
A It did factor in, in the sense that
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there was an assessnent of which states provided

training for practitioners that woul d be
eligible to participate in their state prograns.
That was, | think, a little variable across
states, what level of training in order to be a
practitioner that can recommend use of

mar i j uana.

Q I think you saw where | was going with
this, sir, and you can reference the part 1
analysis if you need to. W provided it at tab
2 of the binder that you have in front of you.

A  Yeah.

Q But I"'mcorrect, am|l not, sir, that at
| east according to the part 1 analysis, nobst
states that have nedi cal marijuana prograns do
not require any kind of review before a nedi cal
board before approving a particular condition to

be treated by nedical narijuana, correct?

A | think the nunber was 17 did, yeabh.
Q Qut of 43, correct?

A  38.

Q Not including Guam

A Okay, yeah.

Q Fair enough.

A Yeah.
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Q R ght? Oay. And 43, which includes
the District of Colunbia and the other
territories, that's the figure that appears in
the part 1 docunent, correct?

A | think so, yes.

Q Al right. W can use 38 if you'd
rather stick wwth the states, but in all events,
you agree wth nme that nost states that have
nmedi cal marijuana prograns do not require that
any board of doctors approve treatnent for a
particul ar condition before authorizing
treatnent for that condition using marijuana,
correct?

A  Yes.

Q GCkay. In fact, only 10 states that
have nedi cal marijuana prograns actually require
heal t hcare practitioners to have training in
marijuana before they're allowed to recomend
it, correct?

A Yes, | think that's what's reported.

Q GCay. And only two states actually
require that healthcare practitioners pass a
test in marijuana before they're allowed to
recomend it, correct?

A Yes, | think so.
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Q Gkay. And healthcare practitioners in
this context do not equate to physicians,
correct, sir?

A That is correct, | think there are
different professional qualifications eligible
to recommend.

Q Right. 1| think this came up sone
yesterday in M. Evans’ cross-exam nation, but
anong the professionals who can recommend
marijuana at the state | evel are nurses,
correct?

A | don't know that off the top of ny
head. | think so. Certainly nurse

practitioners.

Q Physician assistants as well, correct?
A | believe so, yes.

Q Psychol ogi sts, correct?

A |'mnot sure about psychol ogi sts.

Q Counsel ors?

A That's broad, | don't know.

Q Social workers?

A Broad, | don't know.

Q Gay. And aml right, sir, that at

| east according to the part 1 analysis, only 20

states that have nedical nmarijuana prograns keep
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track of adverse events of people who are using

mari j uana?

A Is that reported in the docunents? Do
you want to bring ny focus sonewhere? | don't
recal | .

Q I think if you | ook over here at table
2B, which --

A Is that --

Q Appears at the very back of the

docunent. Let ne know when you're there, sir.

M5. MAN. |'msorry, Counsel. \WWere
are we | ooking at?

MR McNICHOLS: Oh, you need the
nunber ?

M5. MAN.  Yeah. | just need a tab.

MR. McNI CHCOLS: Yeah, tab 2.

M5. MAN:  Thank you.

JUDGE JULIUS: So just for the record,
this is the July 17th, 2023 part 1 anal ysis?

MR McNICHOLS: | apol ogi ze, Your
Honor. Let's do that first. Dr. Chiapperino,
can | get you to take a | ook at the docunent
behind tab 2 before you turn to the page | was
directing you? Can you verify for ne, sir, that

t he docunent behind tab 2 is the part 1 analysis
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prepared by the Departnent of Health and Human
Services that later fed into the FDA's anal ysis
for the recommendation as to narijuana?

THE W TNESS: Yes.

BY MR MN CHOLS:

Q GCkay. What | was directing you to in
ternms of docunents there on the question of
tracki ng adverse events is table 2B, which
appears toward the end of the docunent at pages
8 and 9 of the tables. Let ne know when you're
t here.

A I'mthere.

Q Ckay. The mddle colum there has ASA
grade for dispensary operations. Do you see
that, sir?

A Yes.

Q GCay. And then in the | egend at the
very bottom when it tal ks about Anmericans for
Saf e Access, |let nme know when you're there.

A  Yes.

Q Are you there, sir?

A Yes, | am

( Si mul t aneous speaki ng.)
Q | didn’t hear what you said. Ckay. And

one of the things it says it tracks is whether
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or not -- whether states are tracking, whether
di spensaries are reporting adverse events. Let
me know when you find that in the paragraph at
the | egend under A

A | see that section, yes.

Q GCay. And if you |look at the center
col umm, whi ch keeps track of ASA grade for

nos next to the states listed there, correct?
A Yes.
Q Now, take your time if you need to,

sir, but I think if you count up the yeses in

that by the ASA standard, keep track of adverse
events. Take your tinme. Count it out for ne,
pl ease.

A  Ckay, yes.

Q Ckay. So, 18 of the states that have
nmedi cal marijuana prograns, at |east according
to this, do not track adverse events, correct?

A I'mjust reading the footnote again to
make sure it clarifies what the negative neans.

It doesn't actually explicitly say what a yes

what standard they applied in giving a yes

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com

di spensary operations, you see various yeses and

that colum, you'll see that there are 20 states

and what a no neans in this table. | don't know

459




© 00 N oo o b~ W DN PP

N D N N DD P P P PP PP PP kPP
o b~ W N P O © 00 N O O b W N B+, O

response or a no response. | don't knowif it's
just that there is no formal systemfor
reporting adverse events or if it's a
confirmation that they do not collect adverse
events. |Is that the significance of a no? |
don't know.

Q Ckay. But at least, as to the standard
that HHS put into this docunent in other words,
the ASA grade for dispensary operations, there's
no evi dence that any states beyond 20 actually
collect -- or collect information on adverse
events, correct?

A 1'd agree with that. Yeah.

Q OCkay. Now, right there in table 3 of
this docunent, the part 1 analysis, it lists the
nmedi cal conditions that pass the part 1 test
according to HHS, correct?

A  Yes.

Q Ckay. And there are 15 conditions here
rangi ng fromanyotrophic lateral sclerosis in
al phabetical order down to spasticity at the
bottom correct?

A  Yes.

Q R ght. And then over in the right-hand

columm, it lists the nunber of jurisdictions

Neal R. Gross and Co., Inc.
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t hat recogni ze that nedical condition as one
that can be treated by marijuana, correct?

A Yes.

Q Gkay. Now, not every one of those
states listed is one where the authorization to
use marijuana is recognized by entities that
regul ate the practice of nedicine, correct?

A It does seem so, yes.

Q Rght. And I think as you testified
earlier, sir, there are 17 of our 38 states or
43 jurisdictions that actually have sone kind of
board that's involved in the process for
authorizing a treatnent for a particul ar
condi tion, correct?

A  Yes.

Q So, for nost of the figures listed
here, there are states, for exanple, that may
have aut hori zed treatnent by a ball ot
initiative, correct?

A  Yes.

Q GCkay. And you agree with nme, sir, that
authorizing treatnent by ballot initiative is
not reflective of nedical science?

A  Well, I"'mnot sure. The details of a

ballot initiative wuld be whether or not the

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N o o B~ W DN PP

N DN N N MDD P P P PP PP PP PP PP
o b~ W N P O © 00 N O O b W N B+, O

462

voters favor establishing nedical marijuana.
You know, the inplenentation of it through a
regul atory program of sonme sort, | think you'd
have to | ook at what reviews states did and what
scientific information they considered before
listing the eligible conditions. | don't know
of ballot initiatives that establish the
specific therapeutic indications.

| assune the inplenentation of a
program woul d use sone | evel of evidence in
order to put a substance on the list. 1In the 17
states that do have a board, | think it's to
consi der adding new conditions. So | don't -- |
can't speak to what standard they use in
establishing the programthat first listed an
I ndi cati on.

Q But you would agree with ne, sir, that
if a state authorizes marijuana for a particul ar
condition by ballot initiative rather than by a
review board, that that is not relevant to the
question of currently accepted nedi cal use. You
agree with that?

A Not entirely. | think the ball ot
initiative leads to an activity in the state to

initiate a nmedical marijuana program The fact
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that the programis set up, whether by

| egislation or by ballot initiative, it is still
the Departnents of Health in nost cases that
have a role in setting up the individual
marijuana program |'msure that may vary from
state to state, which agency has jurisdiction to
regul ate the system but | think there are
further steps beyond the ballot initiative to
establish the particulars of the program

Q AmI right, sir, that the conditions
listed at table 3 of part 1 are the 15
conditions that HHS determ ned to pass the part
1 anal ysis?

A Yes, that was our assunption when we
recei ved this neno.

Q Gkay. And these are the only
conditions that passed the part 1 analysis,
correct? Wthdrawn. These are the only
conditions that passed HHS's Part 1 anal ysis,
correct?

A Yes.

Q Ckay. And in your analysis that you
did under Part 2, you eval uated seven, correct?

A Yes.

Q Gkay. And you determ ned that of that
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seven, three had sone |evel of scientific
support and thus passed the Part 2 test,
correct?

A Correct.

Q Ckay. And those three, | know you
covered earlier, were pain, nausea, and
anorexia, correct?

A  Yes.

Q GCay. And I know we've covered this
before, but just for clarity here, the Part 2
test of sonme scientific support is belowthe
| evel required to obtain FDA approval, correct?

A  Yes.

Q The three that you anal yzed that did
not pass the level of sone scientific support
were PTSD, anxiety, epilepsy, and then
i nfl anmat ory bowel disease, or |BD?

A Correct.

Q Ckay. And of the seven that you chose
to evaluate -- and those were, in your view,
sir, the ones that were nost likely to pass the
Part 2 test. |Is that correct?

A Well, not quite. In ternms of the nost
potential for reviewable data, so | think we've

tried to focus on where studi es were avail abl e

Neal R. Gross and Co., Inc.
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and what is the extent of use in those

I ndi cations. Sone of them nore than others, but
certainly pain is usually by far the nost -- the
i ndi cation for which npost people are using
mari j uana, although also for depression and

anxi ety.

Q | think the phrase that you used in the
mai n meno that you wote was that they were the
ones that were likely to have the nost robust
evi dence avail able for review Does that sound
correct?

A  Yeah. Yeah.

Q Ckay. Now, of the nine that you chose,
or the nine that passed the Part 1 analysis that
you chose not to evaluate, right? W should not
assunme that there would be evidence that woul d
allow themto pass the Part 2 test were you to
| ook for it, correct?

A |I'msorry. W should not assune -- say
It again.

Q The ones that you chose were the ones
that were likely to have evidence one way or the
ot her that would support -- that you coul d
anal yze to assess --

A Yeabh.
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Q Their suitability, correct?

A Yes.

Q GCkay. So the ones that you didn't
choose, nobody on the outside should assune that
there woul d' ve been evidence that woul d show
that they would pass the Part 2 analysis if you
didn't include them correct?

A Correct.

Q GCkay. Now, the three conditions that
you determ ned woul d pass the Part 2 anal ysis,
those are not the only three conditions for
whi ch marijuana is used for treatnent in the
United States, correct?

A Correct.

Q Geat, right, and the 15 conditions
t hat passed the Part 1 analysis, those are not

the only conditions for which marijuana is used

totreat in the United States as well, correct?
A Correct.
Q In fact, there are dozens, if not nore

t han 100, conditions around the United States
being treated in nedical marijuana prograns that
have never passed the Part 1 test, never passed
the Part 2 test, and never obtained FDA

approval, correct?

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN PP

N D N N DD P P P PP PP PP PP PP
o A W N P O © 0 N O O b W N B+, O

467

A Correct.

Q And in fact, sone of those conditions
t hat have been authorized in state marijuana
prograns have actually been recomended agai nst,
correct?

A  Yes.

Q Sone of them are even contrai ndi cat ed,
correct?

A |I'mnot sure about contraindications.

Q Ckay. Well, sir, you agree with ne
t hat based on the review of the data that PTSD,

or post-traumatic stress disorder, is a
condi tion for which people are taking nedical
mar i j uana under state nedical marijuana
programs, correct?

A Yes.

Q And you reviewed that as part of your
Part 2 analysis, did you not?

A W did.

Q And you concluded that the risks of
adverse events fromtaking nmedical marijuana,
according to the science, outweighed the
benefits of taking it, correct?

A Yes. That was our finding, | think.

Q Right. Now, | want to talk to you

Neal R. Gross and Co., Inc.
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about how you ended up with seven conditions.
Am | right that of the seven conditions that you
put into the Part 2 analysis, one of them was

not one that passed HHS's Part 1 anal ysis,

correct?
A Correct.
Q It never passed the test of a program

for which there was w despread experience under
a state program where nedi cal use is recogni zed
by entities that regulate the practice of

nmedi cal prograns, correct?

A Correct.

Q GCkay. That's one that FDA backfill ed
after getting the list fromHHS, correct?

A Correct.

Q And was it part of the plan all al ong
that you would be able to add in different
conditions that did not pass the Part 1 test of
HHS when you were conducting your Part 2 test?

A Let ne think about that, the condition
you' re tal king about is anxiety?

Q Correct, sir.

A And | think anxiety is sort of
coincident with sone of the indications that are

on the list. There are a |lot of conditions here
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where that patient popul ation would al so suffer
fromanxiety. So | agree with you that anxiety
Is not explicitly listed here, but given what we
found in the | andscape analysis as to the
W despread use anpong patients for anxiety,
whether it was part of the programor not, it is
certainly often associated with many of these
ot her therapeutic indications.

| think FDA was interested in know ng
what is the state of evidence for sonething that
peopl e are using. Seventy percent of users
admt to sonetines using marijuana for anxiety -
- if they're using it for a nedical purpose,
it's sonething |ike 70 percent of the tine for
anxiety. That was very significant to us, and
it's related to other conditions, so we chose to
look at it. Now, if that had been the only
i ndi cati on where we ended up finding credible
scientific support, | could certainly understand
maki ng a case that it didn't pass part 1, why
are you even looking at it in part 2? 1t should
be invalid. It turns out being that we did not
find credible scientific support and it really
Isirrelevant to the three conditions that we

di d.
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Q Let's go back on that for a second,
sir. |In choosing to anal yze anxi ety under the
Part 2 anal ysis, you picked a condition that was
not |isted anong those that HHS had sel ect ed,
correct?

A It was not in the table, yes.

Q Gay. In fact, you picked it even
t hough, as HHS had concluded, it was illegal in
sone jurisdictions to recomend marijuana to
treat anxiety, correct?

A That | don't know.

Q Wll, let's —

(Si mul t aneous speaki ng.)

A | don't know where it is listed that it
is illegal.

Q Al right. well, let --

A It may be. | just don't have that

know edge nysel f.

Q Wll, let's take a look at this here if
you go back to tab 2. Can you go to -- let ne
know when you' re there.

A 2A?

Q 2A

A Oh, I'msorry. Wll, we're in tab 2.

What table or what section?
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Q Yeah. |It's tab 2, Table 2A

A Yeah.

Q And let nme know when you're there.

A Yes.

Q Ckay, if you go to page 4, which has
Del aware at the top -- let ne know when you're
t here.

A  Yeah.

Q Ckay, and in the far right colum, it
lists anxiety as one of the nedical conditions
that is denied in Del aware, correct?

A Ckay. Yes.

Q GCkay. And if you go to the next page,
where we have New Hanpshire in the far right
columm, according to Table 2A, anxiety is denied
i n New Hanpshire as an authorized nedi cal
condition that you can treat with marijuana,
correct?

A Correct.

Q But you included it in your Part 2
anal ysi s anyway, correct?

A Yes.

Q Gkay. Now, in your discussion with M.
Man yesterday, you tal ked about the Part 2

analysis in terns of five buckets. Do you
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recall that, sir?
A  Yes.
Q Let nme see if | can go through those

with you. The first of themwas, | think, what

you'd call the national surveys. |Is that right?
A  Yes.
Q And anong those were ICPS, correct?
A  Yes.
Q And what's that stand for?
A International Cannabis Policy Survey.

Q And a few of the others were the
Nati onal Survey of on Drug Use and Health, correct?
A Yes.
Q | don't have -- Mnitoring the Future, or MIF,
I S anot her one?
A  Yes.
Q And then the other one was BRFSS,
correct?
A Correct.
Q Ckay. The second bucket, | think, was
the systematic literature review conducted by
the University of Florida, correct?
A Yes. Correct.
Q Ckay. And then the third was the

review by FDA's own nedical officer team
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correct?

A Correct.

Q The fourth were the state surveys in
Maryl and and M nnesota, correct?

A Yes.

Q And then the fifth one was your
anal ysis of drugs that FDA had approved t hat
have sone relation to marijuana, correct?

A Yes. Correct.

Q Gkay. Those are the five buckets.
Now, this cane up a little bit earlier in your
testinmony, | think, when M. Kenneally was
aski ng you questions, but there was actually a
si xth bucket listed in your report, correct?

A |'mnot sure which one, maybe you can
just say what was |isted?

Q Yeah. Your report -- now, this didn't
cone up yesterday in your analysis, but you
woul d agree with ne, sir, that you al so
conditioned the statenents from nmaj or nedi cal
organi zati ons under the classification of expert
opi ni ons, correct?

A Oh, yes, we did.

Q Ckay.

A  Yeah.
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Q And this is covered, | think, at 4.17
of your Part 2 analysis, which is provided to
you at tab 3.

A kay.

Q O actually, it's 4.7, sir. |'mjust
| ooking at the table of contents. But can you
verify for ne that the | abel you gave to this
was Summary of Expert Opinions and Position
St atenments, correct?

A  Yes.

Q And what you were collecting there and
analyzing in this portion of your report,
begi nni ng at page 89, were the statenents on of
maj or nedi cal organi zati ons about the
appropri ateness of using marijuana as a form of
treatnment, correct?

A  Yes.

Q Ckay. The particular organizations
that you listed there were the ones that had
expertise that was relevant to the conditions
under di scussion, correct?

A Yes. | amstill trying -- you said
page 89. Can you use the nunber in the bottom
right corner? Was that page 89?7 Is it that
page 89 or by the docunent?
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Q By the docunent, sir. 1'mgoing to
send soneone to help you with this, though.
A  Yeah.

JUDGE JULIUS: Yeah. The Court is also
having difficulty finding where you' re talking.

MR. McNICHOLS: That's our fault, Your
Honor. We'll address that swiftly.

JUDGE JULIUS: Thank you.

MR PH LLIPS: Wat is the page nunber
here so that the judge can try and get it?

MR MNCHOLS.: I'mtrying to -- let ne
get to part 3.

MR PH LLIPS: It's going to be beyond
t he survey section, after that.

THE WTNESS: Yep. So it was section
417 or?

MR, McNICHOLS: | said 417 initially,
sir -- 1 think it's just 4.7.

THE WTNESS: Ch, 4.7. kay. Let's
see, 4.2, 4.5, yes, toward the end of this.
Ckay. So —

JUDGE JULIUS: It looks like it's page
198.

THE W TNESS: 198.

JUDGE JULIUS: Item 252 on the Bates
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st anp.
THE WTNESS: Correct, I’mthere, too.
MR. McNI CHOLS: Thank you, sir.
THE WTNESS: |'mthere, too.

BY MR MN CHOLS:

Q Are you there?

A Yes.

Q And these are the organizations that
you listed for their expertise in the particular
conditions that were under analysis in the part
2 test, correct?

A Correct.

Q And what you've listed --

JUDGE JULIUS: Sir, | will stop you
right there, just to let you know the tine for
your opposing states has expired. You also are
representing SAM so if you'd Iike to continue
with your tine, that will start the clock on
your SAM ti ne.

MR. McNICHOLS: That's. And is -- it's
11: 30 right now.

JUDGE JULIUS: It is.

MR McNICHOLS: Is it the Court's
preference to go to noon?

JUDGE JULIUS: That woul d be ny
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preference. | also know the difficulties that
can conme from bifurcating exam nations, so if
you want to find a good place to stop, we can
pause then, and we can adjust our |unch hour
accordi ngly.

MR McNICHOLS: Wth that in mnd, why
don't 1, | guess, round out or finish ny
exam nation on this particular topic, and then
we can break if that's suitable to the Court and
the w tness?

JUDCGE JULIUS: Sounds |ike a plan.

MR. McNICHOLS: Al right, great.

JUDGE JULI US: Thank you.

MR. McNI CHOLS: Thank you. Now --

M5. MAN: So just -- I'msorry. Just
for clarification, so now we're starting the SAM
clock tine?

MR. McNICHOLS: Now this is SAM tine,
correct.

M5. MAN:  Ckay, | just wanted to nake
sure.

MR- McNI CHOLS: Correct.

M5. MAN. Ckay. | just wanted to make
sure. Thank you, Counsel.

MR. McNICHOLS:  Yes.
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JUDGE JULIUS: So the one hour starts
Now.

MR. McNICHOLS: Now here in 4.7, under
Summary of Expert Opinions and Physician
Statenents, you've |isted the professional
organi zations that you thought had expertise
that was relevant to the conditions under
analysis in part 2, correct?

THE WTNESS: Correct.

BY MR MN CHOLS:

Q And as you described it in your report,
the vast majority of these professional
organi zations did not recomend the use of
marijuana in their respective specialty,
correct?

A Correct.

Q And in fact, the American Psychiatric
Associ ation actually specifically recommended
against it, correct?

A Yes, that's correct.

Q Rght. Onthe idea that it actually
has been known to worsen psychiatric conditions,
taking marijuana, that is, correct?

A Correct.

Q Gay. And in the sanme, one of the
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associ ations -- or the organi zations that you
listed here as to pain was the International
Associ ation for the Study of Pain. You listed
that as well, correct, sir?

A Yes.

Q Gay. And they do not endorse the use
of marijuana or recomrend the use of narijuana
for the treatnment of pain, correct?

A Yes. They say specifically that the
evi dence base regarding efficacy and safety
fails to reach the threshold at which I ASP can
endorse their general use for pain control. As
you know, in our findings, we focused nore on
neur opat hic pain specifically as providing
evi dence of sone benefit with credible
scientific support.

Q W'Il cone back and tal k about that,
sir, when we get into the rest of your report.
Those are ny questions, Your Honor, as to the
sixth bucket, as | call it. |If thisis a
suitable tine to break in the mddle, we can go
to lunch now.

JUDCGE JULIUS: That sounds |ike a good
plan. W'IlIl still take just the hour, so

instead of from12:00 to 1:00, we'll go from
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11:30 to 12:30. So we'll still do the hour
lunch. 1I'll see everyone back here at 12:30.
Please be safe out there. It is very warm.
Stay cool, get water, hydrate, all that good
stuff. We'll be in recess until 12:30. Thank
you.

MR. MCNICHOLS: Thank you.

THE LAW CLERK BAILIFE: All rise.

(Whereupon, the above-entitled matter
went off the record at 11:31 a.m. and resumed at
12:31 p.m.)

JUDGE JULIUS: A good lunch, and we are
ready to resume with SAM cross-examination.
Sir, if you would please retake the witness
stand.

And, Counsel, whenever you're ready.

CROSS-EXAMINATION

BY MR. McNICHOLS:

Q Sir, have you had any discussion with
anyone about your testimony during the lunch
break?

A No.

Q Before we took off for lunch, we were
talking about the five buckets that fed into

your Part 2 analysis for currently accepted

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com


GEPhillips
Cross-Out


© 00 N oo o b~ W DN PP

N D N N DD P P P PP PP PP PP PP
o b~ W N P O © 0 N O O b W N B+, O

481

medi cal use.

And, | think you agreed earlier that
the first one consisted of the national surveys,
groups |ike ICPS, NSDUH, MIF, and then anot her
one. Is that famliar?

A The RFSS, yeah.

Q R ght. Gay. And, the national
surveys will give you informati on on patterns of
use, correct?

A  Yes.

Q GCkay. And, you agree with ne that
surveys are not studies?

A They're a formof studies. They're --

Q Rght. WlIl, they're not doubl e-
bl i nded, right?

A No.

Q They're not placebo-controlled?

A I'mtrying to think. Sonetines there
are observational st -- no.

Q GCkay. Right. And, for that reason,
you did not |look to that group of studies for
proof of the efficacy or the effectiveness of
marij uana, correct?

A No. | nean, correct, yeah.

Q Gkay. Now, the state surveys from
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Maryl and and M nnesota, simlarly, those are not
doubl e- bl i nded studi es, correct?

A Correct.

Q They're not placebo-controll ed,
correct?

A Correct.

Q R ght. And, in the sane vein, you did
not look to them for proof of efficacy of
nmedi cal marijuana, correct?

A Correct.

Q Gkay. And, you also nentioned as one
of the buckets, the FDA-approved products that
contai ned THC or sone other cannabinoid, is that
right?

A It was dronabinol, which is one of the
stereoi soners of Delta-9 THC

Q Right. And, the particular drugs that
you | ooked at | think were Marinol, Syndros,
Cesanet, and then Epidiolex. |Is that right?

A  Epidiolex, Cesanet, | think, and yes,
the other two, Marinol and Syndros.

Q Ckay. Now, you agree with ne, sir,
this nmay be obvious, but none of those
substances are actually nmarijuana, correct?

A Yes. Agreed.
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Q They're not within the definition of
marijuana that you used, correct?

A Dronabinol is a conpound in marijuana.

Marijuana's definition says all conpounds, all
preparations, derivatives. Dronabinol as a
chem cal entity, is chemcally identical to
conmpounds in marijuana.

And, also would contribute to the 0.3
percent standard that nakes nmarijuana,
mar i j uana.

Q The products that we're tal king about,
sir, by your analysis in the Part 2 nmeno that
you prepared, do not fall under the definition
of marijuana, correct?

A Correct.

Q And, you agree with ne that there are
limts on the concl usions you can draw about
whet her they work when they are refined
substances, rather than marijuana itself,
correct?

A It is a scientific question to
I nvestigate, yes.

Q Gkay. And, none of those drugs, FDA-
approved drugs, are approved for the pain

i ndi cation, correct?
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A Correct.
Q Gay. And, of those drugs, | think, is

it called Cesanet?

A | believe so, yeah
Q | was mspronouncing it earlier.
A You know, I mght be the one

m spronouncing it.

Q Either way, sir. W'IlIl --

A Either way, either way we choose.

Q GCkay. Al right. But, Marinol,
Syndros, and Cesanet are all drugs that use THC,
correct?

A No. Actually, Cesanet uses a keto
anal og of THC. It has a double bond to oxygen
in place of a nethylene CH2 group.

Q Ckay. And, does that Iimt the kind of
concl usions you can draw from Cesanet because it
does not have THC?

A Yes. Yeah.

Q Mkes it |ess anal ogous to marijuana,
correct?

A Yes.

Q Ckay. But, for Marinol, Syndros, and
Cesanet, those drugs -- oh, wait a mnute.

A You know, while you're looking, |'m
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al so going to turn to the page where we di scuss

that, if you don't mnd. Just give nme a mnute.

Q | donot, sir. [|I'mlooking there as
well. Yeah. It's in Tab Three of the report.
A Um hum

Q And, | think the page nunber at the
bottom well, hold on, let ne help you out.
Section 4.6., ny colleague is going to nmake sure
we get on the right page.

A Ckay.

JUDCGE JULIUS: And, just to be clear
for the record, we're |ooking at which docunent?

MR. McNICHOLS: This is Part 2 of Dr.
Chi apperino's analysis. It is included within
ALJ Exhibit 1, and part of Governnent's Exhibit
3.

But, | broke it out into three just so
it would be easier to find stuff.

JUDGE JULIUS: Thank you, Counsel.

MR. McNI CHCOLS: Yes, sir.

THE WTNESS: This is 4.2 only. Now
|"'mat 5.6 here.

MR, HARRI NGTON:  You guys don't have
t hose nunbers for us?

MR MN CHOLS: John does.
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1 MR, HARRI NGTON:  Ckay.

2 THE WTNESS: Tab 3?

3 MR. McNICHOLS: Tab 3.

4 MR, HARRI NGTON: 4. 6.

5 JUDGE JULIUS: | think it's page 197 of
6 252 on the Bates.

7 MR. McNI CHOLS:  Yeah.

8 THE WTNESS: Thank you. GCkay. Thank
9 you.

BY MR MN CHOLS:

Q Gay. M question to you concerns the
schedul i ng of these anal ogs that you've listed
here in section 4.6.

Now, | think you said that Marinol is a
subst ance that contains a synthetic version of
THC, correct?

A Correct.

Q And then, Syndros also contains a
synthetic version of THC?

A Synthetically derived, yes.

Q Gkay. And then, Cesanet is the one
that is a synthetic analog of THC, correct?

A Correct.

Q Ckay. Now, Syndros and Cesanet are
both controll ed under FDA Schedule Il, correct?

N
6]}
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A Syndros is controlled in Schedule I
and Cesanet, yes.
Q R ght. And, drugs in Schedule Il are

t hose that have a high risk of abuse, correct?

A Correct.

Q Rght. 1In fact, the only difference
bet ween Schedule |I and Schedule |1, is that
drugs in Schedule Il have a currently accepted

medi cal use, correct?

A Correct.

Q So, two of the three drugs that you
have here as analogs to marijuana that contain
ei ther THC or an anal og, are deened by the FDA
to have a high risk of abuse, correct?

A Yes. They were controlled at their
respective tines in those Schedul es, which are
now ei ght years ago, or seven years ago for one
and many years ago for the other.

Q And, as of today, though, ny question

is that's still correct, correct?
A Yes. The Schedule Il status is still
correct.

Q Right. And, as of today, they're still
deenmed by the FDA, therefore, to have a high

ri sk of abuse, correct?
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A There's been no reeval uation of the
drugs by FDA. They are deened by DEA to still
be controlled in Schedule |1, yes.

Q Wich neans, sir, to ny question, they
have a high risk of abuse by FDA standards?

A By FDA standards, that's a different
guestion, yes.

Q And, inlight of the limtations of the
surveys and the drugs thenselves, am|l right,
sir, that in your analysis of the efficacy of
marijuana for these particular indications, that
you were primarily relying on the literature
revi ew conducted by the University of Florida,
and the literature review conducted by the
medi cal officer team at FDA?

A Yes. | think those are the two nore
significant contributions to the review

Q R ght. And, those were buckets two and
three in the list that we tal ked about before --

A  Yes.

Q Correct?

A Yes.

Q GCkay. Now, as between those two
literature reviews, sir, aml right in

understanding that the University of Florida did
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a deeper dive into the literature than the
medi cal officer team at FDA?

A No. | don't -- | can't say yes or no
to that question. | think they both did
I ndependent systematic reviews.

| can't qualify one as being nore
conprehensive than the other. | think they were
simlar efforts,

Q Well, you described this yesterday as
bringing in the University of Florida as
sonet hing of a resourcing issue. You recall
that testinony?

A Yes, | do.

Q Ckay. And, the University of Florida
teamwas fromthe Epidem ol ogy Departnent. You
recall that?

A | believe that nost of themwere in the
Depart nent of Epi dem ol ogy.

Q GCkay. And, how many people did they
have wor ki ng there?

A um - -

Q Let's get -- withdrawn. How nmany
peopl e did they have working on this particul ar
proj ect ?

A | cannot say. | was only in
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di scussions that had representatives of the
group. And, the Ofice of Surveillance and
Epi dem ol ogy served nore as a prinmary contact
from FDA.

Q GCkay. Wwll, can you tell nme how nany
people in the FDA's nedical officer group were
involved in reviewng literature as part of this
revi ew?

A  Two within ny teamand a person and
their teamleader in the Ofice of Surveillance
and Epi dem ol ogy nedi cal use team not non-
nmedi cal use teamthat did the epi dem ol ogi cal
dat a anal yses on harns.

Q Sounds like three people.

A  Four, yeah.

Q Four. Do you know whether the group at
the University of Florida was bigger or smaller
than four?

A |t maght have been four, because there
were only two that | renmenber by -- fromthe
neetings that we had in the beginning of the
pr ocess.

Q The reason for ny initial question
about the deeper dive, sir, was that in your

description, in your report --
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A  Yeah.

Q It appeared you stated that the nedical
officer teamdid a review of neta-analyses. |Is
this ringing a bell?

A Yes.

Q GCkay. And, what is a neta-anal ysis?

A A neta-analysis is when you bring in
sonme nunber of studies that have a simlar
enough design to be considered conparable to
each other, where you m ght pool the data to see
the results of that neta-analysis.

Q Rght. And, the neta-analysis is the
pooling of the data from ot her i ndividual
studi es, correct?

A  Yes.

Q Geat. Raght. And, the University of
Fl ori da, though, actually went and revi enwed
study by study, correct?

A Yes.

Q Geat. And, in fact, the studies that
they reviewed were worked out with you
bef or ehand.

You agreed on search ternms, and date
ranges, and dat abases, and things |ike that,

correct?
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A Correct. But, they also | ooked for the
opportunity for neta-anal yses.

Q R ght. But, where |"'mgoing wwth this
t hough, is that the FDA s review team | ooked
only at the neta-anal yses, not at the individual
studi es, correct?

A | think that the nedical officer |ooked
at a systematic literature review. And, |
think, he did |look at the references in that to

see what studies were included in it.

Q Ckay.
A | can't speak to the details right now
as to what he did. But, | think, it involved

| ooking at individual studies, even if it was a
systematic literature review.

Q GCkay. And, when you say even if it was
a systematic literature review, you nean he
woul d have reviewed it at one |evel of renoved
in a pooled data, rather than at the individual
| evel , correct?

A |I'msaying he may have done bot h.

Q You don't know.

A | don't know at this nmonent, no.

Q GCkay. Geat. Now, when did your team

or excuse ne, when did the FDA's team start
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doing the literature review that fed into your
anal ysis here, sir?

A  Probably by March

Q Ckay.

A  Yeah.

Q And, when did the University of Florida
teamfinish its review?

A | think we got their report in July.

Q GCay. So, in other words, both teans
were - -

A Maybe, | think actually, I'msorry, not
to interrupt you, but, I think there were
actually two reports, one on non-nedi cal use,
one on nedi cal use.

| think we received them a few weeks
apart. And, | don't recall in the nonent which
one we received first.

Q Al right. But, it sounds |like the two
teans that were involved in the literature
review were working in parallel. |s that
correct?

A Correct. Yeah.

Q Al right. Now, as to the pain
i ndication, | think yesterday you said that the

FDA' s nedi cal officer team and the University of
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Florida's teamthat did the literature review,
shared the sane view of what the data showed.
s that fair?

A | think | said that, yes.

Q Ckay. Wwll, you see, that's at odds,
at least how | read the report, which seened to
suggest that University of Florida's team
t hought, as to the pain indication, that the
data was i nconcl usive or m xed.

You recall witing that in your report?

A | recall reading that, yes. | didn't
wite that section, yes.

Q GCkay. Wwll, did the FDA s nedi cal
officer teamthat did the literature review,
share the view of the University of Florida team
that the data was inconclusive or mxed as to
the pain indication?

A So, the University of Florida teamis
providing a work product. The nedical officer
team and CSS is both doing their own review
separately.

And, they're al so responsible for
witing the CAMJ Part 2 docunent. So, they al so
had the responsibility of summarizing results of

the University of Florida report.
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So, in bringing in the University of
Florida report summary as Section 4 point
sonet hing UF, that was witten by the nedical
of ficer reading the University of Florida
report, docunenting their findings, and then
writing about his own findings.

Q Right. But, ny question to you is not
that, sir.

A  Yeah.

Q M question to you is where, whether as
to the pain indication, the FDA team agreed with
or disagreed with the words witten in the
report --

A  Yeah.

Q That the Florida teamthought the
results were inconclusive and --

A  Yes.

Q Mxed on the pain indication. D d they
agree with that?

A Yeah. | think they disagreed wth the
UF t eam and concl uded t hensel ves from a broader
| ook at the data that there was support.

Q GCkay. That's where I'mgoing wth
t hi s.

A Yeah.

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN PP

N DN N N MDD P P P PP PP PP PP PP
o b~ W N P O © 00 N O O b W N B+, O

496

Q So, as between the two reads of the
data and the one that ultimtely ended up in the
ei ght-factor analysis here --

A Um hum

Q O, excuse ne, the currently accepted
nmedi cal use analysis, you went with the review
of the FDA team not the view of the Florida
team correct?

A Yes. The review of the FDA team
focused al so on neuropathic pain individually as
a special category of pain, which is common in
drug approvals to have specific painful
conditions with their own approval.

Not everything could be, could neet
approval for a broad pain indication. Sone
t hi ngs have to | ook at a specific disease
condition in order to find a patient population
t hat benefits.

So, as we testified earlier, you only
need one currently accepted nedi cal use. The
nmedi cal officer thought about that through the
| ens of many potential specific pain
i ndications, and his findings is based nore in
the finding for neuropathic pain as show ng

better efficacy.
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| shouldn't use the word efficacy, nore
effectiveness that neets the credible scientific
support standard.
Q Ckay. But, the University of Florida
and the teamthat you hired to review the

literature, they reviewed the sane studies,

correct?
A Correct.
Q Ckay.
A | believe they were the sane.

Q And, they thought on the neuropathic
pain condition that the literature on that point
was i nconclusive or m xed, correct?

A | would have to | ook at their section
that we summari zed here, on whether it's
specific to neuropathic pain. | don't know
of fhand how it was summari zed.

Q Ckay. Now, you nentioned earlier that
one of the professional organizations that you
reviewed in considering the pain indication was
the International Association for the Study of
Pain. |s that correct?

A Yes, correct.

Q Ckay. And, one of the libraries that

you had the University of Florida team | ook in
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for their literature review was call ed Cochrane,
correct?

A | believe so, yes.

Q Yeah. And, that is, for everybody,
that's a database of nedical literature,
correct?

A Yes.

Q Gkay. So, and they would have | ooked
or been instructed by your office to | ook for
t hi ngs that bore on neuropathic pain, correct?

A | do not knowif the directive to them
was that specific when we discussed the
i ndi cations that we wanted themto revi ew

There were al so neetings that happened
that did not have ne present. So, because this
was a task that was allocated to the nedical
officer team that | was nonitoring progress, et
cetera.

So, | don't know how specific the
directive was to | ook at or no, don't bother
| ooki ng at subcat egories of pain.

Q Ckay. Wwll, let me ask you this, sir.

Is it fair to say, based on your understandi ng,
that it was the neuropathic pain indication that

ti pped the bal ance for pain in favor of a

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN PP

N DN N N DD P P P PP PP kP PP PP
o A W N P O © 00 N OO O b W N B+, O

499

currently accepted nedi cal use?

Am | understandi ng your testinony
correctly?

A | think that the broad pool of pain
studi es, when pool ed, showed a treatnent
benefit. | think the treatnment benefit that it
showed was small, and we noted adverse events.

| don't know if w thout the neuropathic
pai n specialty we woul d have consi dered those
m xed results and that small margi n neeting our
credi ble scientific support. | don't know,
because that wasn't the conversation.

We knew that we could concl ude on the
basi s of neuropathic pain that the standard was
met .

Q GCkay. | think I understand what you're
saying, is that wthout the neuropathic pain
data, you don't know whet her or not you woul d
have been able to nake a finding that pain was a
currently accepted nedical use for marijuana.
|s that correct?

A | think that's fair, yes.

MR. McNICHOLS: GCkay. Al right.

Ckay. GCkay. |'m handing you a docunent, sir,

that's not been marked as an Exhibit yet. But,
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we're going to ask to have it marked as SAM
Exhi bit 45.

(Wher eupon, the above-referred to
docunment was marked as SAM Exhi bit No. 45 for
i dentification.)

MR McNICHOLS: And, | want you to take
a look at it. And, it says on the front,
Cannabi s- Based Medi ci nes for Chroni c Neuropathic
Pain in Adults.

And, it appears to be found within the
Cochrane Library. You see that, sir?

THE WTNESS: Yes, | do.

BY VR MN CHOLS:

Q Ckay. And, the authors of this are
soneone naned Micke, Phillips, Radbruch, Petzke,
and Hauser. You see that, sir?

A Yes.

Q Ckay. And, this docunent, at |east at
the bottom suggests a copyright of 2018, for
t he Cochrane Col | aborati on.

You see that, sir?

A Yes.

Q Right. So, this would have been a
docunent in existence at the tine you were doi ng

your review, correct?
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A  Yes.

Q Gay. And, if you go to page two on
this docunent, which is actually the fourth page
in, there's sonething called the plain | anguage
sumary.

And, |et nme know when you're there.

A |I'mthere.

M5. MAN:  Your Honor, the --

MR. McNICHOLS: And, what it says on
this is, bottomline --

JUDCGE JULIUS: |Is there an objection or
sonet hi ng?

M5. MAN: There is. | think we're
m ssing a few questions about whether or not
this was considered in his review. Because, if
he considered it in his review, | think it's
fair gane.

But, if he didn't consider this in his
review, then | would ask that the Court find
that the Touhy letter does not allow himto
opi ne on sonet hing outsi de of what he consi dered
for his review

JUDGE JULIUS: Well, | think, so far
he's just been asking himto verify what the

docunent says on its face.
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M5. MAN. Sure. But, the next question
iIs going to be an opinion. And, I'll have an
obj ection there.

But, | think we're mssing a couple
ground | ayi ng, sone foundational questions.

JUDCGE JULIUS: 1'mgoing to overrule
the objection for now | think, he's just
asking himto verify what the docunent says at
this point.

|f we get to sonething that's
obj ectionable, I will hear further objections.

M5. MAN. That's fair.

JUDGE JULIUS: But, at this point I'm
going to overrule the objection, and you can
conti nue your questions.

MR. McNICHOLS: Thank you. And, if you
turn with nme, let nme know when you're on page
two, sir.

THE WTNESS: Yeah, I'mon it.

BY VMR MN CHOLS:

Q And, what it says under plain-|anguage
sunmary, under the phrase bottomline, is there
Is a lack of good evidence that any cannabi s-
derived product works for any chronic

neur opat hi ¢ pai n.
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Do you see that, sir?

A | see it.

MR. McNICHOLS: GCkay. Can we nove this

I nto evidence now, Your Honor?

JUDGE JULIUS: Any objection?

M5. MAN:  No objection.

JUDGE JULIUS: Al right. SAM Exhibit
45 w Il be adm tted.

(Wher eupon, the above-referred to
docunent was received into evidence as SAM
Exhi bit No. 45.)

MR. McNI CHOLS: Thank you, sir.

Now, anot her indication for one of the
ones that passed the Part 2, part of your
anal ysis was that of anorexia, correct?

THE W TNESS. Yes.

BY MR MN CHOLS:

Q And, | believe you testified yesterday
that the University of Florida team and the FDA
team shared the view as to the current nedical
use, currently accepted nedi cal use of anorexia.

|s that correct?

A  Yes.
Q Ckay. WwWll, as | was review ng your
report, | actually had a different take on it.
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There it |1 ooked like the FDA's review of the
nmet a- anal ysi s showed m xed results.
| s that consistent with your
recol | ection?
A | would have to |look. But, | won't
argue the point now. Yeah.
Q Wwell, I have sone tine left in the

Cross-exam nation, Sir.

A kay.

Q Let's go to page 26 --

A  Sure.

Q O Tab 1, which is the main report, the
final one and the recommendati on that went over
t o DEA

A  Yeah.

Q Thank you.

A Yes.

M5. MAN: |'msorry Counsel, Tab 1?
JUDGE JULIUS: I'msorry Counsel, could

you repeat where you're | ooking?

MR. McNICHOLS: Yeah. W're going to
square this away right now Before any questions
t hough, sir.

M5. MAN. Could you do ne a favor,

Counsel --
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McNI CHOLS: Page 27.

MAN:  Which tab is that, gentlenen?
McNI CHOLS:  Tab 1.

HARRI NGTON:  On the Governnent's

22D 3

Bates stanp, it's page 27.

M5. MAN. Tab 1?

JUDGE JULIUS: This is at Governnent's
Exhibit 3. |Is that right?

MR, HARRI NGTON:  Yes, Governnent's
Exhi bit 3.

JUDGE JULIUS: |Is that August 29, 20237

Ckay. | just wanted the record to be clear
about what docunent we're |ooking at. Thank
you, Counsel.

MR McNICHOLS: Yeah. Now, just to ny
point, you can read it on here if you need to,
sir, but ny question ultimately was that the
FDA's view of the literature on the anorexia
i ndication was that it showed m xed results,
correct?

THE W TNESS: Wi ch paragraph on that
page are you | ooking at?

MR. McNICHOLS: Well, actually, may |
approach the w tness?

JUDGE JULIUS: Yes, you may.
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MR McNICHOLS: It's this, sir. This
Is the one I would | ook at.

THE WTNESS: Ckay. Yeah, | see
anorexia there. Ckay.

BY MR MN CHOLS:

Q Thank you. Can you verify for ne
there, sir, that as the FDA's findings are
descri bed in that paragraph, the results of the
literature review were m xed as for the anorexia
I ndi cation, correct?

A Wll, the sentence before it lists
three indications, anorexia, nausea and
vomting, and PTSD. Then there is a however
st at emrent about FDA, and we only speak about
PTSD, so.

Q Actually, | disagree, sir. Let's drill
down on that. Let's be very careful. | see the
sentence you're tal king about.

UF, which neans University of Florida,
correct?

A  Yes, yes.

Q Found that there is low to noderate
qual ity evidence supporting the use of marijuana
as a nedical treatnent for outcones in anorexia,

nausea and vomting, and PTSD. Do you see that?
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A  Yes.

Q Gkay. And, after that, however, FDA
review of systematic review showed m xed results
for these indications.

And, | thought indications there
referred to the sane ones that were nentioned in
the prior sentence. Do you see that, sir?

A  Yes.

Q Gkay. In other words, that sentence
verifies that according to FDA's literature
review, the results for the anorexia indication
were m xed, correct?

A | see that that is a -- yeah, it could
be that neani ng.

Q Ckay. So, as to the anorexia
i ndication, in concluding that a currently
accepted nedi cal use had been established for
that indication, you went with the views of the
Uni versity of Florida rather than the views of

t he FDA based on reviews of the literature,

correct?
A | agree that there is a problemwth
the way that sentence is witten. If | may, |

think that, to be clear, the |low to noderate

quality of evidence, and I think you know this
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as well, nmeans that with a noderate quality of
evi dence, the actual result is probably simlar
to the observed result.

So, that was considered neeting the
credi ble scientific support standard. So, UF is
saying that the standard is net for those three
I ndi cati ons.

We do have a sentence after that that
suggests that all three of those findings are
sort of questionable, and that is problematic
wor di ng. However, | don't think there was ever
di sagreenment between FDA and UF in all three of
t hose indications.

Q But, isn't --

A | know that we took issue what --

Q Go ahead, sorry. Finish your sentence.
A  Okay. I'Ill et you go.

JUDGE JULIUS: Were you done with your
answer, sir?

THE WTNESS: Well, | was just going to
say the only indication that we wanted to
reverse in these findings was PTSD. Had the
medi cal officer intended to reverse views on the
ot hers, they would have chosen to.

But, the conclusion was that the only
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one that we reversed our findings versus UF was
PTSD. In that sentence, | should say.

MR. McNICHOLS: Yeah. Well, actually,
the FDA's view of the anorexia indication, |
think, is covered at 4.4.1.7 of Tab 3 of your
report.

JUDGE JULIUS: |'msorry, Counsel,
coul d you repeat that section?

MR MNCHOLS: 4.4.1.7, sir.

JUDGE JULI US: Thank you.

THE WTNESS: Ckay, getting there
al nost .

JUDGE JULIUS: And, just for the
record, this is Governnent's Exhibit 3, page 80.

It's also an ALJ Exhibit.

Just keeping track for the record of
what docunent we're actually | ooking at in real
tinme,

MR McNICHOLS: Yes, sir. Thank you.

JUDGE JULI US: Ckay, thank you.

MR. McNICHOLS: And, are you there at
section 4.4.1.7 entitled Anorexia Related to
Medi cal Conditions, sir?

THE W TNESS. Yes.

BY MR McNI CHOLS:
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Q And, does that section there summari ze
the FDA nedical officer's wite-up of the
literature as it pertains to the anorexia
condi tion?

A |I'mgoing to read nore of it. Hold on
one mnute. GCkay. |'ve, | think, digested
t hose paragraphs.

Q M question to you, sir, are those
par agraphs under 4.4.1.7 entitled Anorexia
Rel ated to Medi cal Conditions, do those
summari ze the FDA nedical officer's concl usions
as to the literature review for the anorexia
I ndi cation?

A | think this was a summation of all
avai |l abl e data on the indication. |Is 4.4 at the
begi nning entitled, what is the heading 4.4 in
the --

Q I think that says FDA Review of the

Literature, sir.

A Kkay.
Q Onthat 4.4. See what |I'm sayi ng?
A  Kay.

Q And, ny next question then, is the
bottom line, the concluding sentences of this

were, In sunmary, it appears the mpjority of
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systematic reviews covered synthetic forns of

THC with limted information supporting

marijuana's benefit related to this review
You see that, sir?

A | do.

Q Cay. Now, is it fair to say, sir,
that for each of the three indications that
passed your Part 2 analysis, that there were
conpeting interpretations of the data?

A | think there were sone different
Vi ews, yes.

Q Ckay. There was no consensus Vi ew as
to whether marijuana offered a benefit to
hel ping with these conditions, correct?

A Between the UF and FDA, there were
di fferences.

Q And, as to each of those three
i ndications, in comng to the conclusion of a
currently accepted nedical use, you went with
the interpretation that favored the currently
accepted nedi cal use, correct?

A | think | would want to read a little
bit from Section 5, Overall Concl usions, because
each of these subcategories draws conclusions in

a certain category.
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It was in Section 5 that, | think, we
pul | ed together the views of these.

Q | have alimted anount of tine, sir.

A Al right.

Q | just want, as you're sitting here --

A  kay.

Q Do you know the answer to ny question?

As to each of these three indications, did you
resol ve the doubts in favor of an interpretation
that favored a finding of currently accepted
medi cal use?

A W favored the finding listed as the
conclusion fromthe nedical officer review ng
t hese. Yeah.

Q Wichinthis case was, there is a
currently accepted nedi cal use?

A Yes.

Q Now, |I want to shift gears for just a
nmonment and tal k about the safety of nmarijuana as
to these indications, because that was al so part
of your analysis under Part 2, correct?

A Yes.

Q Gkay. And, in your discussion
yesterday with Ms. Man, it appeared as though

you gave significant weight to the state surveys
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from Maryl and and M nnesota. |s that right?

A W gave weight to them | nean,
significant, you know, it depends where we had
data to wei gh.

Sonetinmes data was |limted in the
clinical studies, so, yeah

Q Cay. Right. But, you recall
testifying yesterday on direct exam nation, for
exanple, that as to the Maryl and and M nnesot a
surveys that there were not a significant nunber
of adverse events reported?

A  Serious adverse events, yes.

Q And, not a significant nunber of
serious adverse events. kay.

A  Yes.

Q Al right. And, it just sounded as
t hough that played a part in your concl usion
that there was a currently accepted nedi cal use
for these indications, correct?

A Yes. Had we saw an unfavorable
I nbal ance of benefit versus serious adverse
events, we would not have nmade a findi ng of
credi ble scientific support, as was the case
wi th PTSD.

Q GCkay. Now, we tal ked about this a
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little bit before, sir, but | think you agreed
with ne that a survey is not the sane thing as a
doubl e- bl i nded study, correct?

A Correct.

Q Ckay. And, in fact, the studies that
you relied on here from Maryl and and M nnesot a

are ones based on voluntary participation,

correct?
A Correct.
Q Ckay.

A Wll, no. Wll, for Mnnesota, if

they're going to acquire nedical marijuana, they

must fill out a patient questionnaire.
Q Ckay.
A So, that's different.
Q Rght. Rght. But, it's -- I'mright

t hough, am | not, that neither of these state
surveys that you relied on actually included
information from patients who stopped taking
mari j uana?

A Yes, | agree.

Q GCkay. Wich could, as | think you
acknow edge in your report, skew the safety
results in a positive direction, correct?

A | think it skews nore whet her the
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patient thought that it was working for their
condition. | think, well, we did also note that
a negative experience could be the reason that
they don't conme back. That's specul ati ve.

Q R ght. But, you took that into account
when you were witing your report, correct?

A Yes. Yes.

Q R ght. And, that's a limtation of the
study, correct?

A Yes, it is.

Q Gkay. And, the effects that were
docunented in these studies, can they be defined
as events?

A Say that one nore tine, please.

Q Let mnetry alittle bit better
guestion, sir.

A  Yeah.

Q That was not. That sone of the adverse
effects that | saw captured in the Maryland and
M nnesota studies were things |ike panic
attacks, and anxi ety attacks, shortness of
breath, correct?

A | think so, yes.

Q You know, and |I'm describing those as

di screte events. Do you understand what |'m

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN PP

N DN N N DD P P P PP PP PP PP PP
o A W N P O © 00 N O O b W N B+, O

sayi ng?

A Yes.

Q Ckay. Now, what they, these studies
did not assess, though, neither the Maryl and
study nor the M nnesota one, was any |long-term
degeneration as a result of chronic marijuana
use, correct?

A Correct.

Q R ght. And, that is a concern when
you' re tal ki ng about marijuana, correct?

A Correct.

Q R ght. And, yesterday when you were
descri bi ng sone of the conditions that you saw
people taking marijuana for, | think it was in

the M nnesota study, one of them was anxiety,

correct?
A Correct.
Q Depression?
A Yes.
Q You say yes?
A Yes.
Q PTSD?
A  Yes.
Q And, bipolar disorder, correct?
A Yes. To a |lesser extent, yes.
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Q Ckay. But, all of those, right, are
mental health conditions, correct?

A Correct.

Q Ckay. And, at |least as to nental
heal th conditions, we saw earlier that the
Ameri can Psychiatric Association indication
has said that marijuana use is known to worsen
t hose conditions, correct?

A  Yes.

Q GCkay. And, as to PTSD, your own review
of the literature suggested that the risks of
adverse events outwei gh the benefits, correct?

A  Yes.

Q Ckay. And, those were all indications
that appeared in one of the surveys that you're
relying on for safety, correct?

A  That survey reveals that many of the
survey respondents were using it for that
I ndi cation, yes.

Q And, you --

A W don't connect, in that survey, we
were not able to connect reported adverse events
by indication, | don't think.

Q But, you were relying on that survey,

sir, in your conclusion that the safety of
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nmedi cal marijuana --

A  Yeah.

Q Was adequate, correct?

A Actually, those surveys served a
di fferent purpose. There was a | andscape
anal ysis where we | ooked at that data early on
to support which findings, which indications we
wer e goi ng to use.

So, even though maybe it has been
di scussed, it could be confused as a bucket of
support. It, well, has sone bucket of support.
The safety-reported adverse events are

i mportant. But, the study of indications and
ot her details about nedical use patterns were
actually helpful in making determnations as to
whi ch indications to focus on.

Q Are you saying, sir, that you did not
rely on the state surveys from Maryl and and
M nnesota in arriving at your concl usion that
marijuana was safe as to the three indications
t hat passed Part 27

A No, we did weigh safety data.

Q That's ny only question.
A  Ckay.
Q

And, the surveys are safety data,
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correct?

A I'msorry. Say that again.

Q The surveys are safety data?

A They provided safety data.

Q Al right. Now, | want to shift gears
briefly and tal k about the other conponents of
your eight-factor anal ysis.

One of which, which sort of filters
down to various factors, is a drug's potenti al
for abuse, correct?

A  Yes.

Q And, under the eight-factor analysis,
there are several of the factors which actually
bear on this to one degree or another. Do you
agree?

A Yes.

Q Gkay. Factor 1, for exanple, is
potential abuse. Factor 4, history and pattern
of abuse. And then, we can go on fromthere.

But, there's nore than one factor that
touches on the abuse issue, correct?

A Yes.

Q Al right. And, do you agree, | think
this has been established already, but do you

agree, sir, that by your analysis, as set forth

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN PP

N DN N NN DD P P P PP PP kP PP PP
o A W N P O © 0 N O O b W N B+, O

520

I n your recommendation, marijuana is the nost

frequently abused illicit drug in the United
St at es?

A  Yes.

Q Ckay.

A | want to rem nd you, though, that in

Factor 1A, it is the evidence that an individual
IS using a substance in anpbunts sufficient to
create a hazard to hinself.

So, it's, Factor 1 was not only about
potential for abuse, it's al so about outcones.
Yeah.

Q | understand. But, the other factors,
t hough, are not so limted, correct?

A Limted how?

Q Well, you said that Factor 1 is |[imted
because it's principally concerned wth things
that'll affect soneone's health.

A | don't think | said, did I say
limted, or was that your word?

| said that Factor 1A is about nore
than just preval ence of use, is what | intended
t o enphasi ze.

Q Ckay. Now, you also agree that based

on your analysis as set forth in your report,
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nost use of marijuana in the United States is
non- medi cal ?

A Yes, that's true.

Q And, non-nedical use is abuse, correct?

A Sone would argue in the case of that
use of a substance as marijuana is currently
bei ng used, often the user is using it
consistent wwth their state | aws.

So, use and abuse, we use the term non-
nmedi cal use too often to not suggest that every
use of a drug, even if it is a drug of abuse, is
not necessarily abuse.

Q One of the things that you consi der
when consi dering abuse under Factor 1 is whether
an individual is taking the drug of their own
initiative --

A Yes.

Q And not based on nedi cal advice,
correct?

A Correct.

Q So, taking the drug of your own
Initiative and not based on nedi cal advice neans
abuse, correct?

A It's one of the considerations. It

doesn't say that it neans abuse.
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Q R ght.

A It's a factor. They could be taking a
drug for a nedical purpose but not under
soneone' s nedi cal advi ce.

Q Ckay.

A | nean, you have to consider the range
of possibilities for each of the A, B, C D

Q Ckay. But, you at |east agree, sir,
that under the Factors as you've outlined them
under your report, that taking marijuana or any
drug, not because a doctor tells you to, but
because you want to, counsels in favor of a
finding of abuse, correct?

A | think that abuse is excessive use.

Q |Is that defined as such anywhere in the
docunent that you submtted to DEA?

A Not that phrase, no. | think that 1A
captures that users of a substance are, we weigh
whet her they are using the substance in a way to
cause harmto thenself or others.

Q I think you said a m nute ago, sir,
that if sonmeone is taking nedical narijuana
obt ai ned t hrough sone | egal programthat, tell
me if | get this right, that you woul d not

consi der that abuse, correct?
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A I'msorry. Say that again.

Q Yeah. |f soneone is taking marijuana
where it's | egal under state |aw, you don't
consi der that abuse?

A No. I|I'msaying that there are use
patterns, and there's a substance that sone
people feel that they are using in a | awful way.

So, for people to label all such use as
abuse is, | think, unique for marijuana, that it
IS unusual because it is not anillicit
substance in those states.

| f you asked ne a general question
about does abuse al ways nean, or does use of a
subst ance non-nedi cal ly al ways nean abuse, |
woul d say that we have treated all non-nedi cal
use as abuse.

Q Ckay.

A  And, I'mtrying to be nore nuanced
here, because we are dealing with a | arge
popul ati on that has access to recreational use
of marijuana. And, it seens unusual to
characterize all use of marijuana as drug abuse.

So, we're trying to weigh the harns
related to non-nedi cal use. And, of course, if

iIt's used excessively, we would call that abuse.
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Q GCkay. Now, am|l right, sir, that under
the diversion analysis in your report, right,
you focused only on legitimte use or sources of

marij uana, correct?

A  Yes.

Q And, by the analysis --

A Under federal --

Q And your use of the word --

A Under federal |aw.

Q Hold on a second.

A Sorry.

Q By your use of the word legitimate in

your report, you do not include marijuana
obt ai ned through state nedical marijuana
programs, correct?

A Correct.

Q Right. That is not, under the
term nol ogy of your report, a legitimte source,
correct?

A It's a source that we did not weigh for
the question of diversion froma legitimte,
diversion froma legitimte source. W only
tal ked about federal acceptable uses of
mari j uana.

Q It's not alegitimte source, correct?
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A Not under federal |aw.

Q And, not under the analysis that you
provided to the DEA, correct?

A | think that's right.

Q Now, in terns of abuse and the effects
of abuse, | think you'll agree, sir, that nore
Anericans are addicted to nmarijuana than any
other illegal drug, correct?

M5. MAN:  (bj ection.

JUDCGE JULIUS: Basis?

M5. MAN:  Dr. Chiapperino' s Touhy
| etter does not ask himto opi ne about the
addiction rate of marijuana as conpared to
anyt hi ng el se.

If it didn't go into his, excuse ne, if
it didn't factor into his analysis, he can't
testify to that.

MR MNCHOLS: This is directly in his
report, which conpares addiction rates of
marijuana to other substances.

M5. MAN.  Well, then | --

MR, McNICHOLS: | want to know whet her
It's true that there are nore Anericans addicted
to marijuana than any other illegal drug

according to the analysis that you did in 2023,
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sir?

JUDGE JULIUS: Hold on. W have an
objection. | haven't ruled on it yet.

Can you point the Court to where you're
referring, where he does this?

MR. McNICHOLS: Well, 1'd rather see,
Your Honor, if the wtness can answer the
question first before | have to direct himto
t he docunent.

THE WTNESS: | would --

JUDGE JULIUS: Hold on.

THE W TNESS: Sorry.

JUDGE JULIUS: | understand your point,
Counsel. If it's in the report, thenit's fair
gane for question.

So, I'lIl overrule the objection with
the understanding that it is included in here.
And then, hopefully, we can get a direction once
we get some answers.

Ckay, Counsel ?

MR. McNICHOLS: Yes, sir.

s it your understanding, sir, that
nore Anericans are addicted to marijuana than
any other illegal drug?

THE WTNESS: You're using a term and
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that's not the way we di scuss substance use
di sorder in the docunent.
BY MR McNI CHOLS:

Q Then let ne withdraw ny termthen,

alter the question, | nean.
A  Yeah.
Q Is it true, sir, that of all illegal

subst ances, substance use disorder is nore
preval ent for marijuana than for any ot her
Il egal substance?

And by nore prevalent, |I nean --

A Yes. Yes, it is. Because, | think,
the only other one is al cohol, yes.

MR McNICHOLS: That's what | thought.

Ckay. And, that's page 40 in case there were
concerns about that.

JUDGE JULI US: Thank you, Counsel.

MR. McNICHOLS: And, the section
entitled National Survey on Drug Use and Health,
in case there's confusion about the page.

Al right. Now, you nention al cohol
havi ng nore, but you agree with nme, sir, that
al cohol is not a controll ed substance?

THE W TNESS. Yes.

BY MR McNI CHOLS:
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Q GCkay. And, I think yesterday in your
anal ysis, and when you were testifying when M.
Man was aski ng you questions, you agreed that
you don't normally use unschedul ed substances in
your eight-factor analysis. |Is that correct?

A That is correct.

Q Have you ever, on any other previous,
any other occasion, used al cohol as part of the

ei ght -factor anal ysi s?

A No.

Q Only for marijuana?

A Correct.

Q And, interns of it, the effects of

using marijuana, aml right, sir, that marijuana
has been |linked to nental health disorders?
A Yes. There's an associ ati on.
It's been linked to psychosis?
Yes.
Schi zophr eni a?
That is a psychosis, yes.
Bi pol ar di sorder?
Yes.
And, even suicide risk, correct?

Yes.

O » O » O » O >» O

Al right. And, all of those things
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are relevant to the abuse potential of this
substance, correct?

A Yes.

Q Gay. And, | think you testified
earlier, sir, that you try to be consistent in
the content that you put into each drug
eval uation, correct?

A Correct.

Q GCay. Now, in the eight-factor
anal ysis that FDA prepared for marijuana in 2015

A Um hum

Q There was actually a specific section
in there that nentioned marijuana and its effect
on nmental health. You recall that?

A  Yes.

Q GCkay. Now, | did not, in your report,
see an anal ogous section that simlarly outlined
the effects of marijuana on nental health, at
| east not in the main report that you prepared.

Do you agree with that?

A Yes. W focused -- yes, | agree with
t hat .

Q Ckay. And, what you did focus on, |

t hi nk you were about to say, in your discussion
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of the abuse potential were the severest

A  Yes.

sorry. Did you say yes?

correct?
A Correct.
Q Energency roomyvisits?
A  Enmergency roomyvisits, yes.
Q R ght. And, hospitalizations?
A Um hum
Q You said yes?
A  Yes.
Q Poison center calls, correct?
A  Yes.
Q And, even deaths, correct?
A Yes.

questions, that harns below a fatal |evel

Neal R. Gross and Co., Inc.
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outconmes of using illicit substances, correct?

Q Let nme withdraw the question, sir. On,

A Severe, | think | used the termacute
al so.

Q Acute.

A  Yes.

Q And, those were things |like overdoses,

Q GCkay. But, I think you agreed earlier

when ny col | eague, M. Kenneally, was asking you

ar e
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still relevant to the question of the abuse and
public health inpacts of a drug, correct?

A Say that one nore tine. Sorry.

Q That was probably a bad question, sir.

A drug does not to cause, did not have to cause
fatalities at any particular level in order for
it to potentially be a concern of abuse.
Correct?

A | would agree, yeah.

Q FRght. Gkay. And, what you tal ked
about yesterday in your discussion with Ms. Man
concerned the risk ratio and utilization rates
of harnms for particular substances.

A  Yes.

Q You recall that?

A Yes.

Q Gkay. And, I think what you said was
that as toe severe harns, things |ike overdoses,
ER visits, things |like that, that on a
utilization-adjusted basis, marijuana has | ess
severe outconmes than certain other drugs in
Schedul e I and Schedule Il. Correct?

A  Yes.

Q And, the drugs that you used for

conpari son purposes were cocai ne?
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A | believe so.

Q Heroin?

A  Yes.

Q xycodone?

A  Yes.

Q Fentanyl?

A  Yes.

Q Ckay. Ketam ne?

A That's Schedule I'll. Ckay.
Q R ght.

A  And Hydrocodone, in Schedule Il, yeah.

Q GCkay. And, on a per user basis, those
things are nore likely to kill you than
mari j uana, correct?

A  Yes.

Q Ckay. But, where a drug falls on the
Schedul e between | and V often does not align
with where it ranks in the severity of harns.
Do you agree with that?

A Yes, | think -- or yes. |1'll just say
yes to keep it sinple.

Q Ckay. And, in fact, there are several
ot her Schedule | drugs that do not have a high
ri sk of overdose, correct?

A Yes.
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LSD i s one.
Ch, vyes.
Peyote is one.
Yes.

Psi | ocybin is one.

> O >» O >» O

Yes.

Q Gkay. And, one called DMI or
di ret hyl tryptam ne as well.

A Dinethyltryptam ne, yes.

Q R ght. And, all of those drugs, in
ot her words, are in Schedule |, even though they
have a relatively |low risk of overdose, correct?

A They do not have a currently accepted
nmedi cal use, yes.

Q R ght. But, they're also, they don't
have a huge risk of --

A True.

Q O hospitalization.

A True.

Q Ckay. And, this rescheduling in 2023,
was not the first tine that sonmeone had
suggested using things |ike cocai ne and
oxycodone as conparators to marijuana, correct?

A |I'msorry. Say that again.

Q Yeah. This rescheduling in 2023, the

Neal R. Gross and Co., Inc.
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one that you --

A  Yeah.

Q Assenbled a report for, --

A  Yeah.

Q That was not the first tine that
soneone had suggested to the FDA that you use
things |ike cocai ne and oxycodone as conpar at or
subst ances, correct?

A \Wen you say the first tine for a
marijuana review? |'mnot sure what you're --

Q That is a legitimte point.

A  Yeah.

Q So, let ne harken back. In the 2015 --

A  Yeah.

Q Review, or excuse ne.

A Let ne save your tine. | don't know
what conparators were used in 2015. If you want

to state them that would nmake this faster.

Q Let nme ask you this. |In 2015, the FDA
stated that it would be inappropriate to use
cocai ne and oxycodone as conparators to
mari j uana, correct?

A | don't know. If you've read that in
the review, I wll take your word for it.

Q Ckay. Let nme ask you this. Am]
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right, sir, that when you' re assessing the abuse
potential of a drug, that selecting appropriate
conparators is very inportant?

A  Yes.

Q And, that when you're |ooking for
appropriate conparators, ideally, you look to
drugs in the sanme pharnmacol ogi cal class,
correct?

A  Yes.

Q GCkay. Wiich, in the case of marijuana,
I s hal | uci nogens, correct?

A It is controlled under the CSA
par agraph for halluci nogens, yes.

Q Rght. Raght. And, as we tal ked about
a mnute ago, there are plenty of other
hal | uci nogens that are Schedule I, correct?

A Yes. They work by a different
phar macol ogi cal nechanism They definitely have
different properties than marijuana.

Hal | uci nogens would be a broad termto
capture themin the sane category.

Q But, there are other hallucinogens in
Schedule I, and they al so have a | ow rate of
overdose risk, correct?

A Yes.
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MR. McNICHOLS: Those are ny questions,
Your Honor.

JUDGE JULI US: Thank you very nmuch
Counsel. Qur schedule has Phillip Drum PharnD,
as the next one to have opportunity.

He's not physically present. | don't
bel i eve anyone is here representing him |
believe he remains pro se. |s that the case?

| f anyone is representing Phillip Drum
I dentify yourself.

MR. HARRI NGTON: That is the case, Your
Honor. He is pro se.

JUDGE JULI US: Thank you very nuch.
And, as | indicated yesterday, if sonmeone did
not attend on a day when they had an opportunity
to cross-exam that would be a waiver of that
opportunity.

So, we'll nove onto the next phase,
whi ch would, | believe, be a redirect. |
bel i eve we've finished cross-exam nation from
all other interested persons?

MR, McNICHOLS: | think that's right,
Your Honor .

JUDGE JULIUS: Thank you. M. Man, if

you're ready?
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M5. MAN:  Your Honor, based on the
guestions that were posed to Dr. Chiapperino,
t he governnent has no redirect.

JUDGE JULIUS: Al right. So, that
concl udes your testinony. Thank you very nuch,
Doct or.

THE WTNESS: Thank you. Can you
advise on ny, | amdone as far as talking to

friends, things like that?

JUDGE JULI US: | don't know if there's
any possibility that you'll be recalled in any
rebuttal context. | woul d advise to not, |

don't know. Governnent, do you plan to recall
himor is it an open question?

M5. MAN: | thought the Court's order
said there were no rebuttal w tnesses.

JUDGE JULIUS: W did not schedul e
rebuttal time. We said we would take it as the
I Ssue arose.

M5. MAN:  Very well. | will [eave that
guestion open then --

JUDCGE JULIUS: Ckay.

M5. MMAN. On the possibility. So, |
woul d advi se you not to speak to anybody.

THE W TNESS: Thank you.
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M5. MAN: On the possibility that we
will call you for rebuttal, | don't want to
exclude nyself fromthat possibility.

JUDCGE JULI US: Thank you for clarifying.

And so, | would --

THE W TNESS: kay.

JUDGE JULIUS: Pl ease refrain from
di scussi ng your testinony with anyone until it's
determ ned whether or not you'll be called as a
rebuttal wtness.

THE W TNESS: Thank you.

JUDCGE JULIUS: Thank you very nuch for
your testinmony. | knowit's --

THE WTNESS: Sure. Thank you.

JUDGE JULIUS: You have had a | ot of
questions. Thank you, sir.

THE WTNESS: It is ny job. Thank you.

JUDGE JULIUS: Absolutely. And, M.

Man, will you be handling, |'mso sorry, |
didn't nean that. Wwo will be handling the next
W t ness?

M5. RACE: | will be, Your Honor.

JUDGE JULIUS: Ckay. And, if you could
identify yourself for the record, please?

M5. RACE: Sure. M nane is Stacy
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Race.

JUDCGE JULIUS: Thank you, Ms. Race.
And, do you want to call your next w tness?

M5. RACE: | will. The Governnent now
calls Dr. Corey Burchman. And, he is here. If
the Court will just give us a few mnutes to
bring himin

JUDGE JULIUS: Absol utely.

M5. RACE: Thank you.

JUDCGE JULIUS: Welcone, sir. Good
af t ernoon.

DR. BURCHVAN. Thank you. Appreciate

COREY ANDREW BURCHVAN, havi ng been
first duly sworn, testified as foll ows:

JUDGE JULIUS: Before you have a seat,
if I could ask you to pl ease raise your right
hand. Do you swear or affirmthat everything
you say in these proceedings will be the truth,
the whole truth, and nothing but the truth?

DR. BURCHVAN. | do.

JUDGE JULI US: Thank you so nmuch. You
are officially sworn in. You may be seat ed.

Ms. Race, whenever you're ready to begin your

di rect exam nati on.
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M5. RACE: Thank you, Your Honor.
JUDGE JULI US: Thanks.
DI RECT EXAM NATI ON

M5. RACE: Dr. Burchman, can you pl ease
provide your full name for the record?

THE W TNESS: Corey Andrew Burchman.

BY M5, RACE:

Q Sir, where do you reside, city and
st at e?

A  Hanover, New Hanpshire.

Q Are you --

JUDGE JULIUS: Please be sure to |et
her ask the full question before you --

THE WTNESS: Ch, so sorry.

JUDGE JULIUS: No, no worries. Wen
she finishes her question, just pause for a beat
to see if there's any objection. |If you hear
the word objection, please pause until | have an
opportunity to rule on it, okay?

THE W TNESS: Yes, sir.

JUDGE JULIUS: And if you ever do not
understand a question, please just say that you
don't understand the question before you try to
answer it, okay?

THE W TNESS: Yes, sir.
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JUDGE JULIUS: Thank you. Please
conti nue.

M5. RACE: Thank you, Your Honor. Dr.
Bur chman, are you a physici an?

THE W TNESS:. Yes.

BY MS. RACE:

Q Do you currently hold a nedical
i cense?

A Yes.

Q In which state do you hold a nedi cal
i cense?

A The state of New Hanpshire

Q Dr. Burchman, do you currently provide
direct patient care?

A No.

Q Did you ever provide direct patient
care?

A  Yes.

Q Ckay. Wen did you stop?

A 20109.

Q And | should have asked you this
earlier, when did you becone a physician, sir?
A 1983.

Q Sois it fair to say that between 1983

or so and 2019, you were providing direct
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pati ent care?

A Correct.

Q After you stopped providing direct
patient care, Doctor, did you continue to
provi de additional nedical services perhaps to
ot her professional s?

A Yes.

Q Can you explain that alittle bit nore
to the Court?

A Wen | retired in 2019, | was engaged
in multiple advisory and consultation rol es.

Q And these would be consultation roles
wi t h whont?

A Let ne list themfor you. | was a
menber of the New Hanpshire State Therapeutic
Cannabi s -- Medical Cannabis Oversight Board. |
sat on the board of a nedical marijuana
di spensary in the state of New Hanpshire. |
still maintain nmy Dartnmouth Medical School
faculty appointnent. | nentor nedical students,
and | receive questions from physicians with
respect to New Hanpshire around the state on
medi cal issues, particularly concerning the
safety, adm nistration, and science behind

mar i j uana.
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Q About how many a nonth -- how many
consultations with other physicians and
prescribers do you receive a nonth regarding
marij uana use?

A | would say between 15 and 20. Again,
let nme parse that a little bit. They' re not
formal consultations. They mght just call ne
or email nme because |I'ma known domain expert in
the state.

Q Are you currently enployed, sir?

A  Yes.
Q By whont
A | have an advisory role at a nmarijuana

di spensary in Vernont called The Tea House.

Q Can you also explain to the Court what
the Pavilion Goup is?

A Certainly. The Pavilion Goup is an
LLC | forned shortly after I retired from
clinical nedicine, and it is ostensibly to be a
vehicle with which | can give advice primrily
to mnorities and margi nali zed people to perhaps
assi st themin pursuing opportunities in the
mar i j uana space.

Q Sir, do you receive a salary fromthat

or gani zati on?

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN PP

N DN N N DD P P P PP PP PP PP PP
o A W N P O © 00 N O O b W N B+, O

A No.

Q You referenced a few m nutes ago, your
conti nued involvenent with Dartnouth. Are there
any ot her nedical schools that you currently
work with?

A Yes, | ama nentor to students as well
at the University of Vernont School of Medicine.

Q And also you commented on sone of the
organi zations that you currently have a role in.
Can you also tell the Court about Henp for
Vi ctory?

A Certainly. As a U S. Navy veteran,
have an interest in veterans affairs, and Henp
for Victory is a nonprofit out of Texas that
approached ne and wanted ny opini on on aspects
of nmedical marijuana with respect to veterans
affairs.

Q How about Veterans Cannabis Project?

A That is also a Texas-born organi zation
allied with Henp for Victory, and | play a
simlar role, although of a much | esser degree.

Q Are you famliar with the organization
or the group referred to as Therapeutic Medi cal
Cannabi s Oversight Board for New Hanpshire?

A  Yes.
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Q Sir, Doctor, can you please explainto
the Court what that is?

A Certainly. That is an organi zation.
It's a division of the Departnent of Health and
Human Services of the State of New Hanpshire,
and it serves an advisory and education role in
setting marijuana policy and advi sing on
marijuana policy to the legislature of the State
of New Hanpshire and as well clinicians,
heal t hcare providers, and patients throughout
the state.

Q How did you find yourself on this
boar d?

A | believe ny colleague in nedicine was
the chair of the board, and he knew | was
retiring fromclinical nedicine and he asked if
| would sit onit. It required an appointnent
by then Governor John Sununu, which | received,
and | think I've been on that board since 2018.

Q Are you still on that board currently?

A Yes.

M5. RACE: Your Honor, at this point, |
woul d like to present to the witness what the
governnent has marked Exhibit 6 for

i dentification purposes.
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(Wher eupon, the docunent referred to
was marked as Governnent’s Exhibit No. 6, for
I dentification.)
JUDGE JULI US: Ckay.
THE W TNESS: Thanks.
M5. RACE: Dr. Burchman, after you've
had a nonent to look at this, if you'll just
| ook up, and I'll ask you. Ckay, well, there
you go. Dr. Burchman, do you recognize this
docunent ?
THE W TNESS: Yes.
BY Ms. RACE:
Q \What do you recognize it as?
A It's ny curriculumyvitae.
Q Do you have any changes to this CV,
sir?
A Let ne ook at it briefly. Yeah, a few
m nor changes, maybe typographical errors.
Q Please, if you'll just explain those
changes to the Court.
A On the third page, under Professional
Soci ety Menbershi ps, the New Engl and Pain
Society is actually a msnoner. It used to be
t he New Engl and Pain Association and it norphed

into sonething called the Eastern Pain
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Associ ation. It says 2002 to present. | don't
know when that |apsed. |'mnot a present nenber
of that. Further, the Anerican Pain Society on
page 4, 2002 to present, that society folded in
2019, and so I'mno |onger a nenber of that.
Finally, on page three, under Mg or Committee
Assi gnnments, the Legislative Conmittee of the
New Hanpshire Medical Society, | was on that for
maybe two years, so that's not a present
position as well.

Q Is the rest of this CV accurate rel ated
to the tinmes that you were on and off certain
organi zati on boards and comm ttees?

A  Yes.

Q Ckay. CQutside of those changes, are
there any ot her changes that we need to discuss
related to the CV?

A No.

Q Ckay. So with those changes taken into
consideration, is this a fair and accurate
representation of your current CV with the
changes not ed?

A  Yes.

Q And does this fairly depict your

educati on and your studies, Dr. Burchnman?
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A  Yes.
M5. RACE: At this point, the
governnment noves to introduce Exhibit 6 into
evi dence.
JUDGE JULIUS: Any objection?
MR. HARRI NGTON: No obj ecti on.
JUDGE JULIUS: Any objection from
anybody?
MR, EVANS: None.
MR. HARRI NGTON:  No, Your Honor.
JUDGE JULIUS: kay. Admitted. Thank
you, Counsel.
(Wher eupon, the above-referred to
docunent marked as Governnent’s Exhibit No. 6
was received into evidence.)
M5. RACE: Thank you. Al right, Dr.
Burchman, let's nowtalk a little bit nore about
your nedi cal training and experience. Sir, do
you know the phrase board certified?
THE W TNESS. Yes.
BY Ms. RACE:
Q Can you please explain to the Court
what that neans?
A Board certification is a designation by

the Anerican Board of Medical Specialties and it
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denonstrates a hi gher degree of proficiency in a
surgi cal or nedical subspecialty, and it's

usual ly conferred follow ng a residency of

medi cal educati on.

Q Is there a separate test associ ated
wi th board certifications?

A Yes, there are several. There is a
part 1, part 2, and part 3. They have to do
wi th basic science and then the understandi ng
and appreci ation of the breadth of whatever the
residency training is, and then finally with the
anest hesia side of things, there was an oral
exam nati on.

Q And that brings ne to ny next question,
Doctor. Have you ever been board certified in a
particul ar specialty?

A Yes.

Q Ckay. Can you explain those, please?
| dentify them for the record.

A Board certified in anesthesiol ogy as
wel | board certified in pain nedicine.

Q Can you explain the difference between
anest hesi ol ogy and pai n managenent, pl ease?

A Yes. Anesthesiology is the practice of

rendering patients insensate to surgi cal
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procedures, and pain nedicine is the study of
pai n managenent where we eval uate and manage
patients with acute and chroni c pain.

Q Are you currently board certified in
bot h anest hesi ol ogy and pai n managenent ?

A No.

Q Are you currently board certified in
anest hesi ol ogy?

A | am

Q Ckay. But not in pain managenent?

A That's correct.

Q Okay. Wen did that |apse?

A That's a 10-year designation. | took
nmy pain boards in 2005, and it lasted 10 years.

Q If we can nove into your undergrad now,
sir. Can you talk to us? Were did you go to

undergrad? Wat degree did you get? And then

we'll nove up to present day.
A | attended Cornell University. |
graduated with a degree, a BA-- a BS | should

say, in Neurobiology and Behavi or.

Q And then what did you do?

A Then | went to nmedical school at George
Washi ngt on University School of Health Sciences
and Medi ci ne.
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Q Wre you in the Navy when you went to
medi cal school, sir?

A Yeah, | couldn't afford nedi cal school
and | received a health profession schol arship
and was conm ssioned as a naval officer, and
they paid ny way through nedical school. | owed
an obligation to service with the Navy foll ow ng
graduati on of nedical school.

Q So after nedical school, what did you

do?

A | attended an internship with the Navy
at Oakl and Naval Hospital in QGakland,
Cal i forni a.

Q Wat was the internship in?

A |t was a unique internship designated a
rotating internship, which neant | rotated on
all of the nedical specialties; pediatrics,
obstetrics, energency nedicine, intensive care,
surgery, drug and rehabilitation and | did that

to gain a breadth of an understandi ng of the
practi ce of nedicine.

Q At sone point, Doctor, did you nove on
to a residency?

A | did.

Q Gay. Can you talk to the Court about
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t hat ?

A Yes. M residency was del ayed
approxi mately two years because foll ow ng
internship | needed to be deployed, so | was a
general nedical officer on a ship. Follow ng
the discharge fromthat position, | obtained a
resi dency at Massachusetts General Hospital in
Bost on.

Q Can you explain, please, the difference
between an internship and a residency?

A An internship is a nedical experiential
education, clinical, dealing with patient care
and that's conferred al nost universally
foll ow ng graduation from nedi cal school .

Resi dency training deals with a specialty of the
choi ce of, you know, nyself, for exanple, and so
| chose a residency in anesthesi ol ogy.

Q Wiy did you choose anest hesi ol ogy?

A For along period of tinme, | was
interested in how drugs act on the brain and as
wel | the anatony of the central nervous system
and there was a natural inclination to pursue a
degree in anesthesiology, a pursuit of residency
I n anest hesi ol ogy, because that conbi ned ny

I nterest in drugs, pharmacol ogy, and the nervous
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system

Q D dyou go on to other residencies and
fell owshi ps?

A Yes. Follow ng the anesthesi ol ogy
residency, | pursued a -- first of all, | wanted
to have a pain fellowship, but Harvard did not
offer one at that tinme. There were no pain
fell owshi ps when | was training. | took a
fell owship in neurosurgical anesthesia, which
further consolidated ny interest in the central
nervous system Additionally, because |I was
interested in pain, | did an advanced pain
managenent track during that residency and to go
on, | pursued a fellowship in obstetri cal
anest hesia, which sort of highlighted pain
managenent in a specific type of patient. |
further did a fellowship in anbul atory surgi cal
anesthesia, which at the tine was a new
speci al ty.

Q In these residencies and fell owshi ps
that you' ve just discussed, did you treat
patients with acute pain?

A  Yes.

Q Didyou also treat patients wth

chroni c pai n?
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A  Yes.

Q D d you use opioids in the treatnent of
your patients during these residencies?

A  Yes.

Q Didyou return to the Navy at any
poi nt ?

A Yes. Following ny fellowships, |
actually stayed on at Mass General and Harvard
for a few nonths as clinical instructor until
the Navy picked ne up again for active duty
since | owed themyears fromtheir subsidizing
nmy mnedi cal educati on.

Q Wuat did you then do for the Navy?

A | was an anesthesi ol ogi st stationed at
a base in Puerto Rico.

Q \Were you ever the chair of a Departnent
of Anesthesiol ogy for the Navy?

A Yes. At the hospital in Roosevelt

Roads, Puerto Rico, | was the chair of the
depart nent .
Q D dyoutreat patients -- personally

treat patients with acute pain while you were
wor ki ng at that hospital for the Navy?

A Yes.

Q D dyou also treat patients who
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suffered from chronic pain?

A Yes, | did.

Q And did you use opioids in the
treatnent of those patients?

A  Absol utely.

Q \Were do you go next?

A Following ny stint in Puerto Rico, |
was di scharged fromthe Navy, and | took a job
with the University of Maryland Medical System
in Baltinore.

Q Wuat title did you get in that
position?

A | was the chief of anesthesia at one of
their affiliate hospitals, Janes Law ence Kernan
Hospi t al .

Q Didyou also have a title in the pain
service?

A  Yeah, | practiced pain managenent at
Janes Lawr ence Ker nan.

Q D d you use opioids in the treatnent of
your patients at the Janes Law ence Hospital ?

A Yes.

Q Wre you treating patients with chronic
pain at that point?

A Yes, | was.
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Q \Were'd you go next?

A | then left the University of Maryl and,
where | had a faculty position, and took a job
in private practice in York, Pennsylvani a.

Q \What was your role in that practice?

A | was an attending clinical
anest hesi ol ogist, and as well | started a pain
managenent center.

Q D d you see patients while you were
practicing in York, Pennsylvania?

A  Yes.

Q And did the patients that you treated,
did they suffer fromacute pain?

A  Yes.

Q Didyou also treat patients that
suffered from chronic pain?

A Yes.

Q Didyou use opioids in the treatnent of
pati ents who suffered from chronic pain?

A  Yes.

Q During your time at York, did you ever
prescri be synthetic THC products for the
treatnment of your pain patients?

A Yes.

Q Can you talk to us about that, please?
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A Certainly. It was very clear to ne,
particularly in the late *90s, that the opioid
epi dem ¢ was begi nni ng and new data was com ng
out describing chronic opioid managenent for
chronic pain patients as not really being a
sust ai nabl e nedi cal therapy. As such, pain
managenent docs across the country, but
particularly with nyself as well, were
I nterested in non-opioid anal gesics for these
patients. It becane obvious that the
endocannabi noi d system was starting to becone
wel | -described in nedical literature, and ne
bei ng kind of a neurochem stry geek, | was very
fascinated by it because |'d really never heard
anyt hing about it in nedical school. The FDA
had recently approved a synthetic THC, which
was, at least in the literature, denonstrated to
have potential analgesic effects. Sorry for the
| ong-w nded answer, but we were using dronabi nol
in sonme of our patients, which is synthetic THC

Q I think we're going to get to this a
little bit nore in depth later, but if we can
just for the chronology, |'mgoing to nove you
now i nto your next stop, which is Dartnouth.

Can you please talk to us about what you did for
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Dar t nout h?

A | was a clinical anesthesiologist and
as well | was the division director of the
neur osurgi cal anesthesia program | also

directed the post-anesthesia care unit, the
sane-day surgical unit. There was another title
| was the director of surgical innovation.

Q D d you performany work with the acute
pai n service?

A Yes. I, in fact, | ran the acute pain
service for a few years, and, as well, | was
actively involved in the chronic pain managenent
center there.

Q Were you on rotation at the pain clinic
whil e you were at Dartnouth?

A  Yes.

Q How many tines a week or nonth, however
you want to quantify it, were you on rotation at
the pain clinic?

A It was variable, but generally one to
three tines a week, depending on the surgical
schedul e and their needs.

Q D dyou treat chronic pain patients
while you were at the pain clinic?

A Yes.

Neal R. Gross and Co., Inc.

558

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN PP

N DN N N DD P P P PP PP PP PP PP
o A W N P O © 00 N O O b W N B+, O

559

Q Can you pl ease —

A -- well, exclusively, | should say.

Q Ckay. |I've junped into this, but |
didn't ask you to define. Can you please define
for us acute pain versus chronic pain?

A Acute pain is generally self-limted.
It nost reasonably can be described as what one
woul d have if they were having a surgical
procedure or if you had an acute trauna.
Chronic pain is described as any noderate-to-
severe pain lasting three nonths despite nedical
managenent .

Q And in your treatnment of your chronic
pain patients while you were at Dartnouth, did
you use opi oi ds?

A Yes.

Q In your treatnent of chronic pain
patients while you were at Dartnouth, did you
use FDA- approved THC synthetics?

A Yes, we did.

Q And in your treatnment of chronic pain
patients while you were at Dartnouth, did you
treat those patients also with botanical
mari j uana?

A Not at that time, but once botani cal
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marijuana was available to patients as a nedi cal
t herapeutic, which | believe was 2016, we did.

Q Do you recall when you left Dartnouth?

A 2019.

Q Ckay. So between 2016 and 2019, were
you using marijuana in the treatnent of chronic
pain patients while you were at Dartnout h?

A  Yes.

Q W're going to junp back to teaching
appoi ntnents just quickly and finish this off,
sir. Can you talk to us quickly about your
teachi ng appointnents? Say we'll start first
with Dartnmouth. Wat did you teach?

A | taught anesthesiology to nedical
students and residents, as well as fellows, as
princi ples of surgical operative care for
anest heti zed patients, as well as pain
managenent .

MR, EVANS: Your Honor, if | may make
just a brief objection.

JUDGE JULIUS: Just be sure to speak
into the m crophone so we can hear you.

MR. EVANS: Okay, |I'’msorry. You know,
this is about marijuana, and counsel is calling

Marinol marijuana. It is not marijuana. It is
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a synthetic THC. So it would be inappropriate
to call that marijuana nedicine. | just want to
get that on the record and help clarify with
everybody so we know what we're tal ki ng about.
Synthetic is not marijuana. Thank you.

JUDCGE JULIUS: Do you have a response

to the objection?

MS. RACE: | refer to it as FDA-
approved synthetic marijuana. It was clear that
t he wi t ness under st ood what that neant. [ ' 'm

happy for this note to be on the record. |
don't think that should delay the testinony
further.

MR EVANS: It's a synthetic THC, and I
woul d like the record to accurately reflect what
it means. It's not marijuana. He understood it
as nedical marijuana, but it's not.

JUDGE JULIUS: GCkay. Thank you, sir.
| think it's noted for the record, and Ms. Race,
just pl ease be --

M5. RACE: W have no objections.

JUDGE JULIUS: Specific and accurate in
our characterizations of everything going
forward just for everyone, but please proceed.

M5. RACE: Thank you, Your Honor.
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JUDGE JULIUS: Thank you, M. Evans.

M5. RACE: If we can go back to your
t eachi ng appoi ntnents, you've previously talked
to us about your teaching appointnent for pain
managenent at Dartnouth. Can you also talk to
us about your teaching appoi ntnent for the
Uni versity of Maryl and?

THE W TNESS: Yes, as the chief of the
departnment within the University of Maryl and
Medi cal System | taught University of Maryl and
nmedi cal students as well as Johns Hopki ns
students that rotated through

BY M5, RACE:

Q Did you teach them pai n nanagenment
cour ses?

A Yes.

Q How about for Harvard Medi cal School ?
Did you teach for thenf

A Yes. | taught Harvard nedi cal
students, as well as BU nedical students at
Massachusetts General and the Brigham and
Wnen's Hospital.

Q \Wat was the course title or topic that
you taught thenf

A Wll, | was an attending
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woul d be |l ectures on the topic of chronic pain
managenent and acute pai n managenent as wel |l .

Q CGoing back to your tine at Dartnouth,
were you involved in any international
conf erences?

A Yes.

Q On what topic?

A Cannabi noid therapeutics. Marijuana
contains nol ecul es call ed cannabinoids. That's
derived fromthe word cannabis, and those are
t he psychoactive agents that are actually the
nmol ecul es that confer clinical effects.

Q Wre you involved in the planning of
t he production of these conferences at all at
Dar t nout h?

A Yes.

Q Ckay. Wat was your position?

A | was the co-director.

Q Doctor, in your roles, both in your

do you review the scientific literature on the
use of marijuana for pain patients?

A  Yes.
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use that information in your treatnent of
patients?

A Yes.

Q And do you currently use that
information in your consultations with other
nmedi cal providers?

A Yes.

Q Have you ever been designated as an
expert in a trial before?

A  Yes.

Q How many tines?

A Between 6 and 10.

Q And what was your expert designation?
Was it as a nedical expert?

A Medical expert.

Q In any specialty?

A Anest hesiol ogy and pai n nanagenent.

Q \What types of courts were you so
desi gnat ed?

A | don't understand the question.

Q Wis it a state court or federal court

A State courts.
Q As we sit here today, about how nany

pai n patients have you treated with opioids?
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A  Thousands, well over 10, 000.

Q As we sit here today, how nmany pain
patients have you treated wth synthetic THC?

A | would say several hundred.

Q As we sit here today, how many pain
patients have you treated wth botani cal
mar i j uana?

A Between 2 and 400. It really depends.
You know, when | was at Dartnmouth and we were
utilizing nmedical marijuana, that is marijuana
that was allowed in the state for patient use,
it was kind of a teameffort, so it was nyself
as well as nedical students and fell ows and
residents, as well as nurse practitioners |
wor ked with or worked under ne. So, when |
state | used it and prescribed it, | want to put
it in the context of nyself as the supervising
physi ci an or the attendi ng physician, and they
were using it under ny gui dance.

Q And would that be also wth your
di recti on and approval ?

A Yes.

M5. RACE: (Okay. At this point, Your

Honor, the governnent would like to offer Dr.

Burchman as a nedi cal expert in pain nmanagenent,

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N o o B~ W DN PP

N DN N D DD P P P PP PP PP PP PR
o A W N P O © 00 N O O b W N B+, O

i ncl udi ng the use of opioids and marijuana for
the treatnment of pain. W recognize, because of
the prelimnary order, that this would be |ikely
an introduction of this wtness as an expert

W tness provisionally for argunent to be taken

| at er.

JUDGE JULI US: Under st ood.

MR. EVANS: No objecti on.

JUDGE JULIUS: Okay. Thank you. We'll
proceed wth the provisional and then as to be
argued in the closing statenents if there's any
chal l enge to the expertise. |f you could just
reiterate the expertise that he's being
proffered for.

M5. RACE: Yes, Your Honor. The
governnent would like to introduce Dr. Burchman
and have himadmtted as an expert witness in
pai n managenent, specifically including the use
of opioids and marijuana for the treatnent of
pai n.

JUDGE JULI US: Under st ood.

Provi sional ly adm tted.

MR. EVANS: Your Honor, | would |ike

to, if I may, ask the doctor one question that

may help that -
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JUDGE JULIUS: You'll have an
opportunity to do that on your cross-
exam nation, M. Evans.

MR. EVANS: Ckay, fine. | --

JUDGE JULIUS: Thank you.

MR. EVANS: So |I'm objecting to having
himqualify as an expert until | can ask that
guesti on.

JUDGE JULIUS: Understood. It's
provi sionally accepted subject to cross and
argunents in the closing argunents or cl osing
statenents. Thank you. Ms. Race, please
conti nue.

M5. RACE: Thank you, Your Honor. Dr.
Burchman, 1'd like to talk to you about brain
science for a nonent, please. How does
marijuana work in the brain for the treatnent of
pai n?

THE WTNESS: There exists within the
body a system call ed the endocannabi noi d system
and that is how marijuana works. The
endocannabi noid systemis a very diffuse system
within the central nervous system and the
peri pheral nervous system [t's nediated by the

presence of what are called cannabi noid
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receptors. A receptor in a cell is kind of I|ike
an inbox or a lock into which a key fits, and
the nol ecules that circulate in the bl oodstream
go into the lock and open it, and therefore, a
channel exists in a cell, and that's how drugs
and nol ecul es get into cells.

The endocannabi noid receptors, the
cannabinoid 1 and cannabinoid 2 receptors in the
brain, are part of a famly of receptors in the
central nervous systemthat nunber in the
hundreds of billions. They belong to a famly
called the G protein coupled receptor and that
receptor is very inportant. That's the receptor
that's on all of the cells in the body, and it
allows activities to occur |ike glucose can
enter the cell and epinephrine and dopam ne and
hor nones. The endocannabi noi d receptor, which
is the receptor that -- | should say the
cannabi noid receptor, is the one that allows
marijuana-li ke particles that are produced by

t he body -- the body produces two different

conpounds: 2-arachi donoyl gl ycerol and anandam de.

Those are speci al conpounds which are pretty
much | i ke conpounds that the marijuana pl ant

produces. The inportant, interesting thing is
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it turns out the cannabi noid receptor is the
nost preval ent receptor in the central nervous
system and nobody knew this 30 or 40 years ago.

MR, EVANS: Judge, | woul d object at
this time to relevance as well as narrative.

JUDGE JULIUS: M. Race, response to
t he objection?

M5. RACE: | asked Dr. Burchman to
explain the science behind marijuana in the
treatnent of pain, and I think he's still
wor ki ng on that?

THE WTNESS: R ght.

JUDGE JULIUS: |'ll overrule the
obj ection for now It may be hel pful, as we go
t hrough, to ask directed questions as he goes.

M5. RACE: Thank you, Your Honor.

JUDGE JULIUS: Just to nmake sure that
we're getting directed testinony, but continue
Wi th your answer, and then we'll --

THE WTNESS: It turns out that the
cannabi noid receptor, being so inportant, is
| ocated in areas of the cerebral cortex as well
as the spinal cord that relate to pain control
and nodul ation, and therefore, when narijuana-

| i ke nol ecules -- the nol ecul es, the
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cannabi noids in marijuana -- latch onto these
cannabi noid receptors, pain is affected -- |
shoul d say the sensation of pain, and pain
control can occur.

M5. RACE: Dr. Burchman, if | can bring
us back to your tine at York Hospital, at that
point, at your tinme at York, were you talking to
patients or were your patients conmuni cati ng
Wi th you during your treatnent, during your
patient care, about the use of marijuana for
pai n?

MR. McNICHOLS: Judge, | woul d obj ect
to hearsay as well as relevance. | don't see
how t hat question goes to the eight-part test.
| don't see how that question or any conceivabl e
answer goes to whether or not there's an abuse,
whet her or not there's a CAMJ, or whether or not
there's dependability. H's own personal
experiences wth patients is irrelevant to all
of those things, Your Honor.

MR EVANS: [|'d also like to join in.
Judge, | don't think he testified that he worked
in York Hospital. He said he worked at York,
and it could have been in a private practice,

not in the hospital.
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JUDGE JULI US: Thank you. Response to
t he objections?

M5. RACE: Yes, Your Honor. There is a
specific exenption to hearsay when we're talking
about patient and physician treatnent because
there's an inference of reliability there,
that's actually 803.4 under the Federal Rules of
Evi dence, so | think there's no hearsay concern
here. The governnent's argunment woul d be that
there's no hearsay concern here. W did, in the
| ast witness, hear about the CAMJ and certainly
the governnent's position that there's a nedi cal
use. We now are presenting a wtness who's
going to talk about that nedical use, and that's
t he purpose of this testinony.

JUDCGE JULIUS: Did you have sonet hi ng
to add?

MR McNICHOLS: | would like to, Your
Honor .

JUDGE JULIUS: Go ahead.

MR. McNI CHOLS: Thank you. Judge,
under the CAMJ test, the question is whether or
not there's credible literature that supports
the use of cannabis as nedicine, and then

whet her or not, based on the literature, there's
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overriding health concerns. That is not what
this goes to. W would object to relevance at
this tine.

MR. EVANS: Your Honor, |'m concerned
about York Hospital because | own a nursing hone
right next to York Hospital and if he's speaking
as a physician at York Hospital about cannabis
and so forth, it inplies that York Hospital was
in favor of it at the tinme or whatever. Qur
nursing home wll not use cannabis, and | just
want to get it clear, who is he working for?

JUDCGE JULIUS: Understood, M. Evans.
| wll remnd those in the gallery to nmaintain
decorum Al though the Federal Rules of Evidence
do not strictly apply here, they are a good
guideline for what we do. | will say that there
Is a hearsay objection. Tailor the questions to
be as relevant as possible. | wll allowthe
guestions. And also, as a follow up on M.
Evans’ point, if we could get clarity on what he
nmeans when he says he worked at York. So
overrul ed, and please just get clarity at sone
poi nt .

M5. RACE: Yes, Your Honor.

JUDGE JULIUS: Thank you.
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M5. RACE: Can you pl ease provide the
Court information on where you worked in York?

THE WTNESS: | was an attending
physician at York Hospital and, as well, the
director of the York Hospital Pain Managenent
Center that | started.

M5. RACE: Thank you. If | may, Your
Honor, ask the question about his patient care
whil e he was there?

JUDGE JULI US: Proceed.

M5. RACE: Thank you.

MR. McNICHOLS: Judge, | woul d just
make one nore objection for the record. |If this
IS purportedly supposed to go towards the CAMJ,
on page 25 of the HHS opinion, it discusses what
factors are relevant with respect to the CAMJ,
and it's one: favorable clinical studies. His
treating the patients is not favorable clinical
studies. Nunber two, it's whether qualified
expert organi zations have opined in favor of it.

Hi s experience treating patients has nothing to
do wth expert organi zations.

Factors that weigh against it is data
or information likely to indicate that nedical

use of substances is associated with an
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unacceptably high safety risk. That's not what
his testinony is going to. Nunber two, whether
or not there's clinical studies wth negative
efficacy. Hi s personal experience treating
patients has nothing to do wth that clinical
evi dence. And nunber three, whether or not
qual i fi ed organi zati ons have wei ghed i n agai nst
recomendi ng cannabi s for nedi cal purposes.
Again, his personal experience in treating
patients and what he's seen fromthem has
nothing to do with any of those factors. Based
on that, we don't think it's relevant, and we'd
obj ect, Your Honor.

JUDGE JULIUS: Do you want to respond
to the objection?

M5. RACE: Yes, Your Honor, | would
like to. Thank you very nmuch. Part 1 of the
CAMJ test specifically related to w despread use
by heal thcare providers and their use of
medi ci nal marijuana in practices, particularly
in states, of course, where they have |egalized
such thing. Dr. Burchman has already testified
that he not only is involved or was involved in
the practice of pain managenent using nedi cal

marij uana for New Hanpshire, but he actually
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sits on the oversight board. | think that this

clearly goes to part 1. Part 1 is a factor that

FDA took into consideration when they were doing

the part 2 of the part 2 test, and so | think
that it is entirely relevant.

JUDGE JULIUS: Understood. I'Il
overrul e the objection. You can continue,
Counsel . Thank you.

M5. RACE: Thank you. Dr. Burchman,
let's go back to York, if we can. During your
time at York, did you talk to patients during
your patient interactions about the use of
marijuana to treat their pain?

THE WTNESS: Wen | was in
Pennsyl vani a, marijuana was not |egalized for
t he use of pain nanagenent or any purpose, yet
the patients were comng to ne and gi ving ne
anecdotal stories. | had a patient with
prostate cancer who was on hi gh-dose opi oi ds,
and he volunteered to ne, He was educating ne
about the fact that, Hey, doc, | don't need as
much M5 Contin. It wasn't OxyContin at the
tinme; it was norphine sulfate. That pronpted
me to actually begin what | feel is the arc of

my scientific inquiry and investigation into
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cannabi noi ds as an adjunct to anal gesia --

MR. McNICHOLS: Judge, | --

THE WTNESS: But it wasn't avail able
for us as yet.

MR McNICHOLS: Judge, | woul d j ust
renew t he objection for the record. Under part
1 of the CAMJ test, what should be considered is
whet her or not there's w despread current
experience with nedical use of marijuana in the
United States by licensed HCPs. Hi s personal
journey wth respect to how he cane to cannabi s
Isirrelevant to that. Hi s personal experience
Wth respect to himtreating patients is
irrelevant to the question of whether or not
there's w despread use anong HCPs.

JUDGE JULIUS: Ms. Race?

M5. RACE: Your Honor, in order for
there to be wi despread use, there's got to be
specific use, just a |lot of specific use, and we
have an exanple in the courtroomtoday who is
willing to talk about his experience with that
specific use, which then fornms, of course,
provi des sone additional benefit and background
for the Court when considering the w despread

use. This is entirely supportive of the part
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one and part two of the CAMU.
JUDGE JULIUS: Go ahead.
MR. McNI CHOLS: Judge, she's saying
that specific use shows w despread use. That's
just a contradiction in terns. The question is
whet her or not there's w despread use anong HCPs.
Hi s personal experience treating physicians
patients as one doctor, which is what he's
testifying to, is entirely irrelevant to that.

JUDGE JULIUS: M. Race?

M5. RACE: | think relevancy is a
pretty | ow burden, and the governnent has
clearly net it. To the extent that counsel has
sone concern about the weight of the evidence, |
think that that's a very different argunent than
excluding it altogether. This is evidence of
part 1 CAMJ, and this is background. W're
nmoving into sone additional pieces. |'m happy
to get that on the record.

JUDGE JULIUS: Understood. | do tend
to agree with Ms. Race on the issue of exclusion
versus weight. | will overrule the objection.
| f you want to nmake a standi ng objection
regarding this |line of questioning, | would

allow for you to do that. Also, you'll all have
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an opportunity to argue weight and all these
ot her issues in your closing statenents as well.

MR McNICHOLS: Judge, | would like to
take the Court up on the opportunity to nmake a
standi ng objection, just so there's no further
I nterruption.

JUDGE JULIUS: Understood. Thank you,
Counsel. Ms. Race, please continue.

M5. RACE: Thank you. Dr. Burchman,
you tal ked about your experiences at York
Hospital. Did that then factor into your |ater
wor k at Dart nout h?

THE W TNESS. Yes.

BY Ms. RACE:

Q Please explain how.

A New England was significantly hit by
the opioid crisis, and opioids at the tinme, the
early 2000s, was our primary neans of tackling
chronic pain. Mself, as well as other
physicians within the pain clinic, were | ooking
for alternative anal gesic options, and one of
them was synthetic THC, which was an FDA-
approved drug. Know ng what | know about the
endocannabi noid system it seened |like a

reasonabl e approach in addition to other agents,
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and we began to enpl oy, say, from 2006 to 2015,
Mari nol, dronabinol, as one of the agents to add
to our patients’ reginens.

Q At sonme point at Dartnouth, did you
start to transition patients fromopioids to
bot ani cal marijuana?

A Yes.

Q Can you explain to the Court what
transition neans?

A Transition neans to limt and hopefully
| oner the mai ntenance doses of opioids in these
patients. Sone of these patients were on what
we call, in the nedical comunity, industrial
doses. These are supraphysiol ogi ¢ doses, and
there are significant risks associated with
that. So, the inpetus for safety was to try and
limt opioids.

Once nedical marijuana, | should say
marijuana, was avail able to nedical patients in
the state, which |I believe was 2016, we would
very avidly use that ability to limt opioids.

Q Now, when you're tal king opioids, are
you tal king Schedule Il opioids, or is there
sonet hing el se you're referencing?

A No, these are Schedule |1, OxyContin,
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hydr onor phone, which is Dl audid.

Q D dthe pain patients that you were
transitioning fromopioids to marijuana, were
t hose chronic pain patients?

A Yes.

Q D dyou nake a determnation as to
whet her or not marijuana assisted or benefitted
those chronic pain patients at Dartnouth?

A Yes, we nade a determnation that it
was positive.

Q That it benefitted the patients?

A  Yes.

Q So going back to the transition
process, is it such that when you're
transitioning a patient fromopioids to
marijuana, you start themon marijuana on
Monday, and they no | onger need opioids on
Tuesday?

MR, EVANS: (bjection, |eading.

JUDGE JULIUS: |'ll sustain that.

M5. RACE: Can you tal k about the
process, sir?

THE W TNESS: The process varies
bet ween patients, but | wsh it was as quick as

you al luded. The process is generally a slow
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one, where we introduce the cannabi noid,
marijuana in this case and then discuss with the
patient the slow draw down, which can be nonths
until the ultimate goal to be not on opioids at
al | .

BY MS. RACE:

Q Wre there patients that you were
unable to transition fully off of opioids?

A  Yes.

Q And were there separate other patients
that you didn't even attenpt to transition off
of opi oi ds?

A  Yes.

Q Wias it a patient-specific analysis?

A  Yes.

Q Now, Dr. Burchman, based on your
training and experience, do you have an opi nion
to a reasonabl e degree of nedical certainty
whet her marijuana provides a therapeutic benefit
for pain patients?

A Yes.

Q Wat is that opinion?

A That marijuana is extrenely hel pful in
chronic pain patients as an effective neans of

anal gesi a.
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Q Sir, what do you base that opinion on?

A Well, ny nedical judgnment, which is
conprised of ny training, where | started out
wi t h advanced pai n managenent, ny know edge of
t he endocannabi noi d system and how t he
neur ol ogi ¢ systemworks, and then finally, and
perhaps nore inportantly, ny experiential
know edge, where treating thousands of patients
wi th agents such as the ones we descri bed and
the results thereof.

Q Sir, are you aware of any literature,
scientific literature, in support of your
position?

A  Yes.

Q Can you provide that information to the
Court, please, on the scientific literature?

A Certainly. The scientific literature
t hat descri bes the endocannabi noid system and
the receptors where there's receptor density in
the cerebral cortex that correlates with where
pain control can occur with cannabinoids. There
was a | andmark review paper by Dr. Ethan Russo
t hat descri bed why botanical nmarijuana is
superior to an isolate like synthetic THC. That

was actually very interesting, and it's because
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bot ani cal marijuana contains nmultiple
cannabi noi ds, not just THC, but there's CBD,
which is cannabidiol. There are terpenes, which
are specific plant alcohols |ike |Iinonene and
myrcene. These al so confer anal gesic effects
that are lacking in an FDA-approved synthetic
THC.

Q Are there any nore recent studies that
you' re aware of and you can discuss related to
the benefits of marijuana in the treatnent of
pai n?

A Yes, quite a few, but | would focus on
one | wote with a bunch of coll eagues that was
published in 2017. It was actually one of the
| argest studies at the tine, and it was a
patient study. It was what we call a real-world
study where we had patients who, through survey
data, denonstrated that if they used marijuana,
bot ani cal marijuana, they decreased their
utilization of opioids, which confirned all of
t he experience we had prior and even nore
recently -- and let nme just add, in ny role as
the a part of the Therapeutic Cannabis Board in
New Hanpshire, we're required to continuously

review current literature.
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As it relates to chronic pain, for
exanpl e, one of ny coll eagues from Harvard,
Stacy Guber, recently -- actually, | think it
was 2021 -- she kind of replicated our study
from New England. But it was a very well -
desi gned, albeit small, study that was pretty
conclusive in the effectiveness of marijuana for
pain. But if | could just add one nore thing,
the linchpinin terns of the ability to
recogni ze marijuana a pain conponent, pain
control conponent --

MR. EVANS: bjection, narrative.

JUDGE JULIUS: | nean, he's still
tal king about the literature. Are you still
tal ki ng about the literature?

THE WTNESS:. | am

JUDGE JULI US: Overrul ed.

THE WTNESS: The 2017 review
publication by the National Acadeny of Science,
Engi neering, and Medicine, it's a 440-page
docunent. | can cite you the chapter and verse
on page 90. It says wth extrene confidence
that marijuana is an effective pain control
agent .

M5. RACE: Thank you, Doctor. |If | can
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just pivot us to sone patient care -- your
patient care. In talking to you about your
opi ni on, you expressed a basis for it in the

sci ence, thank you, and also in your patient
Interactions. Now, let's pivot to the patient

I nteractions, please. Can you please provide
this Court sonme of the common patient

I nteractions you had at Dartnouth while you were
transitioning patients fromopioids to
mari j uana?

MR. KENNEALLY: Judge, | would renew ny
objection. This is entirely irrelevant to the
eight-factor test. This is entirely irrelevant
to the first factor of abuse, as well as CAMJ,
as well as dependability. H's personal
experi ence and the hearsay statenents of
specific individuals, patients who we don't
know, who we can't identify, who we weren't even
told of in ternms of their disclosure, not only
is it irrelevant, it's also a process violation
at this point because we received two paragraphs
Wi th respect to what the doctor was testifying
to, and nowhere do they tell us that he's going
to be testifying with respect to specific

patients, who these patients are, so that we
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have the opportunity to test that.

JUDCGE JULIUS: M. Race, response to
t he obj ecti on.

M5. RACE: Your Honor, this does appear
to be a very simlar objection that was | odged
earlier, and there's a standi ng objection on the
record. | asked Dr. Burchman whether there's a
common patient type, whether he could provide
sone exanpl es of common patient types in his
patient treatnent. This goes directly to the
use of marijuana for the treatnent of pain,
which is, of course, a CAMJ supported conditi on.

As a result, all of this continues to be
relevant. W're not going to give specific
patient nanes during the course of this public
setting, but the doctor's engagenent with his
pati ents and common patient exanples, | think,
is certainly well within the part 1 and part 2
anal ysi s.

JUDGE JULIUS: | will overrule the
obj ection, and of course, all counsel have
opportunity to cross-exam ne and elicit any
i nformati on you want on cross. So overrul ed.

Pl ease continue, Ms. Race.

M5. RACE: Yes, Your Honor. Thank you.
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Dr. Burchman, if you can provide us sone conmmon
patient exanples fromyour interactions wth
those patients during your tinme at Dartnouth
that you transitioned off of opioids to
mari j uana.

THE WTNESS: Sure. | had a young
woman in her md-thirties netastatic breast
cancer to her spine. She had adjuvant cancer
chenot herapy as well as radiation. She had a
mast ect ony. She devel oped horrible radiation-

I nduced pain to her chest wall as well as the
lytic lesions in her bone. She was on | arge
doses of round-the-clock opioids, | believe it
was OxyContin, and she went froma cycl e of

obt undati on, whi ch neans heavy sedati on, nausea,
vomting. She would wake up in pain, take
further drugs. That's pretty cyclic and conmon
for these kinds of patients on high-dose
opioids. W transitioned her, | believe, to a
tincture. A tincture is kind of an essence of
the marijuana product, a couple of drops under
the tongue. |[It's absorbed very quickly. She
was m serable, it was a horrible situation.
woul d say over 8 to 12 weeks, we were able to

get her to mnimal opioids. She was able to
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function with her activities of daily |iving.
She drove a car. Al she wanted to do was see
her kids play soccer, and that nmade us very
happy.

Q And, Doctor --
KENNEALLY: Judge, | --
RACE: -- do you have a nunber of--
KENNEALLY: Judge, | woul d object,

2 5 3

and | don't nean to bel abor the point. But I
just, for the record, would like a ruling with
respect to the process objection that |'ve

| odged on behalf of DU D Voices as well as M.
Finn. So if you ook at the attachnent that was
provi ded by the governnent to all the
participants in this case on June 24th of 2026,
it sets forth what Dr. Burchman is going to
testify to, and it's on page 4 through 10. The
first paragraph talks about he's going to
testify as a fact witness. He's also going to
testify with respect to his nedical expertise in
pai n managenent. He's also going to testify
that he routinely reviews the literature. He's
al so going to testify about safety neasures
utilized in the industry.

Nowhere in this disclosure does the

Neal R. Gross and Co., Inc.

588

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN PP

N D N DD DD P P P PP PP PP PP PP
o A W N P O © 00 N O O b W N B+, O

589

governnent provide us with any information or
i ndication that Dr. Burchman to establish
W despread use by healthcare professionals, is
going to tal k about his personal interactions
wth patients. W think that's a due process
violation at this point, Your Honor, and we
woul d obj ect.

JUDGE JULIUS: What | read is Dr.
Burchman wll testify that he provided direct
patient care for pain patients as an
anest hesi ol ogi st and pai n managenent physici an
follow ng his residency and fell owship training
in 1986 until 2019. That is going to informhis
opinion as to the expertise that he's been
proffered for on and we've accepted on a
provisional basis. So, | find that this was
sufficient to cover what he's discussing in this
testinony, so |l wll overrule the objection and
Ms. Race may continue. Thank you.

M5. RACE: Thank you, Your Honor. Now,
Dr. Burchman, you just gave us one exanple. D d
you have many exanples? W don't have to go
through all of them but just for the purpose of
the testinony today, did you have nmany exanpl es

with patients who you identified had benefitted
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fromthe transition fromopioids to marijuana?

THE W TNESS: Yes.

MR. EVANS: (Objection. Leading
gquestion. The use of the word nmany.

M5. RACE: Your Honor, | believe that's
t he question and he answered yes.

MR. EVANS: Well, many is a definite.
It inplies that there's a large group. | think
a proper way of asking the question: Can you
give nme a nunber of how many people you did, or
how woul d you qualify it? It's a |eading
question. |If he says yes, his testinony is
many. We don't know what nmany neans.

JUDGE JULIUS: [I'll sustain that
obj ecti on.

MR EVANS: |'d |like to have that
struck down.

M5. RACE: Do you have ot her exanpl es,
ot her patient exanples, that followed a simlar
benefit or presented a sim/lar benefit to you
when you were treating them at Dartnout h?

THE WTNESS: Yes, | do, quite a few

BY M5. RACE:

Q Thank you. Can you define quite a few

for the record?
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A | could probably expound on dozens, if
not hundreds, of individual stories.

Q Thank you. Now, during your
I nteractions, your patient interactions with
t hose hundreds of patients that you just
referenced at Dartnouth, did you cone to an
opi ni on about whether or not it was beneficial
to themto transition themfrom opi oids, those
chronic patients, fromopioids to marijuana?

A Yes, | did.

Q Cay. How did you determ ne that --
excuse nme, what was that opinion?

A That marijuana is a viable and useful
tool in the pain practitioner's tool box,
particularly to transition patients from
opi oi ds.

Q And how did you cone to that
determ nation relative to your patient
popul ati on at Dartnouth?

A Well, just the experience of seeing
patients in whomwe could successfully titrate
opi oi ds downwar d.

Q Now, in your pain practice, sir, did
you nmake a determ nation as to whether or not

marij uana was specifically beneficial to any one
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type of pain over another?

A  For chronic pain, yes.

Q If you can, sir, I'd like to get you to
conpare the benefits and risks in your practice
bet ween opi oi ds and marij uana.

A  Well, interns of benefits, opioids
stand al one as being a superior anal gesic agent,
and opi oi ds have been in use for thousands of
years. It doesn't cone without a price, and
that price is what we in the business call
habi t uati on, which neans that you require
I ncreasi ng doses to get the sane effect of pain
control. Yet, there are downsides to
habi tuation, and one is that as you start to
reach really high doses of opioids, you run the
ri sks because opioids have significant risks to
the patient such as addiction, serious
consti pation, stupor, sedation, and ultimately
death, which is our npbst serious concern with
respect to opioid use.

Q Now, sir, did you also see habituation
Wi th marijuana users?

A  Yes.

Q Can you explain the difference, if

there i s one?
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A  Wll, | wn't go into the neurochem cal
details of how habituation occurs, but there is
what we call drug tol erance both in opioids as
wel | as marijuana. The difference is safety.

H gh-dose opioids it does not turn out well. In
terns of marijuana, if one becones addicted or
habi t uat ed, about 30 percent of patients maybe
devel op cannabi s use disorder, which is a true
entity of concern, but the addiction, the
dependence, the drug craving is far less with
marijuana, as are the consequences of high dose
or overdose.

Q If I can turn your attention, please,
to your time as an anesthesiologist. This is
your personal experience as an anest hesi ol ogi st.

Did you ever see the habituation present in a
pati ent at an energency roonf?

A  Yes.

Q Can you explain that?

A It was unfortunately not infrequent
that we were called to the enmergency roomin
Dartnouth, as well as other hospitals | was
attendi ng physician at, in terns of a
respiratory arrest secondary to opioid

overdoses. Wether it was fentanyl, commonly

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN PP

N D N N MDD P P P PP PP PP kPP
o A W N P O © 00 N O O b W N B+, O

594

used as a recreational abused drug.

Q About how many tinmes did you present in
your anesthesi ol ogy practice to an energency
roomto care for a patient who had overdosed on
opi oi ds?

A Hundr eds.

Q About how many of those patients
survi ved?

A It depends on how quickly they got to
the hospital, but | would say it was a nore --

I f they were |lucky enough to get into the EMS
system and be brought to a hospital and reversed
wi t h nal oxone, there was probably a 60 to 70
percent resuscitation rate, so 30 percent woul d
di e.

Q Do you have a nunber here that you can
provide the Court as to how many overdose-
causi ng death cases you've dealt with related to
opi oi ds?

A Can you repeat the question?

Q Yes, Doctor. Can you please provide a
nunber or a range on how many overdose-causi ng
deat h cases you've been involved with related to
opi oi ds?

A Certainly over 2 to 500.
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Q Can you al so provide us a nunber,
pl ease, on how nmany over dose-causi ng death cases
you' ve been involved with involving marijuana?

A None. Because the lethality of
marijuana is so rare, it would be a reportable
I nci dent .

Q \Wat does reportabl e incident nean?

A  That neans we would know about it. It
woul d probably be published by the Morbidity and
Mrtality Wekly Report by the CDC

Q If I can bring you back to the
habi tuati on or tol erance, your habituation and
tol erance testinony froma few mnutes ago. D d
t he habituation -- did, excuse ne -- did
patients present to you in the hospital with a
hi gher | evel of opioid tolerance?

A | don't understand the question. |I'm
sorry.

Q GCkay. W'Il nove on. Dr. Burchman,
can you pl ease provide a conparison, if you can,
bet ween the w thdrawal synptons that you saw in
your patients, the conparison being w thdrawal
synptons for opioids and withdrawal synptons for
mari j uana?

A Wthdrawal fromopioids is a horrific
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experience. |It's acconpanied by extrene pain.
There is what's call ed autonom c hyperrefl exia,
whi ch basically neans the patient has very high
bl ood pressure, sweating, tachycardia. |f the
pati ent unfortunately has any associ at ed
coronary artery disease, there's a significant
risk of cardiac arrest and death secondary to
that. And it's a protracted syndrone, usually
| asting anywhere from6 to 12 days. And if
you' ve seen one, you'll never forget it,

actual ly.

Q How about the w thdrawal synptons from
marijuana to the extent you' ve experienced that
I n your patient popul ation?

A Wll, | haven't really seen it a |ot.
| mean, these patients generally don't end up in
the hospital, and certainly, you know,
anest hesi ol ogy woul dn't be called to intubate
t hem because that really doesn't occur. \Wile |
won't say it's mld because w thdrawal from any
drug, even caffeine or nicotine, is particularly
bad, but in conparison to opioids, it's fairly
mld. Wen | teach ny residents, | say
wi thdrawal fromopioids is |like a dunpster fire

and withdrawal from marijuana, cannabis use
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di sorder, is nore |like, you know, the dying

gl ow ng enber of a canpfire. | can't quantify
it, but it's subjectively and qualifyingly
significantly less. There's sl eepl essness,
there's irritability. Sonetines there's

anxi ety. There can be nuscle aches. These are
generally not clinical synptons that would bring
sonebody to a hospital.

M5. RACE: Thank you very much, Dr.
Burchman. If | can ask for a tinme check.

JUDGE JULI US: Yes.

M5. RACE: We're not done, but we're
al nrost done, and | want to nmake sure that we're
okay.

JUDGE JULIUS: | was also just going to
bring up that we're due for a break sonetine
soon. | don't know, depending on how nuch
| onger you have, if you just want to finish and
then we can take our break. W are actually
runni ng ahead of schedul e.

M5. RACE: Perfect. | wouldn't mnd if
we could take a break right now, just for a few
m nut es.

Ms—RACE JUDGE JULIUS: That's totally fine. W're

due for a 15-m nute break. | think we were set
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for 2:30 anyway.
MR—MENFCHOLS MR. EVANS: Your Honor, if | can

ask, |I'mschedul ed to do cross tonorrow at 9: 00.
JUDGE JULIUS: Yeah. | was going to
suggest. If you're going to be ready to go when

Ms. Race is finished, |'mhappy to hear you this
afternoon or if during the break you'd like to
di scuss with other --
MR—MNILCHOLS MR. EVANS: |'ve got sonme incom ng
emails fromsone pain specialists that | haven't
had a chance to read yet, and I'd |like a chance to
| ook at those before | do the cross. So if we can
| eave early, that'd be great.

JUDGE JULIUS: Well, what | would prefer
I's maybe during the break discuss with sonme of
the other interested parties to see if anybody
Is able to do their cross this afternoon. 1'd
li ke to make the nost of court tinme while we have
it.

MR—MNCHOLS MR. EVANS: | see.

JUDCGE JULIUS: In the event that we get
behind in the future, I'd like to make up a
little bit nore. |If no one's ready, |'ll hear
that. But to the extent that any of the

interested parties are going to be ready to
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cross-examne this afternoon, just feel free to
have that conversation and |let nme know Ckay?
Thank you, everyone. Please, Doctor, during the
break, don't discuss your testinony with anyone.
We'll take a 15-m nute break. Let's cone back
at 2:55. Thank you, everyone.

M5. RACE: Thank you, Your Honor.

JUDGE JULIUS: We'll be in recess till
t hen.

(Wher eupon, the above-entitled matter
went off the record at 2:40 p.m and resuned at
2:56 p.m)

JUDGE JULIUS: Before we resune --

M5. RACE: Yes, Your Honor.

JUDGE JULIUS: -- direct, | just wanted
to doubl e-check with the other parties.

Did anyone --

MR. EVANS: Your Honor, Counsel, nobody
Is prepared, so | can start.

| could do a half an hour now, half an
hour in the norning, but | really would like to
consul t.

Like | said, |I've had several emails
frompeople that | think it'd just benefit the

whol e di scussion to get that additional
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I nformati on.

JUDGE JULIUS: | understand.

| mean, if you -- if you are wlling
and able to do half an hour just to get us to --

to nove the nonmentum since we are runni ng ahead

of schedule, I want to take advantage of that.

If you're willing to do that, |'m happy
to do that.

MR EVANS: | think | can do it.

JUDCGE JULIUS: Al right.

MR EVANS: | think | can do it.

And I'Il -- I -- I"m|looking forward

to, you know, getting to know the Doctor nore.

Turns out we have sone connection to
York Hospital. My uncle was there and -- and so
forth.

So --

JUDGE JULIUS: Al right.

MR. EVANS: He was stationed at Janes
Law ence, ny brother was a Navy doc, and his
nane i s James Law ence Evans.

JUDGE JULIUS: Oh, ny, it's a snall
wor | d.

MR. EVANS. So --

JUDGE JULIUS: Well, thank you --
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MR. EVANS: He seened a very
conpassi onate man, | think.

JUDGE JULIUS: Yes.

MR. EVANS: [|'mgoing to enjoy neeting
hi m

JUDCGE JULIUS: Thank you so much, M.
Evans, | appreciate your flexibility and your
willingness to at |east start.

MR, EVANS: Sure.

JUDCGE JULIUS: And we'll -- we'll just
do bifurcation, and we'll -- we'll get another

30-m nute start on tonorrow.

So, | very nuch appreciate that, thank
you.

Ms. Race, whenever you're ready, please
resure.

M5. RACE: And, Your Honor, if the
Governnent can just be heard on one thing
relative to the schedule as well.

JUDGE JULIUS: Sure.

M5. RACE: Dr. Burchman, we have him
until the end of Thursday, which is well wthin
the kind of the suggested tinme line for the
Court .

But | just want to note that, you know,
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as we're tal king through the timng of when
cross exam nation may or nmay not begin, that's
what we have himfor, and then, we lose himto
a, | think, a sail boat sonmewhere in a very big
body of water.

So --

JUDGE JULIUS: Fair enough.

M5. RACE: And with your indul gence
pl ease, Your Honor, |'ll be happy to start.

JUDCGE JULIUS: \Whenever you're ready,
Counsel .

M5. RACE: (Kay.

JUDGE JULI US: Thank you.

M5. RACE: Thank you.

DI RECT EXAM NATI ON

BY MS. RACE:

Q Dr. Burchman, just going back to sone
of the overdose-causi ng death di scussions that
we had or testinony that you provided right
before break, can you please talk to the Court
about what receptors opioids latch onto in the
brai n?

A Yes. Primarily the nu receptors, and
they are | ocated throughout the central nervous

systemas well as the spinal cord, and there's a
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hi gh density of nmu receptors.

That is -- that's the -- that's the
structure on the cell that grabs the opioid and
t hen acts.

There is a | arge concentration of nu
receptors in the brainstem which happens to be
the seat of respiratory drive as well as cardiac
drive.

But -- but when hi gh-dose opioids
affect the nmu receptors in the brainstem it
turns off the ability to breathe, basically, and
patients die of respiratory arrest.

Q Can you pl ease conpare that to
marijuana related to the | ocations of any
receptors in the body for marijuana?

A  Sure.

The -- the cannabinoid receptors which
are, actually, outnunber the nu receptors
significantly, are devoid of any presence in the

brai nstem which kind of is the intrinsic safety

factor.

You could give a patient a huge dose of
THC and -- and marijuana, and you won't affect
the systemof breathing or -- or cardiac
function.
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Q Sir -- Doctor, if |I can now nove us to
tal k about the difference, if there is one,
bet ween bot ani cal marijuana and the FDA-approved
synthetic THC, pl ease?

A  Sure.

"1l talk about it froma kind of a
neur ochem cal standpoint and then a -- a
phar macol ogi ¢ st andpoi nt .

Neurochem cal ly, as | said, botanical
marijuana contains over 100 different conpounds
t hat are known as cannabi noi ds,
phar macol ogi cal ly active, the nbst comobn ones
known as THC and CBD

So, those are the -- what we call the
maj or cannabi noids, as well as terpenes and
esters and other -- other drugs actually that
can nodul ate pai n.

Wher eas, Dronabi nol or WMari nol,
synthetic THC, is a single isolated, synthesized
nmol ecul e, devoid of any of the other conponents

| mentioned in the biomass portion.

Q Sir, when you were prescribing -- just
to reorient -- reorient ourselves here on the
testinony, at sone point, you were -- you

prescribed synthetic THC to your pain patients?
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A That's correct.
Q Is that right? GCkay.

Did you cone to a determnation as to
how t hey responded to that pain treatnent?

A Yes.

It -- it was pretty obvious and evi dent
early on, even being infornmed of it when | was
using it in Pennsylvania on patients.

It lacks a |lot of the desirable
properties we -- we are |ooking for in terns of
anal gesi a.

Patients didn't like it, it was
I ntoxi cating, they would get stoned or fatigued,
and they had a extrenely dry nouth.

And it was also really expensive, and a
|l ot of themcouldn't afford it.

The -- the other issue is one that we
call drug titration

When we give a drug, we're |ooking for
an effect, and while dosage is inportant, we
start low, and we, you know, |like we do with
antibiotics or wwth anti hypertensive drugs, we -
- we give alittle until we see the effect.

And then, as a physician or a provider,

we know how rmuch to give, because every patient
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is different in terns of their requirenent.
The fixed doses of Marinol, | think

it's two and a half and five mlligrans per

capsule, you can't really titrate that, you

woul d just give it to the patient.

can ch -- we can alter the dose.

We can either cut a gumy, which has

I nstead of seven drops under the tongue, you
could put two drops under the tongue.

And so, in anesthesia, we titrate all
the time. W give drugs to patients until they
fall asleep, and sone m ght require 300
mlligrans of a drug, where sone mght require

30.

which is basically what we do in anesthesia, we
do that in pain all the tine.
And -- and -- and botanical marijuana

facilitates that.

with the synthetics.

Q Wuat is full spectrum marijuana?
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ei ther inhaled or can be adm nistered orally, we

THC and ot her agents, or a tincture, you can put

So, this ability to titrate to effect,

W can't do that, certainly can't do it
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A  Well, a full spectrumreally refers to
t he product that nay be manufactured from
mari j uana.

When you see the plant nmaterial, that
is full spectrum and that neans it has the
cannabi noids, it has terpenes, it has other
pl ant esters. It's -- it's |ike a snorgasbord.

Manuf acturers can take that, they can
isolate the different conponents, and then
reassenble it into a gumy or into a tincture.

If a patient were to be inhaling it, if
It was ina--ina-- a vape cartridge, that --
that agent, the -- the liquid in the vape is
ki nd of the essence of narij uana.

And then, certainly, excuse ne, the
plant material itself is, by definition, full
spectrum

Q D d you cone to a decision -- a nedical
opi ni on, pardon ne, regardi ng whether or not the
FDA- approved synthetic THC was nore or | ess
beneficial to your pain patients than botanical
mari j uana?

A | did.

Q \What was that opinion?

A It wasn't particularly useful.
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| nmean, it was the best thing we had
until we had access to botanical nmarijuana, in
terns of alternate agents for analgesia, if we
were going to go the cannabinoid route.

Q Thank you.

Now, Doctor, if | can actually turn
your attention to sone patient safety questions,
pl ease, to round out the conclusion of our --
your testinony today.

Focusi ng on your patient experiences,
your patient treatnent experiences in New
Hanpshi re, please, can you wal k the Court
t hrough what happens, typically in your patient
treat ment experience, when you have nmade a
recomendati on as the physician that your
patient could benefit from marijuana?

A Kay.

I n New Hanpshire, as in all states,
actually, we don't prescribe marijuana, all we
can dois as a -- as a clinician, we can attest
to sone established condition that a patient
has.

Let's pick cancer, for exanple, which
is fairly common, that for us to see in terns of

chronic pain patients, and there are forns we
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fill out.

The patient actually brings themto us,

or we have themin the clinic, and we Xerox
them and -- and -- and the patient can fill
themout, and it describes the pain.

All we do is indicate the condition,

Now, in the State of New Hanpshire,

it's alittle different than nost states, the --

the condition and the synptom are |inked.

For exanple, if a patient presents with

cancer, and th -- there's a synptom associ at ed

Wi th that cancer, such as pain, because they're
at a pain clinic -- chronic pain or severe pain
-- we can sort of check off the box.

W talk to the patient about that
qualification, and then, we rel ease the patient
to go obtain marijuana at a state-regul ated
nmedi cal di spensary.

Q Now, sir, Doctor, in your practice,
woul d you then call in the prescription or the

recomendation for marijuana to a pharmacy for

pi ck up?
A No.
Q Ckay.

Wul d you call in the prescription or
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the recommendation for marijuana to a di spensary
for pick up?
A No.
Q To your know edge, based on your
experience in New Hanpshire treating patients
wi th marijuana, how does a patient obtain
mar i j uana?
A Once the patient has the -- the
bl essing of the State, they receive a card, and
that's a nedical marijuana card.
They can go to one of the approved --
i n New Hanpshire, they're called alternative
treatnment centers, and it kind of |ooks like an
apot hecary.
They go in, they show an ID, they show
their card, and then, they discuss wth a
di spensary technician, who's not a nedical
provi der, although we give |ots of nedical
education and about risks and factors, different
forms of -- of -- of marijuana to the dispensary
technician as well as the patient.
And then, the patient and the
di spensary technician discuss what the patient
w il get.

Q Earlier, you testified about dose for
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mari j uana.

In your -- practicing and your
experience as a practicing physician
recomrendi ng marijuana, how woul d you advi se
your -- how did you advise your patients about
what dose they shoul d have or receive?

A  Wll, if you recall, we tal ked about
titration.

And if a patient, say, has, for
exanpl e, severe pain -- | have a patient, for
exanple, lost his armin Iraqg and has severe
neur opat hic phantomlinb pain -- we woul d
instruct himto start very low and titrate
hi msel f, he'll -- he'll self-titrate.

And there's large bodies of literature
that support this technique of self-titration.

And he would talk to the dispensary
techni ci an, say, ny doctor suggests a tincture.

This -- the dispensary technicians, and
as | saidin -- in ny Oversight Commttee's work
as well as ny work on the Board of G aniteLeaf,
which is one of the dispensaries in New
Hanpshire, we stress the fact that dispensary
techni ci ans cannot discuss nedi cal aspects with

a patient.

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN PP

N DN N NN DD P P P PP PP kP PP PP
o A W N P O © 00 N O O b W N B+, O

612

They' re not heal thcare providers,
they're not trained init. They're nerely there
to offer the patient choices and instruct them
on the node of use.

And hopefully, as a physician, |'ve
done ny job about telling the patient how he
shoul d dose hinself or herself.

Q Do you determne in your physician role
recomrendi ng marijuana to your pa -- chronic
pain patients, do you determ ne the THC
concentration that the patient should receive in
the marijuana they ultimately get?

A No.

Q Wiy not?

A  Wll, as | said, with titration, the
potency is not really a factor for us because if
a patient is titrating to effect, they wll use
the drug until they see the desired effect or a
-- a side effect that perhaps is unwarranted.

For -- and -- and we do titration all
the tine.

If -- if | goto CVS and | buy
| buprofen, it can cone in 200, 400, 600, and 800
mlligrans.

If I -- if I was playing tennis and ny
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el bow s really sore, | mght take 200, but if
it's not working, I'll take another -- is -- to
make it 400, up to alimt that is the upper
limt of a proper dose, which is 800 mlligrans.

And so, very sinply ny patients, | talk
to themabout titration very ex-ex-explicitly,
and they understand they should start |ow, and
"1l -- I"Il give a suggested anount, but |
|l eave it to themto determ ne because painis --
I's an individual phenonenon, it's totally
subj ecti ve.

Q How about the types of nmarijuana
products avail able at the dispensary?

Do you gui de your patients and tell
t hem whi ch types of products they should use for
their pain?

A | -- 1 do in the sense that sone
patients -- let's talk about a patient who is
marijuana tolerant, in other words, they already
use it.

They mght use it in a -- in a fashion
where they haven't obtained it froma regul at ed
sour ce.

He mght -- he -- I'"Il -- 1"l just say

he for the sake of argunent -- he mght be a --
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a snoker. He mght, you know, inhale it and
take the inhal ational route.

And so I'll talk to the patient, and
the first thing | want to determne is, do you
have any experience with marijuana? And if you
do, I want to know about it.

And if he says, well, | can't snoke, |
have bronchitis, or, you know, ny wife won't |et
me snoke in the house. W are in a rental unit,
so what else is there?

And 1'1l go through the different
formul ati ons, because there's oral fornulations,
there's a topical fornmulation, there's a
formul ati on under the gum you know, under the
t ongue.

And -- and there's a, as | said,
there's a purified formthat is actually put in
a vape pen, simlar to the nicotine vapes, but
this is different, sane -- sanme kind of
situation, though.

Q As a physician, Dr. Burchman, are you
concerned that you cannot control the type of in
-- ingestion nethod that your patients use to
receive the nmarijuana?

A Well, I'mconcerned about every aspect
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of medical therapy that | suggest to a patient.

Q And how do you handl e that concern
related to the ingestion nethod?

A | keep close tabs on ny patient.

| wll -- 1 wll tell that patient to
follow up with ne either by a phone call or
el ectroni ¢ comruni cati on.

O typically, when | was at Dartnouth
and | had the luxury of residents, students that
woul d do a | ot of that kind of work, | would
just say, hey, David, you know, | want you to
call Ms. Baxter on Friday, see what she did,
and we woul d nmake an entry in the record to that
effect.

And if we need to feedback on her, we
will.

Q Do you, in your practice when you were
pr -- recomendi ng marijuana for pain patients -
- did you limt the anmount of product that the
patients could obtain at the dispensary?

A WwWll, I -- 1 didn't, but the State has
limts on what a patient can obtain.

Q Were you ever concerned about the
quality of the marijuana product that your

patients could obtain fromthe |ocal dispensary?
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A Well, yes.

As -- as | said, |I'mconcerned about
every aspect of nedical therapy that | dictate
to a patient.

M5. RACE: Were you able to -- or did
you, | don't know, are you -- strike that, Your
Honor .

How di d you handl e your concerns about
quality in your patient engagenent on marijuana?

MR. KENNEALLY: Objection, | would
obj ect just to rel evance.

| don't believe the Doctor's own
personal opinions with regard to the quality of
cannabis relates to anything related to the
ei ght-part evaluation, CAMJ, or any of the three
factors that Your Honor has to consider.

So, | would just renew ny standi ng
obj ection for the record.

JUDGE JULIUS: Understood, thank you.

MR. EVANS: Your Honor, | would like to
add an objection that we're supposed to be
| ooki ng at w despread nedi cal use.

JUDCGE JULIUS: Can you -- into the
m crophone? |If you need to sit, that's totally

fine.
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MR. EVANS: Yeah, we're -- we're
supposed to be |l ooking -- this whole study that
we're doing has to do wth w despread nedi cal
use, and we're | ooking at standards for
physi ci ans, and who should be able to do this,
and so forth.

This is one doctor's experience, and if
the DEA wants to say that what's happening here

Is what's happening in the rest of the country,

they can put that on the record. It'd be very
easy to -- to refute.
So, | would just object that this does

-- has nothing to do with what's going on in the
country with the 30,000 physicians that they
say.

And | object that this testinony gets
to that point or puts any proof to that point.

It's one -- one doctor's experience.

JUDCGE JULI US: Under st ood.

Ms. Race, would you like to respond to
t he objections?

M5. RACE: Yes, Your Honor, just
qui ckly.

| mean, these are sim/lar objections

that were raised earlier.

Neal R. Gross and Co., Inc.

617

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN PP

N DN N N DD P P P PP P P kP PP
o b~ W N P O © 00 N O O b W N B+, O

They go to the weight, not the
adm ssibility of it.

But I -- | have, | think, four
questions left in the direct exam nation, and
' m happy to pivot off of that one, if it just
Is of ease for the benefit of the -- of the
debat e.

JUDCGE JULIUS: | fully understand that
t he obj ections have been nade.

| will overrule themand allow the
t esti nony.

It -- Counsel are free to argue wei ght
that should be afforded any piece of evidence or
testinony, as they deem appropri ate.

Pl ease conti nue.

M5. RACE: Thank you, Your Honor.

Dr. Burchman, are you aware of any R
codes that are applied to marijuana at
di spensaries in New Hanpshire?

THE W TNESS:  Yes.

BY Ms. RACE:

Q \What do those QR codes provide?
A The QR code is a -- an addition to the
product | abel .

The | abel has verbal instructions.
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The QR code, a patient can snap with a
smart phone, excuse ne, and they will obtain a --
a readout of the Certificate of Analysis.

Q Was this also beneficial to you, as a
physi ci an recommendi ng t he product?

A  Yes.

Q Ckay.

Are you famliar with any warni ngs that
are on | abels to marijuana in dispensaries in
New Hanpshire?

A  Yes.

Q Can you pl ease explain sone of those
war ni ngs that are on the I abels in New Hanpshire
to this Court?

A  Yes.

It's a standard | abel that is authored
by the State regulators, and it basically says,
this is not an approved nodality by the FDA

Keep out of -- I'"'mnot doing it in any
order, keep out of the reach of children.

There may be contam nants.

There may be side effects to use.

Do not operate a notor vehicle under

Its guidance influence.

Those are the basic ones, and then,
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says, this nmay be produced in a facility that
has peanuts and eggs, et cetera.
Q Ckay.

Dr. Burchman, are you aware of any |ab
tests that are run on product sold from New
Hanpshi re di spensaries?

A Yes.

As we discussed, the Certificate of --
of Analysis in the State of New Hanpshire, the -
- the CoA, as we call it, contains information
about constituents, primarily concentrations
anounts of THC and CBD, generally by percentage.

It tal ks about evidence of residual
sol vents, because solvents -- organic solvents
are occasionally used to extract cannabi noids
fromplant material.

It tal ks about npisture content,
because noisture is a function of whether nold
will grow

And pesticides, evidence of pesticides.

MR. KENNEALLY: Judge, | just -- 1,
just for the record, | want to review -- | want
to renew Dr. Ken Finn as well as DU D Voi ces
objection to the process in this case.

At no point were we notified that this
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W tness was going to be testifying as to
potential adulterants or otherwi se with respect
to cannabi s.

JUDGE JULI US: Understood, Counsel.

Ms. Race, do you have a response to
that objection with regard to this |ine of
guestioni ng?

M5. RACE: Yes, Your Honor.

And also, | nean, |'ve -- |'ve got one
nore question, but |'m happy to respond to this
i ne of questioning.

He -- specifically, the | ast paragraph
on page 4 -- it's actually the | ast paragraph of
his section on page 4, which is the first
par agr aph of page 4.

It says, Dr. Burchman wll also testify
about patient safety neasures utilized by the
I ndustry regarding cultivation, processing, and
di spensi ng of nedicinal marijuana, including
CAPS, which was part of the testinony today.

The R codes, also part of the
testinony today, Certificates of Analysis, and
| ab testing.

JUDGE JULIUS: Thank you both, Counsel.

MR. EVANS: Your Honor, | -- 1 would
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object, again, that we're trying to | ook at the
nati onal picture here, and he's only talking
about, for all those itens, just as it refers to
New Hanpshire.

There's a wde variety across the
states on this.

First of all, the type of marijuana
that can be used, the potency, the | aboratory
tests, the safety features vary from State to
State.

And unl ess he's prepared to tal k about
what happens in the country, | -- | would object
to this testinony.

| -- and |'m not aware, for exanple,
that any of these technicians are |licensed by
anybody.

The common nane for themis bud
tenders, usually people that are nmarijuana
users.

But -- but anyway, he's not testifying
-- we're here to find out what's going on
nationally, w despread nedi cal use.

What are the studies?

We' ve got one experience here.

JUDCGE JULIUS: M. Race, anything to
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say to that objection?

M5. RACE: Sane response, generally,
Your Honor.

JUDGE JULIUS: Ckay.

So, | do find that the disclosure of
what he was intending to testify about is
sufficient to allow the |line of questioning.

| -- | fully appreciate the -- the
nature of M. Evans’ objection, which was
simlar to the standi ng objection by Co-counsel.

| wll allow the question, overrule the
obj ecti on.

Counsel are free to, again, argue the
wei ght that should be afforded the testinony
based on what they perceive as the limtations,
and you wi |l have an opportunity to ask him any
guestions that you would |i ke about the scope of
hi s experi ence.

So, overruled, and feel free to
conti nue.

M5. RACE: Thank you, Your Honor.

Dr. Burchman, just to clarify
sonet hing, in New Hanpshire, are you qualifying
a patient?

Did you qualify a patient for the use
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of marijuana based on their synptons or based on
a condition?

THE WTNESS: [In the State of New
Hanpshire, it -- it's unique in that both
conponents are required to qualify a patient.

You need a condition as well as a
synptom at least fromthe period of 2016 to
2020, when they changed it, | believe when they
changed it -- no, actually, 2025.

But ny point is, a qualifying
condi tion, such as cancer, in association with a
qual i fying synptom such as pain.

So, a patient needed to fulfill both of
those in order to receive the ability to obtain
a marijuana card.

M5. RACE: Thank you, Your Honor.

Thank you, Dr. Burchnman.

| f, Your Honor -- if | could just have
one mnute to confer with Counsel, | believe
that -- that mght be it.

JUDGE JULIUS: O course.

M5. RACE: Thank you.

JUDGE JULIUS: Thank you, Counsel.
M5. RACE: Your Honor, th -- this is

all the questions that the Governnent has for
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Dr. Burchman at this tine.

JUDCGE JULIUS: Thank you very nuch, M.
Race.

M5. RACE: Thank you.

JUDGE JULIUS: And M. Evans, thank you
again for your flexibility.

Just to make sure we keep track, do you
want to split your tinme, 30 mnutes -- 30
m nutes? How would you like for us to --

MR EVANS: [|'Il do 30 m nutes, Your
Honor .

JUDGE JULIUS: Ckay.

MR EVANS: [|'ll do 30 mnutes, and | -

JUDGE JULIUS: Reserve 30 for tonorrow?

MR EVANS: | will -- I wll try not to
be passionate this tine.

JUDGE JULIUS: No worries.

Yeah, | -- so, M. Phillips is going to
give you a five-m nute warning.

MR. EVANS: Thanks a |ot.

JUDGE JULIUS: Just know that it's for
the 30 mnutes, you're not going to be cut off
totally, you'll have another 30 tonorrow

nor ni ng.
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CROSS EXAM NATI ON

MR. EVANS: Yeah, Doctor, | -- you --
you certainly sound |ike a very conpassi onate
person concerned about your patients, |
appreci ate that.

How -- how would | --

JUDGE JULIUS: [|'msorry, M. Evans, |
thi nk our Court reporter's having a hard tine
pi cking up the recording.

Are you able to angle it closer to you?

MR. EVANS: Yeah, the cord is kind of --

JUDCGE JULIUS: | think we al so brought
in a block to naybe get it up alittle bit
hi gher for you.

MR, EVANS: kay.

JUDCGE JULIUS: |If you don't m nd.

MR. EVANS: No, we'd love it.

Thank you, thank you.

JUDGE JULIUS: Thank you.

MR. EVANS: So, | ooking at these
di spensaries, you -- you started off the
patient's journey into, as you referred to it,
mar i j uana space, that they got an approval by
the State.

How did they get that?
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THE WTNESS: The -- | nean --

BY MR EVANS:

Q You started tal king about how a patient
obt ai ned nedi cal marijuana.

The place you started was that they got
an okay fer from the State.

Di d anyt hi ng happen before that?

A I'msorry, | don't quite understand the
qguesti on.

Q D d sonebody just walk up to the State
and say, | want to get marijuana, and the State
says, okay?

A The patient would obtain two fornms, one
of which the patient would give to a physician
or a healthcare provider.

In -- in the State of New Hanpshire,
they can go to a dentist and other providers,
and that -- that healthcare practitioner would
attest to a list of qualifying conditions as
wel | as qualifying synptons.

And if -- if that physician side of the
formis conpleted, then, the patient fills out
the rest, basically denographic data, mails it
to the Departnent of Health.

And then, usually within 14 days
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receives a card in the mail, and that enabl es
the patient to go to one of the regul ated
di spensaries, of which there are only four in
the State.

MR EVANS: kay.

Well, you -- you -- you started at that
point, let's just |eave off there.

Now when you say --

JUDCGE JULIUS: [I’msorry --
MR EVANS: -- a list of these --
JUDCGE JULIUS: I'msorry, is there an

obj ecti on?

M5. RACE: There is, because | just
want to make sure that -- that Dr. Burchman has
the full ability to provide the answer instead
of being cut off by Counsel.

MR. EVANS: Well, he did provide the
answer, he said it starts when you get approval
fromthe State, and | was aski ng what happened
before that.

So, he's told what happened before
that, and then, he was tal king about what
happened with the State, so, | got the answer to
nmy question.

JUDGE JULI US: Ckay.
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Wll, let's nake sure that he conpl etes
hi s answer before we nove on to the next
guesti on.

MR, EVANS: Ckay.

JUDGE JULIUS: Thank you, everyone.

MR. EVANS: All right.

So, this list of conditions, who
created that list?

THE WTNESS: That list is created by
the legislature with advice fromthe Therapeutic
Medi cal Cannabi s Oversight Board, of which I
sit.

BY MR EVANS:

Q Mmhmm
| s anybody el se involved in that?
A The -- the Oversight Board receives
f eedback frompatients, and fromtine to tine,
we consi der adding conditions as well as
subtracting conditions.
Q Ckay.

Are any of these conditions for
bot ani cal marijuana approved by the FDA for --
for the use of botanical marijuana?

A |If | could just get sone clarification?

Q Ckay.
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Wll, let's define botanical narijuana,
because we haven't done it yet.

How do you define botanical marijuana?

A Marijuana derived fromplant material.
Q Ckay.

And that could be sonething that cane
about ef from the plant material being crushed or
the oil being processed out of the plant.

| s that one way that it would be still
bot ani cal marijuana?

A  Yes.
Q Ckay.

And isn't that how solvents get into
mari j uana because they use butane and ot her
substances |like that to push the oil out of the
mari j uana?

A | can't say, because |I'mnot a
processor.

So, | -- | have a rudinentary
under standi ng of howit's actually processed.

Q Ckay.

Now, on these -- these -- well -- well,
|l et me ask you a questi on.

How woul d you descri be your

under st andi ng of how t he FDA approves a
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medi ci ne? Wuld you say that -- that is also

rudi mentary?

A  Well, it really depends on what tine
frame we're tal king about. If --
Q Well, right now, your current

under st andi ng, do you have only a rudi nentary
under st andi ng of the FDA process approving

nmedi ci nes as being safe and effective, or do you

have an -- a -- a greater understanding of it?
A | -- 1 -- 1I"msorry, but | don't really
understand the -- the question.
Q Ckay.

Did anybody tell you to respond to

guestions in that manner?
A No.
Q Ckay.

Can | ask, other than attorneys, did
you talk with anybody in preparation for your
testinony today?

A  Yes.

Q Wwo did you talk to?

A | have personal counsel.

Q I -- 1 said not your |awer, did you
speak to anybody el se?

The -- the communication with your
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| awyer are confidential.
Did you speak to anybody el se?
A  Yes.
Q W did you speak to?

A | spoke to coll eagues, and sone of ny
coll eagues are in the law field -- the |egqal
field.

Q Ckay.

When you say col |l eagues, you nean ot her
doctors, healthcare providers, people |like that?
A  Sonme of them are.
Q Ckay.
Did you speak to anybody in the
marijuana i ndustry?
And | define marijuana industry as

persons involved in the creation, marketing,

delivery of -- of botanical marijuana.
A  No.
Q Ckay.

Now, this -- this Tea House that you're
involved with, is that the one that's in Wite

Ri ver Junction?

A Yes.
Q Ckay.
Now | -- | have | ooked at their
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website, they' re both for recreational and
nmedi cal, so their products could be used either
way, IS that correct?
A  Yes.
Q Ckay.
So, what nedical condition would you
use a Blueberry Lobster for?
A Could you el aborate, please?
Q |Is one of their products naned
Bl ueberry Lobster?
A | -- 1 don't know
Q Are you famliar wwth any of their
product s?
A | amfamliar with their fornul ations.
That is flower, tincture, a class of orally
I ngested agents call ed edi bl es, gumm es,
chocol ate, and vapori zers.
Q D dyou ever go to the Tea House and

| ook at their products?

A  Yes.
Q Ckay.
Did you ever see Cherry Pie Flower?
A I'mnot famliar wth the brand nanes.
Q Ckay.
Well, let nme give you sone nore nanes,
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Cream Crusher Flower, Crunch Berries, Dante's
| nf erno, Dope Dog, and G rl Scout Cooki es.

Have any of your patients recomended -
- told you that they're taking Grl Scout Cookie
mari j uana?

A No.

Q Ckay.

Have any of your patients brought any
packages to you, show ng you what they're
taki ng, described to you what they're taking, by
usi ng any of these nanes?

A  Wll, | don't see patients, and so, |
don't have patients, and I -- | certainly don't
have patients in Vernont that go to the Tea
House.

Q Ckay.

And what is your responsibility with
the Tea House? What do you do there?

A | assisted the owner in obtaining a
license, and | assisted her in aspects of
fi nanci ng.

MR, EVANS: But you never actually
| ooked at the products, how they're formnulated,
how t hey' re packaged, whether they have any
phot ogr aphs on them any photographs -- pictures

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN PP

N DN N D DD P P P PP PP PP PP PP
o b~ W N P O © 00 N O O b W N B+, O

635

of animals or things that m ght be attractive to
chi |l dren?

Did you ever talk to her about that and
say, | ook, we have to have a professional
presentati on?

| mean, unless this one product is
ai med specifically at Grl Scouts, Grl Scout
Cookie, it doesn't sound very nedical to ne.

And yet, this is a -- a place where
you' re an advi sor.

These di spensary technicians --

MS. RACE: Your Honor --

JUDGE JULIUS: Hold on, M. Evans --

MR. EVANS: Yeah.

M5. RACE: | just had an objection.
Just --
MR. EVANS: The -- the question | have
is that --
JUDGE JULIUS: Well, hold -- hold on.
M5. RACE: Thank you, Your Honor.
JUDGE JULIUS: Let ne hear the
obj ecti on.

M5. RACE: Just to the extent that
there's a question pending before the w tness,

that would -- but it seens |like there's a | ot of
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di scussion with no question pending.

And so, | just want to nake a -- an --
a point for the record.

MR, EVANS: Well, I'msorry, 1'll ask
t he questi on.

Did it ever occur to you to find out
exactly how these products were packaged, sold,
and di spensed?

THE WTNESS: M interest is, first of
all, in safety.

|"minterested in the constituency,
purity, analysis, and in educating the
di spensary staff on the aforenentioned risks and
side effects that we discussed earlier.

|"mnot really up on product nanes.

BY MR EVANS:

Q WwWell, Doctor, you -- you tal ked about
war ni ngs on the packages, have you ever read
t hose war ni ngs?

A  Yes.

Q So, you've read sone of the packages
t hen?

A  Wll, I've read the | abels on the
packages.

Q That's all you read, just the | abel ?
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You didn't -- you didn't |ook at the
name Crunch Berries or Dante's |Infernos or Dope
Dog?

A | have zero interest on the trade nanes
of the products.
Q | believe you.

Now, these di spensary technicians, are

they |icensed?
A No.

MR. EVANS: Are they trained by the
St ate?

M5. RACE: (njection, just a point of
record, Your Honor.

JUDGE JULIUS: Go ahead.

M5. RACE: Wiich State are we talking
about ?

MR. EVANS: Well, right now we're
focusi ng on New Hanpshire, but --

THE WTNESS: Oh, | didn't know that,
t hought we were tal king about Vernont. The Tea
House is in Vernont.

BY MR EVANS:

Q Oh, Vernont -- New Hanpshire, okay.
But you were tal king about dispensary

techni cians in general.
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So, what about New Hanpshire? Are they
| icensed by the State?

A No.

Q \Wat about Vernont? Are they |icensed
by the State?

A  No.

Q Is there any certification board that
okays them and says, you're properly trained to
tell people the difference between Cream
Crushers, Dope Dog, and Dante's |nferno?

A VWiich State are we referring to,
pl ease?

Q You can pick either State, it's fine
wth ne.

Are you aware of any certification
process that -- that when these people are
involved in this very intimte heal thcare, okay,
| nmean, | was an EMI, | had to go through four
nmonths of training to get certified, okay?

These people are dispensing a
nmedi cation, okay, on their own accord, doesn't
It bother you that they -- there's no
certification for that?

A | don't quite understand the question

because you asked a prior question, and then you
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asked a secondary questi on.

Q Al right, let ne --

A I'm-- I"'malittle confused.
Q Let ne -- let me go to anot her
scenari o.
You -- have you ever witten a

prescription for sonebody that is dealt with in
a pharmacy?
A Are we referring to marijuana? [|'m--

"' mvery confused.

Q I didn't nention marijuana.
A | " m sorry.
Q | didn't nention marijuana, and you're

bei ng very thoughtful in trying to dodge ny
questions, | get that.

But did you ever wite a nedical
prescription for any drug that was sent to a
phar macy?

A O course.
Q Ckay.

And why did you have that person go to
a pharnmacy?

A If I wite an FDA-approved drug
prescription, commonly, in this country, in the

United States, that drug is dispensed by a
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I i censed phar nacy.

Q Have you ever witten a prescription
for any nedicine where you told the pharnmaci st,
you deci de the anount ?

A No.

Q Ckay.

Have you ever nade a recommendati on
t hat sonebody shoul d get Cherry Pie Flower or --

or Cream Crusher, anything |like that?

A No.
Q Ckay.
Now, when you recommend marijuana to
sonebody, and -- and I'm-- now, do you
recommend -- do you recomrend tincture? Do you

recomend fl ower?

A | discuss with the patient, as |
previously stated, the history of possible
marijuana ingestion and what their preference
m ght be.

Q I'"'mnot tal king about their preference.

Do you discuss flower with them as an

option?
A  Yes.
Q Ckay.

Can you define flower, please?
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A Flower is the dried conponent of the
mar i j uana plant flower.
Q Ckay.

And when you -- when you titrate people
of f opiates, do you then titrate them on
mari j uana?

You know, is titrate being raising or
| onering of the anount or the potency?

A  Yes.
Q Ckay.

Now, how would you titrate the dry
| eaves of marijuana?

How woul d you tell a person how much to
snoke or did you just tell -- well, answer that
guestion first.

A The inhalational route for flower is
t hrough conbustion, generally, and there is a
conponent of the cannabi noids that gets
vapori zed through the nmechani sm of conbusti on
and i nhal ed and absorbed in the pul nonary tree.

Wth each inhalation, there is sone
dose that is ingested.

As | spoke about titration, self-
adm ni stered dosing is titration in this

I nst ance.
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Q Ckay.
So, you leave it to the patient to
deci de how much, is that correct?
A Yes.
Q Ckay.
And if the patient conmes back and says
to you, |'ve been snoking this marijuana and I

feel good, how woul d you respond to that?

A | would respond by asking further
guesti ons.
Q Ckay.

Now, because sonebody feels good for
I ngesting marijuana, does that nean that they're
getting cured or healed of any di sease?

A In the clinical evaluation of a patient
who has chronic pain, | would personally, in ny
opinion, want to elicit nore than just the
descriptor feels good.

Q Now, you -- you testified earlier that

pain is very subjective, | -- 1 -- 1've been a
personal injury |lawer, | can testify to that.
But do people sonetines -- are there

peopl e that have a different tol erance for pain
t han ot hers?

A Yes.
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Q Do people sonetines, in your
experience, |lie about having pain in order to

gai n sone financial advantage?

pain or a nedical test or any test for pain
ot her than just what a person says, is that
correct?

A Not entirely.

sonebody was in pain?
A There are objective neasures.
Q And do you do that every tine?
A O course.
Q Ckay.

Now, what do you know about these
Interactions wth physicians in the rest of the
country?

The -- what do you know are there any

states where -- have you heard about Veni ce,

beach, they have these little offices you can

wal k in and get a marijuana certification for

Neal R. Gross and Co., Inc.
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$40 wi t hout any exam or not hing? Have you heard
about that?

A M pain practice -- pain nmanagenent
practice was restricted to the State of New
Hanpshire.

Q | asked you what you heard about, what
I's your know edge about what's going on
national ly?

Because that's what we're tal king about
her e.

Let nme give you an exanple, you let ne
know if you think this is proper, this is an
act ual case.

GQuy wal ks into a marijuana doctor in
New York, Plattsburgh, New York, says that he
has a spinal cord injury and cancer, brings his
medi cal records wth him

And as he's sitting in the office, the
doctor wal ks in and says, how you doing? W're
going to get you your nedical card today.

And then, he sits down and talks to the
person and says, and the person says, well, 1've
had cancer and spinal cord injury.

And the doctor says, fine, "Il -- "Il

get you your card, but | got to wite down
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sonet hi ng el se because of this. I1I'mgoing to
put down post-traunatic stress disorder.

Patient says, but | don't have post-
traumatic stress disorder.

Doctor says, well, | got to put it down
anyway, and it's a sworn statenent that the
doctor fills out.

The guy takes it to the dispensary,
okay, and wal ks into the di spensary and hands
t he doctor's thing.

And the pat -- the patient then, says,
to the dispensary guy, this doctor put down
post-traumatic stress disorder, | don't have
post-traunmatic stress di sorder.

And the dispensary said, don't worry,
we put that down on everybody's certification.

Does that sound |ike the proper way to
do t hings?

A | really can't comment on the practice
of other physicians, only --

MR. EVANS: |'mjust asking you for a
process to get nedical narijuana.

Was that enough of an eval uation of
that patient who had his nedical records there,

okay?
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M5. RACE: (bjection, Your Honor --

MR. EVANS: And who deni ed having a
condi ti on.

Do you think that's proper to sign a
sworn statenent without -- w thout exam ning the
person, not even | ooking at then?

JUDGE JULIUS: Hold on, don't answer
yet .

MR. EVANS: All right.

JUDGE JULIUS: There's an objection,

M5. RACE: | just have two succinct
obj ecti ons.

The first one being, the first
obj ection | |odged, which is that | would
request Counsel please allow the witness to
conpl ete the answer.

And the second being that we've got a
series of conpound questions in the answer, in
t he question, too.

And so, | just want it -- for the
benefit of a clear record for everybody, | just
want to make sure that | --

MR, EVANS: Ckay.

M5. RACE: -- | referenced that.

MR. EVANS: Do you think it's proper
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for a doctor to walk in wthout saying a word to
sonebody, and the first thing the doctor says
Is, I"'mgoing to give you a nedical marijuana
card? Do you think that's proper?

THE WTNESS: I'ma little confused by
your question, because you said a doctor wal ks
in to see a doctor.

BY MR EVANS:

Q No, a patient, pardon -- pardon ne.

Patient's sitting there, doctor wal ks
in, looks at the patient and says, okay, |I'm
going to get you a nedical narijuana card today,
not even asking the patient anything.

Do you think that's proper?

A | can only speak for nmy own practice,
and that is not how | would conduct nyself.

Q Ckay, great.

Wul d that be legal or illegal in
Ver nont or New Hanpshire for a doctor -- for a
doctor to ex -- to give sonebody a nedical

marijuana card w thout exam ning thenf? Wuld
that be proper in either State?

A Again, | don't know the law in that
respect, | nean, | just know how to --

Q You know the | aw about di spensing

Neal R. Gross and Co., Inc.
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medi cal - -

A  Excuse ne --

JUDGE JULIUS: Hold on, let himfinish,
pl ease.

MR EVANS.: |I'msorry, I'"'msorry, I'm
sorry, pardon ne.

THE WTNESS: [|'mnot of the |egal
mnd, | only know how to practice what |
consider to be judicious and appropriate
nmedi ci ne.

And all | would respond to that
statement and that scenario is that would not be
sonething I would approve of and | woul d do.

BY MR EVANS:

Q Ckay.

Are you famliar with the laws in
Ver nont and New Hanpshire about a physician
requirements in examning a patient before
giving thema card? Are you famliar wth what
those requirenents are?

A Wll, | don't practice nedicine and --
and never have in Vernont, so, | really can't
comment on that.

Q But don't you advise a nedical

mar i j uana di spensary in Vernont?
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Shoul dn't you know the -- what the --
what they're supposed to do and not do?

You help themget licensing. They --
they had to understand, agree to certain things

that they were going to do.

A If --
Q I've helped a Il ot of healthcare
providers get licensing, and they got to -- they

got to give a lot of information.

Well, it's okay if you just say you
don't know, that's fine, you can just say you
don't know.

A Sorry, | can't talk

M5. RACE: (bjection, Your Honor.

MR EVANS: Don't | ook at the attorney,
pl ease.

JUDGE JULIUS: What's the -- what's the
nature of objection?

M5. RACE: A variety of questions were
posed, no tinme was provided to the witness to
answer any of those.

And then, it appears that we're kind of
novi ng into a badgering space as wel | .

And so, | have objections based on this

i ne of questioning.

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN PP

N D N NN DD P P P PP PP kP PP PP
o A W N P O © 00 N O O b W N B+, O

650

Certainly --

MR. EVANS: Wwell, | --

JUDGE JULIUS: Hold on just a second.

MR. EVANS.: |'msorry.

JUDGE JULIUS: 1'll give you an
opportunity, sir.

M5. RACE: | understand that Counsel
woul d |i ke to pose questions.

| just request -- the Governnent
requests that Counsel poses those questions one
on one so we can appropriately debate whether or
not the individual questions were appropriately
asked.

MR. EVANS: kay.

M5. RACE: Thank you.

MR. EVANS: Doctor, are you famliar
with the law that guides a doctor in deciding
that a person should get a nedical marijuana
card in New Hanpshire?

THE W TNESS: There are guidelines,
don't know if they're called | aws.

BY MR EVANS:

Q wll, okay, it could be a statute, it
could be an adm nistrative rule put out by the

Departnent of Health after going through
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adm ni strative rul e process.

There coul d be guidelines put out by
t he Departnent of Heal th.

But | happen to know there's specific
statutes in New Hanpshire and Vernont on these
I ssues, | happen to know t hat.

And |' m aski ng you, do you know what
you' re supposed to do under the |law in New
Hanpshi re?

You advi se other doctors. You advise a
mar i j uana di spensary, okay?

When a doctor says, | want to do this,
and do you know whet her or not they can do it or
not ?

What is your know edge of the | aws?

A As | said, in the State of New
Hanpshire, a physician needs to exam ne the
patient, attest to the qualifying condition and
synptom and then, the patient fulfills the rest
of the process and reports to the State for
obt ai ning a nmedi cal card.

Q Ckay.

Do you know what the process is in the
rest of the country generally?

A It varies, that nuch | do know, there's
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a large variation.

However, the intrinsic process is
simlar in that there is a patient-healthcare
provi der interaction whereby a qualifying
condi tion needs to be docunented and then,
fol | oned.

Q Ckay.

A And -- and at such tinme, the patient
can obtain a authorization --

Q Wen you --

A -- to obtain nedical nmarijuana.

Q Wien you say an exam nation, what does
that require?

A | can only speak to the State of New
Hanpshire.

It requires an assessnent of the
patient's condition.

Now, | can speak generally in terns of
ot her nedi cal qualifying conditions or
specifically to pain.

Q Ckay.

Now you tal ked about the CoA, the
Certificate of Analysis, and that that provides
information on the -- does it provide

I nformation on the -- the specific cannabi noids
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that are in that product?
A Yes.
Q Ckay.
And are there cannabi noids on these
CoAs that are reported other than Delta-9 THC?
O her forms of THC?
A Wll, Delta-9 THC is the main form of
THC.
Q That wasn't ny question.
Do they report on other types of THC
al so?
A In the State of New Hanpshire, you're
referring, sir?
Q R ght now we're stuck there.
But what about, do they put in the --
the type of CBD, or CBD there?
A Yes, but | need to enphasize that CBD
IS a separate -- totally separate nolecule to
THC.
Q To where?
A You referred to nultiple types of THC.
Now, there are isoners of THC, | don't
bel i eve that those are generally part of a CoA
Q Ckay.
Let's tal k about CBD, do you consi der
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CBD to be botanical marijuana?

A Cannabidiol, which is known as CBD, is
one of the cannabi noids, probably the second
nost common cannabi noid in nost strains of
bot ani cal marij uana.

Q Ckay.

| s there an FDA- approved nedi cine
that's made of CBD?

A  Yes.

Q Wat is the nane of it?

A  Epi di ol ex.

Q Was Epidiolex tested on anybody over
t he age of 557

A | am unawar e.

Q Are there any risks in sonebody
I ngesti ng CBD?

A As wth any drug, cone risks of
I ngesti on.

Q No, I"'masking specific risks with CBD,
it's right on the package insert, approved by
t he FDA.

And |''m surprised that you don't know
t hat because you're supposed to be an expert in
bot ani cal marijuana, which would include CBD.

But you don't appear to be an expert in
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that particular item do you, Doctor?

A | certainly know the pharnacol ogy ri sks
and benefits of nost cannabi noids, including
cannabi di ol .

Q Gve ne three of the risks of
cannabi diol, what are they?

A  Serotonin syndrone, induction of |iver
enzynes cytochrone P450 and 480, and
occasional ly, sedati on.

Q Now, you tal ked about the process with
the liver.

Coul d you be nore specific about why
that is harnful?

A |If | may just ask, are you specifying
Wi th respect to cannabidiol ?

Q Right now, Epidiolex.

A Ckay, CBD?

Q That's published, you should have read
it, you should be famliar with it, correct?

A O course.

Q Ckay.

So, it specifically nentions problens
with your Iliver.
You gave a technical answer, tine's

expired, can you just answer that question?
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JUDGE JULIUS: 1'Il allow himto answer
t he questi on.

MR, EVANS: Ckay.

What is the problemthat CBD causes
with sonebody's |iver?

THE WTNESS: CBD can inhibit the
enzynes | tal ked about, these are called
cytochrome conpl exes.

The liver is an organ responsible for
met abol i sm or breakdown of all kinds of
nol ecul es, including drugs.

MR. EVANS: May | just ask one nore
foll owup question? Are you done wth that?

JUDGE JULIUS: W can then --

THE WTNESS: No, not really, but --

JUDGE JULIUS: It's okay.

MR EVANS: Sorry.

JUDGE JULI US: Yeah, you can ask
anot her question, we'll just count the tine.

MR, EVANS: kay.

JUDGE JULIUS: You nmay have 28 m nutes.

MR. EVANS: Now, you -- you talked
about how you nonitored --

M5. RACE: (bjection -- objection.

THE WTNESS: | didn't get to answer the
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JUDGE JULIUS: Hold on.

MR EVANS: Oh, I'msorry. | didn't -
- | thought you were finished, pardon ne.

JUDGE JULIUS: Hold on, objection.

M5. RACE: If that's resolved, |
appreciate that, that was going to be ny
obj ecti on because | believe the witness wasn't
finished with that question.

JUDGE JULIUS: Ckay.

If he's -- if you aren't finished with
your answer, please finish your answer.

THE W TNESS: Thank you.

CBD i s one of the cannabi noids that can
both inhibit and augnent certain enzymatic
functions of the |iver.

The liver is inportant in
det oxi fi cati on.

If -- if these liver enzynes are
affected, it can affect how the liver
met abol i zes subst ances.

MR. EVANS: Ckay, one nore question.

Have you ever reconmended CBD or
prescri bed CBD or Epidiolex to any patient?

THE W TNESS: No.
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MR, EVANS: (kay.

W'l | see you tonorrow norning.

JUDGE JULI US: Thank you, M. Evans.

Just for the record, | want to nake
sure, because you are Counsel for a nunber of
parties, | just want to nake sure that the 30
m nutes that you took this afternoon was for
Nati onal Drug and Al cohol Screening Associ ation.

MR EVANS: Correct.

JUDGE JULIUS: Ckay.

MR EVANS: Correct.

JUDGE JULI US: Very good, thank you,

MR. EVANS: Right, right.

JUDGE JULIUS: And again, appreciate
your flexibility this afternoon.

MR. EVANS: Well, for sure.

JUDGE JULI US: Before we adjourn for the
evening, | would thank you for your testinony
t oday.

Agai n, please don't discuss your
testinmony with anyone between now and tonorrow.

And | ooki ng at the schedul es of
attendance, it |looks like we may pick up a

l[ittle bit nore extra tinme tonorrow as wel |
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We did in our preliminary order say
that no one's going to be forced to present
their case-in-chief earlier than the day
scheduled, which I think would mean that,
potentially, Government maybe be prepared for
any redirect tomorrow, even though it's
originally scheduled to be first thing Thursday.

So, just be aware that we may be
picking up some time, and I want to be able to -
- to --

MS. RACE: We'll be ready.

JUDGE JULIUS: -- capitalize, to the
extent possible, on any ahead of schedule
processing that we have.

MS. RACE: Thank you.

JUDGE JULIUS: Sure. So, thank you
everyone for your flexibility today.

We will be adjourned until tomorrow.
Have a great evening, everyone.

Thank you.

THE LAW CLERK BAILIEE: All rise.

(Whereupon, the proceedings went off

the record at 3:58 p.m.)
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CERTI FI CATE
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