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P-ROGCGEEDI-NGS
(9:01 a.m)

JUDGE JULIUS: Good norning. W are on
the record in the matter of Schedul es of
Control | ed Substances: Proposed Reschedul i ng of
Mari j uana, Hearing Docket Nunmber 2026 96, DEA
Docket 1362.

Today is June 29, 2026. | am Derek C.
Julius, Chief Adm nistrative Law Judge at the
Drug Enforcenent Adm nistration, or DEA

The DEA Admi nistrator designated ne to
preside over this hearing. This is a fornal
adm ni strative hearing conducted under the
Adm ni strative Procedure Act, Controlled
Subst ances Act, or CSA, and inpl enenting
regul ati ons.

This hearing is being conducted at the
DEA hearing facility in Arlington, Virginia,
Wi th the Governnent and its w tnesses
participating in person, counsel for interested
persons and pro se interested persons appearing
I n person, and sone w tnesses for the interested
persons appearing in person and ot hers appearing
renotely via VIC

This hearing follows a May 21, 2024,

Neal R. Gross and Co., Inc.
(202) 234-4433 Washington DC www.nealrgross.com
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Notice of Proposed Rul emaking in which the U S
Departnent of Justice proposed transferring
marijuana from Schedule I of the CSA to Schedul e
11, consistent wwth the view of the Departnent
of Health and Human Services, or HHS, that
marijuana has a currently accepted nedi cal use,
as well as HHS s view about nmarijuana's abuse
potential and | evel of physical or psychol ogi cal
dependence.
The proposed rul e specified the changes to Title
21 of the Code of Federal Regul ations; nanely,
amendi ng 21 CFR Section 1308.11 regarding
Schedul e | controll ed substances by renoving
par agraphs (d)(23) and (58), and redesignating
par agraphs (d)(24) through (57) and (59) through
(104) as paragraphs (d)(23) through (102),
respectively; and revising newy redesignhated
par agraph (d)(30).

Further, the proposed rule would anend
21 CFR Section 1308.13 regarding Schedule I
control |l ed substances by addi ng paragraphs (h)
through (j). The specific |anguage of those
regul atory changes is found in the Federal
Regi ster Notice for the proposed rul emaki ng and

IS incorporated by reference.

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com
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Under the proposed rule, if the
transfer of marijuana to Schedule IIl is
finalized, the regulatory controls applicable to
Schedule Il controll ed substances woul d apply,
as appropriate, along wth existing nmarijuana
specific requirenents and any additional
controls that m ght be inplenented, including
those that m ght be inplenented to neet U. S.
Treaty obligations.

| f marijuana were transferred into
Schedule 111, the manufacture, distribution,

di spensi ng, and possession of nmarijuana woul d
remai n subject to the applicable crimnal

prohi bitions of the CSA. Any drugs containing a
substance within the CSA's definition of
“marijuana” would al so remain subject to the
applicable prohibitions in the Federal Food,
Drug, and Cosnetic Act.

An August 29, 2024, Notice of Hearing
on this proposed rul emaki ng was ultimately
wi t hdrawn and t hose proceedi ngs term nated.

On April 22, 2026, Acting Attorney
General Todd Bl anche issued a final rule that,
in relevant part, placed drug products

containing marijuana that had been approved by

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com
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the Food and Drug Administration, or FDA, and
marijuana subject to state licenses -- strike
that, subject to state issued licenses, into

Schedule III of the CSA.

That same day, Acting Attorney General
Blanche issued a new Notice of Hearing on this
proposed rulemaking. That notice instructed
that all potential, quote, "interested persons, "
end quote, as defined in 21 CFR Section

1300.0001 (b), on the process of filing written
notices of intention to participate in the
hearing.

On June 18, 2026, after reviewing the
written notices of intention to participate, the
DEA Administrator granted seven interested
parties' participation requests. Those seven
interested persons, and the Government
collectively, constitute the designated parties
who will participate in this hearing.

The issue in this hearing is to
determine whether marijuana, as statutorily
defined in the CSA at 21 U.S.C. Section 802A ,
other than the products already scheduled in
Schedule III, should be moved to Schedule III of

the CSA.

el R. Giass and €9, RS-
(02 2344433 Wm&@m@@ ! WKW REANGHESS GO
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Counsel for the Governnent and nunerous
i nterested persons are present in the courtroom
We were advised that pro se interested party
Phillip A. Drum PharnD, would not be present
today, which is consistent with the prelimnary
order stating that counsel and parties need not
be present for days on which they were not
presenting their case in chief. Parties are
advi sed that non appearance on a day of this
hearing is deened a waiver of the right to cross
exam ne a witness or raise objections to
testinony for that day.

| wll now ask that counsel present
today state their appearances as | identify each
desi gnated party. WII Counsel for the
Gover nnent pl ease state their appearance?
MR SCHWARTZ: (Good norning, Your Honor. W
have Janes J. Schwartz for the Governnent, and
at counsel table with ne | have Stacy Race and
Li sa Man.
JUDGE JULIUS: Very good. Thank you, M.
Schwart z.

WI 1l Counsel for National Drug and
Al cohol Screening Associ ation pl ease enter your

appear ance?

Neal R. Gross and Co., Inc.
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(202) 234-4433 Washington DC www.nealrgross.com
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MR. EVANS: (Good norning, Your Honor.
My nane is David Evans, and | represent NDASA.

JUDGE JULIUS: Very good, sir.

MR, KENNEALLY: Good norning, Your
Honor. Patrick Kenneally, and |I al so represent
NDASA.

JUDGE JULIUS: Excellent.

W1l Counsel for Tennessee Bureau of
| nvestigati on pl ease note your appearance?

MR. SM TH. Good norning, Your Honor.
Reed Neal Smith on behalf of the Tennessee
Bureau of I|nvestigation.

JUDGE JULIUS: Good norning, sir.

WIl Counsel for Smart Approaches to
Marij uana pl ease state your appearance?

MR. McNICHOLS: Good norning, Your
Honor. John McNichols from Torridon Law. W're
here with Patrick Philbin, Chase Harrington, and
Luke Ni foratos on behalf of Smart Approaches to

Mar i j uana.

JUDCGE JULIUS: Good norning to you all.

WIl Counsel for the Qpposing States,
Nebr aska, |daho, and Indi ana, please enter or
state your appearance?

MR MN CHOLS: That's al so ne, Your

Neal R. Gross and Co., Inc.
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Honor, on behalf of Torridon Law. [|'m
acconpani ed by Chase Harrington and Zach Horton,
also of ny law firm

JUDCGE JULIUS: Thank you very nuch. |
wi Il note that Louisiana, previously an
i nterested person in this case, wthdrew, so the
Qpposing States are still Nebraska, |daho, and
| ndi ana.

W1l Counsel for DU D VictimVoices
pl ease state your appearance.

MR, KENNEALLY: Good norning, Your
Honor. Patrick Kenneally on behalf of DU D
Vi cti m Voi ces.

MR. EVANS: Again, Your Honor, David
Evans on behal f of DU D Victim Voi ces.

JUDCGE JULIUS: Thank you, gentl enen.

And will Counsel for Kenneth Finn, MD.

pl ease enter your appearance.

MR, KENNEALLY: Your Honor, Patrick
Kenneal | y on behalf of Ken Finn, along with
Davi d Evans.

JUDGE JULI US: Thank you both again.

For the clarity of the record, we wl|
take a simlar roll call of appearance at the

begi nni ng of each day just to note who is

Neal R. Gross and Co., Inc.
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present.

| issued a prelimnary order and ot her
standi ng orders regardi ng the conduct of this
hearing in accordance with 21 CFR Secti on
1316.59(f). I'mincluding those in the record,
along wiwth Adm nistrative Law Judge, or ALJ,

Exhi bits 1 through 59.

(Wher eupon, the above-referred to
docunents were marked as ALJ Exhibits Nos. 1
t hrough 59 for identification.)

JUDGE JULIUS: In addition, | amin
recei pt of the National Drug and Al cohol
Screeni ng Associ ation's prehearing statenent,
whi ch was not originally included as an ALJ
exhibit, but I wll hereby incorporate that as
ALJ Exhibit 60, and that will be reflected in an
updated table of contents followng this
heari ng.

(Wher eupon, the above-referred to
docunent was marked as ALJ Exhibit No. 60 for
identification and was received into evidence.)

JUDGE JULIUS: [|'malso currently in
recei pt of virtual copies of Governnment Proposed
Exhibits 1 through 6 for identification.

(Wher eupon, the above-referred to

Neal R. Gross and Co., Inc.
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docunents were marked as Governnent Exhibits
Nos. 1 through 6 for identification.)

JUDGE JULIUS: | note that Governnent
Proposed Exhibits 1 and 3 were already incl uded
as ALJ exhibits, and Governnent Proposed
Exhi bits 2, inclusive of Tabs A through D and 4
were subject to a granted unopposed notion to
take adm nistrative or judicial notice. So
those are already part of the record.

|"mal so in possession or receipt of
virtual copies of National Drug and Al cohol
Screeni ng Associ ati on Proposed Exhibits 1
through 15 for identification; Tennessee Bureau
of Investigation Proposed Exhibits 1 through 32
for identification; Smart Approaches to
Marij uana Proposed Exhibits 1 through 44 for
identification; the Opposing States Proposed
Exhi bits 1 through 19 for identification; DU D
Vi ctim Voi ces Proposed Exhibits 1 through 84 for
identification; Kenneth Finn, MD., Proposed
Exhibits 1 through 110 for identification; along
with affidavits marked as Stack Proposed
Exhibits 1 through 84 for identification.

(Wher eupon, the above-referred to

docunments were marked as NDASA Exhibits Nos. 1

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com
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through 15 for identification.)

(Wher eupon, the above-referred to
docunents were marked as TBlI Exhibits Nos. 1
through 32 for identification.)

(Wher eupon, the above-referred to
docunents were marked as SAM Exhibits Nos. 1
through 44 for identification.)

(Wher eupon, the above-referred to
docunents were marked as States Exhibits Nos. 1
through 19 for identification.)

(Wher eupon, the above-referred to
docunents were marked as DU D Exhibits Nos. 1
through 84 for identification.)

(Wher eupon, the above-referred to
docunents were marked as Kenneth Finn Exhibits
Nos. 1 through 110 for identification.)

(Wher eupon, the above-referred to
docunments were marked as Stack Exhibits Nos. 1
through 84 for identification.)

JUDGE JULIUS: And, finally, Phillip A
Drum PharnD, Proposed Exhibits 1 through 67 for
I dentification.

(Wher eupon, the above-referred to
docunents were marked as Phillip A Drum

Exhi bits Nos. 1 through 67 for identification.)

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com
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JUDGE JULIUS: |f any party seeks to
i ntroduce an exhibit that has not yet been
provi ded, that party wll need to seek
per m ssion and denonstrate good cause for the
late filing. Parties are also rem nded, if they
have not already done so, that they are required
to provide hard copies of their exhibits
consistent with the prelimnary order by no
| ater than the norning of their assigned day to
present .

These proceedi ngs are bei ng conduct ed
Wi th some use of VIC. A unique VIClink wll be
provided by ny law clerk to the parties that
provi ded notice that one or nore w tnesses would
be testifying via VIC. That link will be
provided no later than the day before the party
wi Il be required to appear.

| rem nd everyone, including parties
and attendees in the gallery, that the only
recording permtted is the recordi ng generated
by the contract reporting conpany, and
perm ssion is expressly withheld from anyone
el se to do so.

| f anyone is observed on a cell phone

or using any other recordi ng capabl e devi ce,

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com
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i ncluding, but not limted to, any device that
can produce a picture, video, or audio capture
or recording, such as a Smartwatch, or if their
cell phone is heard during the hearing, they
wi Il be renoved by DEA security.

We have arranged to provi de expedited
el ectronic copies of transcripts to the parties.

Transcripts of each day's proceedings in PDF
format wll be provided to the parties by this
tribunal within two business days of that day's
pr oceedi ngs.

At the conclusion of this hearing, each
party will have the opportunity to propose
corrections to the transcript as required by
agency regulations. | wll provide nore
instructions on this follow ng the hearing. The
full, final, corrected transcript of these
proceedings will be posted to the DEA website.

This hearing is scheduled to begin
t oday, June 29, 2026, and conclude on July 15,
2026, recessing only on July 3, 2026, for the
federal | ndependence Day holi day.

Each day, we will commence the
proceedi ngs pronptly at 9 a.m Eastern Tinme and

finish no later than 5 p.m Eastern Ti ne.

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com
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There will be a 60 mnute |lunch break each day
at noon and short 15 minute confort breaks in
the norning and afternoon sessions.

| f anyone needs to | eave the courtroom
or gallery during the hearing, please use the
two courtroomdoors in the back. If you are not
a DEA enpl oyee, you will need to be escorted
outside of this courtroom Please do not use
the energency exits to the side of the courtroom
unl ess there is a true energency. An alarmwl]|
sound.

Those with visitors badges nust wear
themin a visible area at all tines while inside
t he DEA building and courtroom |f you | ose
your visitor's badge, you will not be granted
reentry.

| rem nd everyone that there will be no
col | oquy between counsel, and apart from opening
statenents or when directed by ne, there wll be
no argunent presented during the proceedi ngs.
Because of the nunmerous parties and counsel, |
anticipate that objections nmay require
coordination to address in an orderly fashion
for clarity of the record, especially if

multiple parties object to the sane nmatter.

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com
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Each designated party should internally
identify a single person to raise objections to
the tribunal on behalf of that party. |If there
I's an objection, counsel or the pro se party
w Il please stand, say the word "objection," and
wait to be recogni zed by ne, at which tine that
counsel or pro se interested party will identify
t hensel ves by nane, state which designated party
or parties they represent, and then concisely
state the rule and raise -- reason for the
obj ecti on.

| wll allow the opposing party to
briefly respond. | wll then rule on the
obj ection, and the hearing will continue w thout
further discussion.

Pro se and counsel for interested
parties, if they are able, should stand when
maki ng obj ections, examning a w tness, or
addressing the Court.

Exam nations will be conducted at the
podium M/ law clerk wll keep the official
time for each party's opening statenents and
exam nations. A five mnute warning wll be
provi ded when the party has five mnutes

remai ning in each particular session. The

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com
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official tinme for exam nations wll begin when
the first question is asked. Questions | ask of
the wtnesses, if any, wll count against the
party's total tine. Tinme spent discussing

obj ections to any question during exam nation
will not count against the tine |limt for the
party conducting the exam nati on.

Are there any issues to address before
| turn the case over to the Governnent for their
case in chief? Yes, M. Evans.

MR. EVANS: Yes, Your Honor. David
Evans, representing NDASA and Dr. Finn and
Edward Wbod. Your Honor, | would like you to
| ook at DEA Exhibit 4, which | believe you have,
page 3. Exhibit 4, page 3.

JUDGE JULIUS: Ckay.

MR. EVANS: [|f the Court and the DEA
counsel will look at the footnote on page 3, and
"Il read it for the record. "Footnote 1. This
opi ni on nenorializes advice we provided you on
February 16th, 2024. To aid our analysis, we
solicited and received witten views from HHS
and DEA on all -- on all three questions, and
fromthe State Departnent on the third question.

"See Menorandum for the Ofice of Legal

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 A W N P O © 00 N O O b W N B+, O

21

Counsel from DEA, January 30th, 2024, DEA
response. Menorandumfor Gllian E Metzger,
Deputy Assistant Attorney General, Ofice of
Legal Counsel, from Sanuel Bagenstos, General
Counsel, HHS, re OLC s request for reviews on
I ssues related to the scheduling of marijuana
under the Controll ed Substances Act, January
29t h, 2024, HHS response.

"Singl e convention requirenents for
cannabi s and schedul i ng under the Controll ed
Subst ances Act, February 12th, 2024, state
response. "

Your Honor, |'mbringing this up
because it has cone to ny attention that at the
time that this was witten and -- and this
ref erences the begi nning of 2024 -- you served
as the head of the Foreign D vision of the DEA s
O fice of Legal Counsel.

It appears fromthis footnote that
there were sone issues that were raised
regarding the State Departnent, regarding the
single conventions. |f you, in any way, had
anything to do wth any of those opinions, your
choice is to recuse yourself as the judge. |I'm

not making a notion at this point because |

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com
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don't have enough information. |'mnerely
asking that the counsel and Your Honor | ook into
this to see if there's any reason for concern.

|"mbringing this up because in | aw
school, and when | got admtted to the bar, |
took an oath to zeal ously represent ny client.
And | nean no offense to the Court, but | would
be remss if | didn't address this issue. W're
just seeking clarity at this point.

Thank you, Your Honor.

JUDCGE JULIUS: Thank you very nuch, M.
Evans.

Wul d anyone else |like to be heard on
this issue?

MR McNI CHOLS: No, Your Honor.

MR SM TH: No, Your Honor.

JUDGE JULI US: Gover nnent ?

MR, SCHWARTZ: Not hi ng, Your Honor.

JUDGE JULIUS: | can -- | can state
that | had nothing to do with anything that went
over to HHS on this. Anything that woul d have
cone fromthe State Departnent woul d have cone
fromthe State Departnent, not from ny section.

The foreign section that | was the head of

advi sed our then 92 foreign offices on

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

23

operational matters. | -- | had nothing to do
with

MR. EVANS: Well, we're primarily
concer ned about the Menorandum for O fice of
Legal Counsel fromthe DEA.

JUDGE JULIUS: Well --

MR. EVANS: And there -- there seened
to have been an opinion also fromthe -- that
office. So | think the Court has cleared it up.

| f the Court has a nenory of this, we wll
certainly

JUDCGE JULIUS: | had nothing to do with
that. | know there was an O fice of Legal
Counsel Menorandum and that would be from main
Justice. | don't know anything about this neno
that canme from DEA counsel's office, if there
wer e one.

MR. EVANS: | appreciate you clearing
that up, Your Honor. Thank you.

JUDGE JULIUS: Absolutely. Thank you
for bringing that up. | understand, and | took
no offense to your -- to your raising the issue.

|"mvery interested in naking sure that we have
a full, fair hearing as well, so I very nuch

appreciate you raising the issue, so that we can

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com
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clarify that.
MR. EVANS: Well, ny experience with
DEA adm ni strati ve judges has been very

positive, and so

JUDGE JULIUS: Very good. | hope to

MR. EVANS: -- |'m happy to hear your
response.

JUDCGE JULIUS: | very nmuch hope to keep

that trend goi ng.

MR. EVANS: Ckay.

JUDCGE JULIUS: Thank you, sir.

Any other matters before | hand the
case over to the Governnent for their case in
chief? Yes, sir.

MR. SM TH.  Your Honor, on behal f of
TBI, | just have one question of clarification.

So TBI has only designated one witness in this
case, but the schedule for presentation day
addresses == schedules us as if we have two
W tnesses. | just wanted to seek sone
clarification on that issue.

JUDGE JULIUS: That may be a clerical
error. You would have four hours for your
single wtness as opposed to two hours for two.

So to the extent the schedul e inadvertently
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reflects two hours for one witness, two hours
for a second, the second witness should just be
viewed as the -- the second two hours for your
singl e w tness.

MR SMTH  Okay. Thank you, Your
Honor .

JUDGE JULIUS: Thank you very nuch for
cl arifying.

Anyt hi ng el se?

MR. McNICHOLS: Not fromus, Your
Honor .

JUDGE JULIUS: Okay. Thank you,
everyone.

M. Schwartz?

MR, SCHWARTZ: Thank you, Your Honor.

JUDCGE JULIUS: Opening statenent
whenever you're ready, sir.

MR, SCHWARTZ: (Good norning, Your
Honor. The Governnent is here today as the
proponent of the proposed rule signed by a
previ ous attorney general reconmendi ng the
movenment of marijuana froma Schedule | to a
Schedule Il control |l ed substance.

As proponents of the rule, the

Governnment will be presenting wtnesses and
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docunents supporting that recomendati on. At
the outset, however, it is inportant to note two
things that this hearing is not about.

First, it is not about recreational use
of marijuana. It is about regulation, not
| egalization. By definition, all controlled
substances in Schedule Il through V nust have a
currently accepted nedi cal use and nust be
I ssued to an ultimate user by a practitioner who
has made a determ nation that there is a
| egiti mate nedi cal use for the substance.

Second, regarding currently accepted
nmedi cal use, the hearing cannot be about whet her
the two part test used by HHS in determ ning
currently accepted nedical use is legally
perm ssible. That decision has already been
made. The United States Departnent of Justice's
O fice of Legal Counsel issued its opinion in
2024 that satisfying HHS' s two part inquiry is
sufficient to establish that a drug has CAMJ,
currently accepted nedi cal use, even if the drug
has not been approved by the FDA. That deci sion
I's binding on the Departnent of Justice,

I ncluding the DEA and this Tribunal.

I n support of the proposed rule, the
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Governnent is providing two -- two witnesses to
assist the Tribunal, a scientist and a
practitioner. This wll provide the Tribunal
with a wde range of facts and opinions to
assist it in its determ nation.

The first witness is Domnic
Chi apperino. Dr. Chiapperino is a scientist who
has been enpl oyed at the Food and Drug
Adm ni stration since 2002. Dr. Chiapperino wll
testify FDA perforned a rigorous 10 nonth
categorical analysis of marijuana as legally
defined by the Controll ed Substances Act to
det er m ne whet her FDA could recomend a
reschedul i ng of marij uana.

This analysis utilized a team of highly
trai ned professionals performng the review,
I ncl udi ng physi ci ans, pharnmacol ogi sts, and
epi dem ol ogi sts. The 10 nonth anal ysis
ultimately led to a recommendati on t hat
marijuana i s best placed in Schedule |11

Dr. Chiapperino will testify about the
I nportant takeaways from FDA' s anal ysis and
recomendation. A significant part of the work
perfornmed by FDA was a determ nation that

marijuana has a currently accepted nedi cal use
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for drug scheduling purposes. Dr. Chiapperino
wi || discuss that determ nation and the test
that was applied by FDA to make that deci sion.

He will testify that ultimtely FDA
determ ned marijuana has a currently accepted
medi cal use for three conditions: anorexia
associated wth a nedical condition, nausea and
vom ting associated with chenot herapy treatnent,
and for the treatnent of pain. Inportantly, Dr.
Chi apperino wll also discuss FDA's anal ysis of
the CFR -- of the CSA 812(b) factors as to the
proper schedul e for placenent of marijuana after
the determnation that it has a currently
accept ed nedi cal use.

He will testify that FDA recommended
t he best placenent for marijuana, pursuant to
812(b), is in Schedule I1l. This was based on
an anal ysis of conparator controlled substances
in Schedules | through IV, |ooking at things
| i ke abuse potential, physical dependence,
i ncl udi ng wi t hdrawal synptons, and psychol ogi cal
dependence.

He will also testify as to why, based
on the FDA analysis, marijuana no |longer fits

the statutory definition for Schedul e |
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control |l ed substance.

The Governnent's second witness is Dr.
Cory Burchman. Dr. Burchman has been a
physi ci an for over 30 years and practiced as a
board certified anesthesiol ogi st and pain
managenent physician until 2019. Dr. Burchman
is an inportant witness for Your Honor because,
while FDA's work on recomendi ng that marijuana
shoul d be noved to Schedule Il is
conpr ehensi ve, the testinony froma physician
who can describe the real world inpacts of
treatnent of pain with marijuana versus ot her
control | ed substances, |ike opioids, wll be of
great assistance to the Tribunal.

Dr. Burchman has an extensive career
treating pain, which includes the use of both
opi oids and marijuana for that treatnent, and he
can discuss in a practical setting the inpacts
It has on patients.

Dr. Burchman wll testify to his
observati ons and experience conparing opi oi ds
and marijuana for the treatnent of pain based on
such things as effectiveness, habituation,
wi t hdrawal , and safety concerns. He will also

di scuss how he has personally successfully
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transitioned patients fromopioid to nmarijuana
for treatnment of their pain.

He will be able to -- to descri be,
based on his tenure as a physician and his
education, the risks of opioid dependence on his
pain patients and his experience wth outcones
for patients who now use marijuana to treat
pain. As part of the conparison between opioids
and marijuana, Dr. Burchman will discuss the
significant differences in opioid versus
marij uana w t hdrawal .

He will also discuss the vastly
di fferent dangers posed by marijuana overdose
versus an opioid overdose. Based on his nany
years as a practitioner, he wll describe
personal interventions he has perforned in
opi oi d overdose cases and that he has seen
hundreds of tragic opioid overdose deaths.

This is in stark contrast to his
experience with marijuana overdose. Dr.
Burchman wll testify he has not seen a single
overdose death that resulted exclusively froma
mar i j uana over dose.

Lastly, Dr. Burchman wll testify

basically regarding the nuts and bolts of
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prescribing marijuana to actual patients. He

wi || describe the process by which he prescribes
marijuana for pain, the guidance he gives to his
pai n patients who choose marijuana. This

I ncl udes gui dance on product concentration and
dosing, and he will also describe how he ensures
conpliance with his recommendati ons for use of
marijuana for his patients.

Finally, Dr. Burchman will testify
about safety neasures within the New Hanpshire
marijuana industry -- he's a New Hanpshire
practitioner -- the safety neasures within the
New Hanpshire marijuana industry that ensure
patients receive nmarijuana that is safe for
consunpti on.

As Your Honor reviews the proposed
rul e, the supporting docunents from HHS, and
listens to testinony fromthe Gover nnent
W tnesses, it is inportant to note you wll not
read in the docunents -- what you will not read
in the docunents nor hear from any of the
Gover nment w t nesses.

The Governnent is not putting forth any
evi dence to suggest that marijuana i s not

dangerous. All controlled substances by
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definition are dangerous. That is why they are
scheduled in the first place. However,
control | ed substances nust be eval uated by the
ri sks they pose bal anced with the nedical use

t hey provi de.

The proposed rule, the supporting
docunents, and the Government w tnesses wl |
establish that marijuana has a currently
accepted nedical use. Wth that determ nati on,
marijuana can no longer remain in Schedule I.
Thus, the evidence will showin totality, when
anal yzed wwth the 812(b) factors, marijuana as a
control |l ed substance best fits within the
definition of a Schedule Il controlled
subst ance.

Thank you, Your Honor.

JUDGE JULI US: Thank you, M. Schwart z.

MR, SCHWARTZ: M co-counsel, M. Mn,
will take it from here.

JUDGE JULIUS: Okay.

M5. MAN. Good norning, Your Honor.

JUDGE JULIUS: Good norning, M. Mn.

M5. MAN.  The Governnent would call Dr.

Dom ni ¢ Chi apperino to the stand.

JUDGE JULIUS: kay.
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MR, PH LLIPS: W have to get him

MR. SCHWARTZ: Yeah, he's in the

JUDGE JULIUS: Feel free to send
soneone to go get him--

MR. SCHWARTZ:  Okay.

JUDGE JULIUS: -- wherever he is.

M5. MAN: | hope it's where we left
hi m

And, Your Honor, just so -- for ease, |

know there are sone ALJ exhibits. How would you
like me to present themto Dr. Chiapperino? |

know t he Governnent's hard copies are there, but

|"d Iike to show him ALJ exhibit -- an ALJ
exhibit. Howdo | do that? |s there a binder?

MR, PHLLIPS: | can pull it up on his
noni t or.

M5. MAN:. He may -- he may need it in
paper. He forgot his

MR, PH LLIPS: | can also hand himthe
paper copi es.

M5. MAN: That would be fantastic. He
forgot his glasses.

JUDGE JULIUS: Sounds |ike we've
reached a sol ution?

MS. MAN:  Yep.
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JUDGE JULI US: Excellent.

M5. MAN: | just don't want to spring
anyt hi ng on sonebody at the |ast m nute.

JUDGE JULI US: Under st ood.

And before you're seated, once you get
up there, if you can just raise your right hand.
VWHEREUPOQON,

DOM NI C CHI APPERI NO
was called for exam nation by Counsel for the
Governnment, and having been first duly sworn,

was exam ned and testified as foll ows:

THE WTNESS: Yes, | do.

JUDGE JULIUS: Thank you so nuch. You
may be seat ed.

And before we begin questions, | just
want to give you a few brief instructions just
to help for clarity of the record. Please wait
until the entire question is asked before you
begin with your answer. Pl ease pause shortly
after the question is asked just in case there's
an objection to the question.

THE W TNESS: Mm hnmm

JUDCGE JULIUS: |If you hear the word
"“objection," please don't start your answer.

Wait for ne to rule on any objection, and then

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

35

"Il instruct you on whether you may answer the
gquestion or not. And if you need repetition of
the question, just say that you need repetition.
THE W TNESS: Thank you.
JUDGE JULIUS: If at any tinme you do
not understand a question that you' ve been

asked, please say that you do not understand the

gquestion before you try to answer it. W'Il get
it rephrased in -- into a question that you do
understand. |f you answer a question w thout

telling us that you don't understand it, we wl|
assune that you understood the question. Ckay?
THE W TNESS: Understood. Thank you.
JUDGE JULIUS: Very good.
Ms. Man, whenever you're ready.
M5. MAN:  Thank you.
DI RECT EXAM NATI ON
BY M. MAN:
Q &ood norning, sir.
A  Good norni ng.
Q I'mgoing to ask that today, as you
address the Court, that you keep your voice up.
There's a m crophone in front of you.
A Mn hmm

Q If sonmehow you don't end up speaking
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into the m crophone and we can't hear you, [|'I]
| et you know you' ve got to speak up. Does that
wor k?

A Yes. Thank you.

Q Thank you. Good norning. Could you
pl ease state and spell your nane for the record?

A Sure. Domnic Chiapperino, DOMI N
CCHI Adouble PERI NO

Q And, sir, is there an honorific that
you prefer | use today?

A Dr. Chiapperino is fine. Thank you.

Q Dr. Chiapperino, tell us about the

educati on where you earned the honorific of

“doctor."
A | was a graduate student at University
of Maryland. | got ny Ph.D. in Organic

Chem stry in 2000.

Q And prior to your Ph.D. studies, did
you earn ot her degrees?

A Yes, | did. | --

Q And what were they?

A | graduated fromthe University of
Pennsyl vani a Wharton School in 1985 with a
Bachel or's of Science in Econom cs.

Q \Were are you currently enpl oyed?
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A | work for the FDA
Q And what is your role within the FDA

currently?

A | work within the Center for Drug
Eval uati on and Research, which |I'll often call
CDER. | work in the Controll ed Substance Staff.

| amthe Director of that staff, which is
|l ocated in the Ofice of the Center Director.

Q And, Dr. Chiapperino, how | ong have you
been the Director of the Controlled Substance
Staff, otherw se known as CSS?

A | received that position in April of
2018.

Q And prior to your appointnment as
Director of the CSS, did you have a role within
CSS?

A Yes, | did.

Q \What was that role?

A In 2015 | joined CSS. | was their
regul atory and |iaison team | ead.

Q Prior to your work at CSS, did you work
as a chemstry reviewer for the FDA?

A Yes, | did.

Q \What were sone of your responsibilities

as a chemstry reviewer?
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A Yes. The main responsibilities of a
chem stry reviewer within CDER is to review
chem stry, manufacturing, and controls data
related to drug quality. | did this for
I nvestigational drugs under investigational new
drug applications and also for drugs submtted
under a marketing application -- a new drug
application. This is to assure the quality,
potency, and purity of drugs that humans woul d
use.

Q I'd like to show you what's been marked
as Governnent's Exhibit 5. M. Gayson -- M.
Phillips, | believe, is going to show you
Governnent's Exhibit 5.

THE W TNESS: Thank you.
BY M. MAN:

Q If you wouldn't mnd taking a | ook at
Governnent's Exhibit 5, Dr. Chiapperino. Let ne
know when you've had a chance to reviewit.

Look up when you're done.

A This is ny CV.

Q Andis it a fair and accurate
representation of your resune?

A Yes, it is.

M5. MAN:  Your Honor, at this juncture,
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the Governnent woul d nove Governnent's Exhibit 5
I nto evidence.

JUDGE JULIUS: Any objection?

MR. McNICHOLS: No objection.

MR. EVANS: No objection.

MR, KENNEALLY: No objection, Your
Honor .

JUDGE JULIUS: 1'Il admit it. Thank
you.

(Wher eupon, the above-referred to
docunent was received into evidence as
Governnment Exhibit No. 5.)

M5. MAN.  Thank you very nuch.

BY M. MAN:

Q Dr. Chiapperino, as the Drector of
CSS, did you oversee the scheduling and
rescheduling of controll ed substances?

A  Yes.

Q Since your tine as the Director in
April 2018, how many schedul i ng and
reschedul i ngs did you oversee?

A Qur reviews covered about 120 to 130
subst ances. Sonetines the docunents we produced
covered nmultiple substances, so there were

probably 40 or so drug eval uations for those
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subst ances.

Q And did one of those schedulings and
reschedul i ngs i nclude the rescheduling of
mar i j uana?

A Yes, it did.

Q I'dlike to direct your attention to
t he process of scheduling and reschedul i ng.

A Mmn hmm

Q \VWhat does it nmean to "schedule a
control |l ed substance"?

A To schedule a controlled substance is
to place a substance in one of the five
schedul es under the Federal Controlled
Substances Act: Schedules I, I, IIIl, IV, or V.

Q And how does the process start?

A It can start in a nunber of ways. One
way is if a manufacturer or a drug applicant
submts a new drug application to the FDA, and
that drug has abuse potential and nmay require
scheduling, we would initiate a drug eval uation
and provide that to DEA

If there's an energent drug of concern
in the community, DEA will usually be the agency
that does that surveillance and will request an

ei ght factor analysis or scientific and nedi cal
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eval uation fromthe Departnent of Health and
Human Servi ces, HHS.

Q So that request can cone from a nunber
of different places.

A Yes. Oh, and also petitions. Any
petitioner can request a change in control
status for a substance, and if that petition is
submtted to DEA and found adequate, they would
refer it to FDA for a review of the petition and
a drug eval uati on.

Q So once the request cones in and is
accepted for review by the FDA, what happens
next ?

A The request wll be routed to the
Controll ed Substance Staff. Wthin our staff,
we' || make deci sions about which staff will be
I nvol ved on that assignnent, and we'll determ ne
i f any other parts of the drug center woul d need
to be involved or any other, you know, agencies
that may have data that we woul d want.

Q So once the request for rescheduling
mari j uana canme across your desk, who -- who, if
anyone, did you select to work on the
rescheduling effort?

A Sure. So the request cane in end of
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Cct ober or early Novenber. Once the official
request cane fromthe Departnent to start the
drug evaluation, wthin our staff we selected a
phar macol ogi st who would work with their team
| eader. W selected a nedical officer who woul d
work with the nedical officer teamleader. This
is all within CSS.
We al so began di scussions with other
of fices across the center. For exanple, the
O fice of Surveillance and Epi dem ol ogy has a
nunmber of professionals with -- PhD
epi dem ol ogi sts, PharnDs, nedical doctors wthin
OSE, O fice of Surveillance and Epi dem ol ogy.
There ended up being a team forned of
about 14 professionals that woul d begi n | ooki ng
at the epidem ol ogi cal databases as part of this
effort.

Q Qutside of the individuals that cane
fromthe CSS, were there any ot her governnment
agencies that assisted in this process?

A Yes. W worked with sone folks in the
O fice of the Assistant Secretary for Health.

W worked toward the end of the process with our
col | eagues at the National Institute on Drug

Abuse.
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And | did forget to nention that within
the drug center we al so consulted with a chem st
and botanist, and we also worked with the O fice
of -- in the Ofice of the Conmm ssioner. The
| nt ergovernnental Affairs team hel ped us form
sone di scussions with states to obtain sone data
at sonme point in the process.

Q And once you've assenbled this team
how -- how do they review the data? Wat is
t hat process?

A Wll, we -- as a team we discussed
data sources that would be relevant. Once we
made determ nati ons about the data and forned
sone working groups to concentrate in certain
topi c areas, people understood their assignnent,
what their responsibilities were, and what their
specific -- what specific data they woul d be
responsi bl e for revi ew ng.

Q And would it be accurate for ne to say
that these working groups net on a regular
basi s?

A Yes. In the beginning, we net nore
frequently to begin the process and get it
organi zed. W fornmed three working groups. One

focused on | aboratory studies, chemstry,
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animal , human studies in the literature that
woul d conpri se sone of the eight factor
anal ysi s.

We fornmed a group that involved nmany
OSE representati ves who woul d be studyi ng
dat abases to establish the preval ence of
marijuana use in relation to conparator
substances. And we forned a third working group
also with many folks in OSE who woul d anal yze
t he epi dem ol ogi cal databases and literature for
harns associated with marijuana use and
conparators being used.

Q Al inall, howlong did this entire
process | ast?

A W conpleted the review in 10 nont hs,
and | did | eave out one part -- that we al so had
a group who were focused on the currently
accepted nedi cal use reviews. That was sort of
a fourth working group.

Q After these four working groups
convened and their regular neetings, how | ong
did the whol e process take? You nentioned that
you got the request in Cctober.

A  Yeah.

Q But you didn't nention the year.
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A W were finalizing docunents, and the
eval uati on was conpl ete and si gned and
transmtted to DEA in August of 2023.

Q And so the Cctober that you started the
-- when you started your review of all of these
materials, that was October 20227

A Yes.

Q Ckay. Just wanted to make sure | was
clear. Wuld it be fair to say that this was a
priority for the Controll ed Substance Staff?

A Yes, it was.

Q I'mgoing to show you what's al ready
been noved into evidence as ALJ Exhibit 1, if
M. Phillips wouldn't m nd.

A Okay. Thank you.

Q Dr. Chiapperino, if you wouldn't m nd
taking a look at ALJ Exhibit 1. Take your tine,
and when you're finished reviewing it, |ook up
at me.

A Yes. | recognize this as our
evaluation in two parts.

Q And is that docunent in front of you,
ALJ Exhibit 1, the summary of the 10 nont hs of
wor k you and your exhaustive team put in?

A Yes, it is.
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Q GCkay. Dr. Chiapperino, what is
mar i j uana?

A Marijuana is the plant cannabis sativa,
and nost relevant to these proceedings, |'ll
discuss it internms of its legal definition. So
in the Controlled Substances Act at 21 U. S. C
802(16), marijuana is defined as the plant
cannabis sativa, and here |'l| paraphrase, but
it is also in the docunents on page 2; the
plant, all of its conpounds, products, and
derivati ves.

And there is an exclusion fromthat
category, an exclusion for henp. Henp was
established in 2018 by the Agriculture
| nprovenent Act. It defined "henp" as cannabis
sativa, all plants, products, derivatives,
preparations with not nore than 0.3 percent
Delta 9 tetrahydrocannabi nol by dry weight.

So Delta 9 tetrahydrocannabi nol,
hereafter |'Il just say THC, is the prinary
constituent in the cannabis plant. It is the
plant with the effects for which marijuana is
used non nedically, and henp that is lowin THC
I's now excluded fromthe definition of

“marijuana” in the CSA
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Q So for the purposes of rescheduling,
you and your team s eval uation of marijuana,
was as it is legally defined by the CSA,
correct?

A Yes.

Q And is there an anal ysis that
det ermi nes whet her a substance shoul d even be

schedul ed?

A |"msorry. Can you repeat the
gquestion?
Q Sure. |Is there an analysis which

det erm nes whet her a substance shoul d even be
schedul ed?

A Wll, yes, the sane eight factor
anal ysi s that

Q Did your team conduct

A  Yeah.

Q this eight factor analysis on the
marijuana as it's legally defined by the CSA?

A  Yes.

Q Based on that analysis, did you and
your teamreach a determ nati on about whet her
mar i j uana shoul d be schedul ed?

A W did.

Q And what was that determ nation?

Neal R. Gross and Co., Inc.
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A W believed it should be placed in
Schedule 111, which would involve a transfer
from Schedule | to Schedule |11

Q But that it should be schedul ed all
t oget her.

A  Excuse ne?

Q It should be scheduled all together. |
don't think anybody here is going to argue that
iIt's not going to be schedul ed, correct?

A Correct.

Q Gkay. So do the substance --
control |l ed substances in Schedule I have a
currently accepted nedi cal use?

A No, they don't.

Q Soif a controlled substance were found
to have a currently accepted nedical use, it
could no longer remain in Schedule I, correct?

A It would be considered for one of the
ot her four schedul es, yes.

Q So if your teamdeterm ned that
marijuana had a currently accepted nedi cal use,
it could not by definition of the statute stay
In Schedule I.

MR MNCHOLS: It's alittle |eading,

Your Honor.
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BY M5. MAN:
Q If your team determ ned that
JUDGE JULIUS: Wwell, | -- | agree.

you have any response to the objection?

t he questi on.

BY M5, MAN:

Q So if your team determ ned that

it could stay in Schedule 17?

MR, McNI CHOLS: Sane objection.
THE WTNESS: W -- no. | --
JUDGE JULIUS: [I'Il allowit.
MR. McNI CHOLS: Thank you.
THE WTNESS: Sorry. Sorry.
JUDGE JULIUS: Go ahead.
BY M. MAN:

Q Could it stay in Schedule |?

A It should not stay in Schedule I.

woul d be nore appropriate in neeting the
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Do

M5. MAN. It's a prelimnary matter.

| " m establishing groundwork, but | can rephrase

JUDCGE JULIUS: Go ahead. Thank you,

marijuana had a currently nedical -- accepted
nmedi cal use, where would -- would it -- what
woul d you -- you determ ne about whether or not

| t
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criteria of another schedule in the CSA

Q How many nedi cal conditions would you
need to find that marijuana has a currently
accepted nedi cal use for before noving it out of
Schedule 17?

A Just one nedical use.

Q And how many did your teamultimtely
find?

A W found three that net the criteria
for a currently accepted nedi cal use.

Q \VWhat were the three conditions that
your team found where marijuana had a currently
accept ed nedi cal use?

A  Marijuana used for pain, for anorexia
associated with a nedical condition, and nausea
and vomting, usually in the context of
chenot her apy.

Q So after your team determ nes that
there is a therapeutic condition where marijuana
has a currently schedul ed nedi cal use, the next
gquestion -- would the next question be what
schedule it goes into?

A Correct.

Q I'dlike to talk about your

recomendati on of rescheduling. Before you
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began your process, where was narijuana
schedul ed?

A Schedule I.

Q After you conpleted your process, did
the FDA nmake a recommendati on as to whet her
marijuana should remain in Schedule I?

A W did.

Q \VWhat was that recommendation?

A That it should not. That it should be
pl aced in Schedule I1]

Q It's nmy understanding that there are
three findings that your team needs to nake --

A NMm hmm

Q -- to determne the scheduling
recomendati ons. Wat are those three
recomendat i ons?

A Yes. So after considering all of the
data under the eight factors, we have to distill
that information to nmake three findings. The
first is the substance's degree of abuse
potential. The second is whether the substance
has a currently accepted nedical use. That's a
yes or no. And the third is the degree of
dependence liability if we are considering it

for one of the schedul es associated wth nedi cal
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use.
If we were considering it for Schedul e

|, the third finding would be whether the

substance has a | ack of safety for use under

nmedi cal supervi si on.

Q I'dlike to direct your attention to
the anal ysis your teamdid to determ ne whet her
or not marijuana has a currently accepted
nmedi cal use. Just so |I'mclear, when you're
di scussing currently accepted nedi cal use today
in front of this Tribunal, this neans currently
accepted nedi cal use for the purposes of drug
reschedul i ng.

A Correct.

Q So rather than ne saying currently
accepted nedi cal use for the purposes of drug
schedul i ng or rescheduling, which is kind of a
nmout hful , woul d you be confortable if | just
refer to it as currently accepted nedi cal use,
or CAMJ?

A Yes.

Q So it's ny understanding that after
your process led to a finding that there is a
CAMJ for marijuana, that it does not belong in

Schedule |, is that -- am| correct?
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A Yes. The process involves review ng
all -- all things in parallel. So we were
conducting the assessnent of currently accepted
nmedi cal use as we were evaluating other data for
t he other findings.

Q And how many avenues are there by which
FDA can reach their finding about whether or not
there's a currently accepted nedi cal use for
mar i j uana?

A There are three.

Q VWiat's the first one?

A The first is the nost straightforward.

| f FDA approves a new drug application allow ng
for the marketing of that new drug, the active
ingredient in that drug, if it needs to be
controlled, would be said to have a currently
accepted nedi cal use by virtue of the FDA
approval .

Q Wat's the second one?

A The second I'll refer to as the five
point test. This conmes fromthe DEA s 1992
Federal Register Notice after a |ong |egal
process that led to establishing a nmethod that
had consensus to consider five elenents. Those

five elenents represent a standard of evidence
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for nmedical use that are very simlar to a new
drug approval in that it relies on data from
clinical trials nostly.

Q \Wat -- what was the third avenue?

A The third avenue is the two part test
t hat was established in 2023.

Q Wich teamdid -- which avenue did you
and your team enpl oy?

A W were directed to use the two part
test.

Q And has that two part test been used
since it was inplenented by HHS?

A Yes. W have considered -- every tine
we review a substance, we consider all three
met hods, including the two part test. Depending
on the circunstances of the drug, it nmay be a
rather brief assessnent, if there is no
wi despread therapeutic use of the substance, but
we do apply that test to all substances even if
it is short.

Q So utilizing the two part test, were
there considerations that you consider under the
two part test that would not have been in your
cal cul us under the five part test?

A Yes.

Neal R. Gross and Co., Inc.
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Q Wat were those cal cul ations?

A So under the two part test, part 2 of
that test is to look for credible scientific
support, which does involve | ooking at clinical
trial data and data from observational studies.

That part resenbles the five point test, which
relies a ot on publicly available clinical
trial data.

However, the part 1 of the test is
predi cated on the idea that there is w despread
nmedi cal use of a substance under the supervision
of healthcare practitioners operating in a
regul atory programfor nedical use. And all the

Q |Is that consideration under -- taken
i nto account during the five part test?

A No, it would not be.

Q And what else does the two part test
wei gh that the five part test does not?

A It's atotality of the -- of the data
kind of evaluation. So we | ooked at a nunber of
different data sources in part 2, but we did
| ook at clinical studies. W |ooked at sone
data from surveys about nedi cal use patterns.

We consi dered the FDA approval of two drugs.

Marinol in 1985 contains Delta 9
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t et rahydrocannabi nol, the mnus trans isonmer in
particul ar, which has the alternate nane

dronabi nol. Marinol, as dronabinol, is approved
for nausea and vomting and for anorexia
associated with AIDS wasting. And the fact that
marijuana has its prinmary constituent in conmon
wi th Marinol and anot her nedicine, Syndros,

whi ch is the sane drug substance in an oral
solution form was another consideration in our
eval uati on.

Q Does the two part test also take into
consi deration state prograns?

A Yes, it does.

Q And that's not sonmething the five part
test takes into account.

A Correct.

Q Prior to conducting the CAMJ test, did
you know whet her or not marijuana would be found
to have a CAMJ?

A No, we did not.

Q I'dlike to draw your attention to part
1 of the two part test.

A NMn hnmm

Q Wat is part 1?

A Part 1, conducted by staff in the
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O fice of the Assistant Secretary for Health, is
a | andscape analysis of sorts. It |ooks at all
-- 1t looks at the extent of use across the
states, the -- the fact that healthcare
practitioners can gain experience in certain

t herapeutic indications that are common to many
of these states. There are 38 states plus D.C
plus territories that have regul atory prograns
to make marijuana accessi ble as a nedi cine.

They consi dered al so the | ongevity of
sone of those prograns to determ ne that there
was sufficient tine for healthcare practitioners
to gain experience in using nmarijuana as a
nmedi ci ne in these therapeutic indications.

Q So did HHS, through OASH, identify any
health conditions that were approved for
marijuana for use in the state prograns that
t hey assessed?

A Yes, they did.

Q How many therapeutic health conditions
did HHS identify?

A In their part 1 evaluation, they
appended a table that had, | think, 15 or so
therapeutic indications that all net the

criteria of having w despread use across the
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st at es.
Q CQut of those 15 health conditions, how
many di d FDA exam ne?

A W ended up sel ecting seven

i ndi cati ons. Six of themwere on that list, and

a seventh was sel ected only because our own
| andscape anal ysis identified such -- a |ot of
use for that indication, anxiety.

Q Wy did youlimt your review to seven
when -- when HHS identified 15 possible
t herapeutic conditions?

A It's a resource issue. As we talked
about earlier, we only need to identify one
t herapeutic use of nedicine -- of marijuana as
nmedi cine to make a finding of CAMJ W chose
seven because we did not know what the data
woul d be like for any of those therapeutic
I ndi cati ons.

We | ooked for the nost w dely used

I ndi cations or the indications where nmarijuana
was nost wi dely used, where there was naybe the
| argest nunber of clinical studies avail abl e,
and from survey data, the nost commonly used as
peopl e reported.

Q So after deciding to exam ne seven
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medi cal conditions, 1'd like to direct your
attention to part 2 --

A Mm hnmm

Q of the CAMJ test. Wat does part 2
of the CAMJ test assess?

A \Wether there's credible scientific
support for any of the therapeutic indications
identified in part 1.

Q D d you and your teamfind credible
scientific support to denonstrate a currently
accepted nedical use of marijuana to treat
certain conditions?

A Yes, in three

Q Wiat were those three conditions?

A Pain, anorexia associated with a
medi cal condition, and nausea and vom ti ng.

Q I'dlike to direct your attention to

the five buckets of information that

A Mm hnm

Q FDA utilized to determ ne that there
was - -

A Mm hmm

Q -- CAMUJ for those three conditions.

A Yes.

Q Could you tell ne what the five buckets
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of information are?

A Yes. | won't go -- deep dive in any of
themuntil I've listed themall. The first was
a set of surveys. The second was a systematic
literature review conducted by the University of
Fl ori da epi dem ol ogy team | ooki ng at the
literature available for all seven indications.

The third was our own nedical officer team
doing that sane literature review. The fourth
were sone state surveys available from-- one
was from M nnesota, one was from Maryl and. They
bot h provided useful data. And the fifth was
consi deration of the FDA approved use of Marinol
and Syndr os.

Q I'dlike to talk about the University
of Florida literature review first. Wy did the
FDA contract with the University of Florida to
do a literature review?

A Again, a resource issue. Qur goal was
to do the review expeditiously. W had a |ot of
staff already working on various parts of it.
The nedi cal use part of the review was going to
be probably a very | arge conponent of that
review. And we were -- we had the availability

of a contract to nake use of, so we decided to
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outsource that part and gave themdirectives
about what we wanted themto do.

Q \What were your teanis takeaways about
whet her or not there was credible scientific
support for whether marijuana has a CAMJ in
treati ng anorexia as a nedical condition?

A  For anorexia, both the UF team and our
own nedical officer found credible scientific
support for that nedical use. It was based on,
| think, three clinical trials, and in one of
those clinical trials, there was evidence of
benefit, and the study was rated to have a
noderate quality of evidence. "Mdderate quality
of evidence" in these systematic revi ews neans
that the true effect of marijuana is probably
simlar to the observed result or reported
ef fect.

Q And what were your team s takeaways
regardi ng whether or not marijuana has a
currently accepted nedical use when treating
nausea and vomting in conjunction with
chenot her apy?

A W made a finding that it did neet the
threshold for credible scientific support.

Simlar, there was a handful of studies
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avai |l abl e, and in sone of those studies benefit
was identified with a noderate quality of
evi dence.

Q And what about your team s takeaways
when it canme to whether or not there was a CAMJ
for treating pain?

A Pain was the indication for which there
were the nost avail able studies. There were 39
random zed clinical trials. There were eight
observational studies. Most of the
observational studies were excluded on the basis
of bias as eval uated under the systenmatic review
process for determning bias. For the renmaining
studies included, there -- they did -- they
consi dered whether sone of those studies were of
simlar design to be pooled. There was a neta
anal ysis as part of it.

Overall, when the pooled data were
consi dered, there was a small margin of benefit.
There were al so sone adverse events report ed.

However, in a nore narrow category of

neur opat hic pain, the studies were nore
supportive of a therapeutic benefit for patients
Wi th neuropathic pain. | think there was at

| east one study with noderate quality of
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evi dence show ng benefit.

Q I'dlike to direct your attention to
the in house -- the literature review that was
conduct ed by your in house team

A Mm hnmm

Q So not the University of Florida team
your

A  Yeah.

Q FDA team \What were your teans
t akeaways about whether there was credible
scientific support for whether marijuana has a
CAMJ when treating anorexia as a nedi cal
condi ti on?

A | think we shared the views of the U of
F, yeah

Q And what about your team s takeaways
regardi ng pain, whether or not marijuana had a
CAMU for treating pain?

A W thought that it did. W also
brought in results fromAHRQ s |iving survey of
-- or living study, systenmatic review of people
using pain. That study has, | believe, evidence
of sonme benefit to patients, and our own nedi cal
of ficer looked at the literature and had sim |l ar

findings with U of F.
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Q And what were your team s takeaways
when it came to whether or not marijuana had a
credible -- had credible scientific support for
whet her or not marijuana had a CAMJ for treating
nausea and vomting in conjunction wth
chenot her apy?

A W agreed with UF and found sim | ar

results in our literature review

Q I'dlike to draw your attention to the
surveys that you just spoke -- told us about.

A  Yeah.

Q Your team exam ned -- how many surveys

did your team exam ne?

A There were four surveys. These surveys
were al so used in other parts of the eight
factor, but since the information was
I nformative for how people are using marijuana
nmedi cally, we also summari zed sone data from
those surveys in the CAMJ, part 2.

Q And are these surveys national surveys?

A Yes. They are all national surveys.

Wul d you i ke ne to begin describing sone of

t hem or ?
Q No, | would
A Yeabh.
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Q | think it would be best use of our

time i f we

A  Yeah.

Q hi ghl i ght ed what was inportant for
you - -

A ay.

Q -- and your teamthrough the --

A  Sure.

Q -- surveys.

A Sure. So from-- so the four surveys
were the International Cannabis Policy Survey;
Monitoring the Future, which is eighth, tenth,
and twel fth graders surveyed; the Behavi oral
Ri sk Factor Surveillance System survey of 18
years and ol der subjects across the nation; and
then the NSDUH survey, National Survey on Drug
Use and Heal t h.

We focused on the proportion of people
using marijuana nedically. It tends to be
roughly half of the people using marijuana in
general. The age of people using narijuana
medically definitely skews towards the ol der
nmenbers of the population as -- which nmakes
sense for sone of the conditions that people use

marij uana for
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We | ooked at patterns of purchasing
marijuana, and it was clear that state
di spensaries were the | argest source of people
usi ng marijuana, both nedically and non
nmedically. Second in that |ist was froma
friend or relative. W considered the -- the
pattern of asking for healthcare practitioner
advi ce before seeking marijuana to use as a

medi ci ne, and --

Q I'd like to ask you a question about
t hat .

A  Yeah.

Q \VWhat did that

A  Yeah.

Q -- survey data tell you and your team
about -- what information did they give your

t eam about the involvenent of healthcare
prof essionals and the use of nmarijuana?

A It was fairly high overall. They --
they | ooked at -- they -- in -- in one table, we
have the reported results based on whether the
state has -- where marijuana is conpletely
illegal in the state, whether the state offers
nmedi cal marijuana only, or whether the state

offers both medical and recreational adult use
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of marij uana.

In states where it is illegal to have
marijuana, there was still a 47 percent rate of
peopl e seeki ng advice of a healthcare
practitioner before using marijuana nedically.
Presumably, they were getting it froman illicit
source in that state. In --

Q \VWhat about for states where

A  Yeah.

Q it was legal? Wat did

A Yeah.

Q t hat data show you about how

I ndi vi dual s woul d seek out heal thcare
practitioners in states where nmarijuana was
| egal ?

A In states that it was |egal for nedical
use, the percentage was higher. It was, |
t hi nk, 60, 61 percent. |In states that had both
medi cal and recreational, it was still alnost 60
percent. It was, | think, 59 percent.

Q So what did that tell you and your
t eanf?

A Well, if marijuana is accessible in a
recreational program many people could just get

that, and if that was their intent, to use it
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non nedically. The fact that many people are
still seeking healthcare practitioners' advice
In states where they have access to marijuana
with or without that advice shows that nedi cal
use i s genuine, and people are very interested
in using marijuana as a nedi cine.

Q I'dlike to direct your attention to
the state prograns that your -- you and your
team exam ned. You testified earlier that you -
- you and your team exam ned Maryl and and
M nnesota's state prograns.

A  Yes.

Q Wat, if anything, did the Mryl and
study tell you, or the Maryland State program
tell you and your tean?

A \Wll, the Maryland State programwas a
survey of people who were using marijuana from
Maryl and di spensaries. At the tine of the
survey, marijuana was nedical only. They did
not bring recreational use online until 2023.
Most people in that survey responded with
I nformati on about the uses, that they were using
Maryl and -- that they were using marijuana for,
whi ch was consistent with the sel ected

indications in the CAMJ revi ew.
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| think there were sone data about
buyi ng patterns and things |ike that, but -- and
there was al so reports of adverse events or,
rather, there was an opportunity to report on
whet her they experienced adverse events. And
safety data -- there were not many significant
adverse events.

Q I'dliketo--1"dlike to ask you a
few guestions about what you just told us and
the Tribunal .

A  Yeah.

Q \VWat, if anything, did the Maryl and
State programtell you about significant safety
i ssues in the use of nedical -- marijuana in the
medi cal -- nedical field?

A  For people using marijuana for these
i ndi cations, there were very |low incidence of
saf ety concerns.

Q Low incidence of safety concerns?

A Low incidence of reported adverse
events, serious adverse events.

Q And regarding the Mnnesota State
program what were your teanls takeaways from
the M nnesota State progranf?

A The M nnesota survey -- in Mnnesota,
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if you' re going to access nedical narijuana, you
fill out a patient questionnaire each tinme you
woul d access marijuana for nedical use. On that
guestionnaire, there are questions about their

I ntended use, their experience wth marijuana so
far.

One of the things of note was the rate
at which people return for a second purchase of
marijuana. W noticed, | think, sonmewhere
around 50 percent did cone back to continue
usi ng marijuana, but 50 percent did not.
Presumably, there is experinentation and a
deci sion not to continue using marijuana
medi cal | y.

Q Wat, if anything, did your teamtake
away fromthe M nnesota State program when it
cane to the safety profile of marijuana?

A Yes. Wll, Mnnesota did report --

M nnesot a respondents i ndi cated which

t herapeutic uses they were using marijuana for,
and they al so reported whether they were having
any adverse events in that use. And I believe
there were no significant adverse events
reported.

Q You just
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A O very infrequent.
Q I'msorry | cut you off.
A Yeah.

Q So how woul d you characterize the
safety profile fromthe M nnesota State progranf

A | think marijuana was used wth a
reasonabl e anount of safety in -- in M nnesota.

Q You just told us that in M nnesot a,
they al so took note of which conditions people
used marijuana for.

A Mmn hmm

Q Wiat was the nost common condition that
marijuana was used for in the Mnnesota studies?

A | believe it was anxiety, but there
were several psychiatric indications of interest
for people: anxiety, depression, PTSD, bipolar
di sorder. | think those were the four main of
psychiatric, and then al so a nunber of other
I ndi cati ons such as pain, nausea, and vomting,
headache. Yeah.

Q And pain is one of the indications that
your teamultimately found a CAMU for.

A  Yes.

Q And sane with nausea and vom ti ng.

A Yes.
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Q Let's nove on to the FDA approved
nmedi cation, the |ast bucket of information your

A  Sure.

Q -- teamexamned with the CAMJ test.

Pl ease tell the Tribunal about what your team
gl eaned from FDA approved nedi cati ons.

A Wll, the FDA approved nedications
cont ai ned dronabi nol, which is the very sane
nost abundant cannabinoid in the cannabis plant.

Qovi ously, these FDA approval actions signify
safety and efficacy for use of dronabinol in
t hat patient popul ati on.

It lent nore validity to a finding of
credi ble scientific support that that sane
active ingredient is in cannabis as the nost
abundant conpound. And we did our evaluation in
many ways where marijuana is essentially a
delivery systemfor delta 9 THC. Based on the
| egal definition, we treated it that way.

Q So what was your teanis takeaways from
t he FDA approved nedi cation?

A That it lent support for credible
scientific support.

Q I'dlike to direct your attention to

one of the other findings that your teamhas to
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make
A Mmn hmm
Q in order to nove this -- that one to

your recomrendation, which is the relative abuse

potential --
A Mn hmm
Q conpared to ot her drugs.
A  Yes.
Q \VWhat does it -- what does that nean,

the relative abuse potential conpared to other
drugs?

A So the CSA has five schedules, and in
doi ng an eval uation, we're asked to consider
what is the relative degree of abuse potenti al
of a substance. |In order to do that, we | ook at
substances already controlled that m ght be
useful as conparators, see what the profile of
use patterns is, the tendency for that abuse and
non nmedi cal use to produce harns, and consi der
di fferences anong, you know, the test drug -- in
this case, marijuana -- versus the conparators.

Q Now, can a single test or assessnent
provide a conpl ete characterization for relative
abuse potential ?

A No. No. Sorry.
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Q | think it's when you | ean down

A  Yeah.

Q it's alittle harder for ne to hear
you.

A  Yeah.

Q And why is -- why -- why does no single
test or assessnent provide a conplete
characterization?

A Wll, it's a-- it's a conplex
assessnment. It considers the effects of the
drug, the toxicities associated with the drug,
the use patterns, and we -- we brought a | ot of
that data into our evaluation froma nunber of
epi dem ol ogi cal data sources.

Q So what conparators did you and your

t eam use?
A From Schedule |, we included heroin.
From Schedule 11, we included fentanyl,

oxycodone, hydrocodone, and cocai ne. From
Schedule 111, we included ketam ne. And from
Schedul e 1V, we included benzodi azepi nes as a
cl ass, and zol pidem and tranadol .

Q And what, if anything -- did you use a
conparator that was also not a controlled

subst ance?
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A W did. W included alcohol in this
eval uati on.

Q Wiy would you include alcohol if it's
not a controlled substance?

A Yes. W rarely, if ever, use an
uncontrol | ed substance as a conparator.
Marijuana is sonewhat unique in the | arge anount
of access people have legally in adult
recreational use progranms. It resenbles the use
of al cohol as a | egal substance for adults to
use. And considering that its |legal status --
the |l egal status of marijuana contributes to
such preval ent use, the nunbers of people using
marijuana is larger than a | ot of the
conpar at or s.

It would provide -- it would create a
very outsized difference in the data. W | ooked
at al cohol as a -- a good conparator for how
peopl e use a -- a substance recreationally and
the harns that that w despread use m ght cause
even with a | egal substance, al cohol.

Q Let's talk about harns first, since you
j ust brought that up.

A Mm hnm

Q Regarding harm what did you determ ne
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about marijuana and the other conparators?

A Well, generally speaking, the absol ute
nunbers, due to high preval ence of use in sone
categories, was high for marijuana. As a rate,
I n al nost every dat abase, harns associated with
marijuana was generally |lower than all of the
conparators or a good nunber of the conparators.

Certainly, it was | ower than heroin, cocaine

Q Ckay.

A and often | ower than al cohol.

Q Wuld you consider -- would you
characterize that as -- that as a risk ratio?

A  Yes.

Q Aldsol -- I"'msorry. Could you tell

me one nore tinme what the risk ratio was for
mari j uana conpared to your other conparators?

A Are you asking for a precise nunber or
are you asking ne to explain the concept of the
risk ratio eval uation?

Q \VWhat was the risk ratio evaluation you
made regardi ng nmarijuana and Schedul e | heroin?
VWhat was the result?

A Wll, there were many different
dat abase -- like, types of harns consi dered

Q Yeah. Let's go with that.
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A i ke enmergency roomvisits,
hospitalizations, poison center calls. In
general, in -- when correcting for -- when
adjusting for utilization, heroin would be a --
a higher rate of serious adverse harns.

Q I'dlike to talk to you about overdose

deat hs when it

A Mmn hmm
Q cones to nedical intervention.
A  NMm hmm

Q Are you telling the Court today that
mari j uana has fewer overdose deaths than the
conparators?

A Yes, that's what we observed.

Q \Were those overdose deaths fromthe use
of marijuana al one?

A It's often conplex to eval uate an
overdose death a single entity or pol ydrug.
Marijuana, when it is a single entity in a case
report, events of death are very rare, usually
attributed to a secondary event, |ike an
accident or a fall or self harm Conpared to
Schedule | and Il substances in our evaluation,
overdose deaths are far nore common; fentanyl,

obvi ously, the source of this nation's
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devastation from opi oi d overdose deat hs.

Q So how woul d you conpare -- how do
overdose deaths from marijuana conpare to
overdose deaths from Schedule |1 opioids?

A Can you repeat that? Sorry.

Q Sure. How do overdose deaths from
marij uana conpare to overdose deaths from
Schedul e Il opioids?

A Mich lower. Actually, as | said, very
few cases of overdose death wth marijuana.
Usually, it's not the overdose; it's the
secondary event.

Q How would you -- how do overdose deat hs
from marijuana conpare to overdose deaths from
Schedul e | substances that you conpared?

A It is nuch lower with marijuana. Can
you repeat the question? Sorry.

Q Sure.

A  Yeah.

Q How do overdose deaths from marijuana
conpare to overdose deaths from heroin?

A Mich | ower.

Q I'dlike to draw your attention to the
third finding that had to factor into your

recomendation: relative safety or ability to
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produce physical dependence conpared to ot her
dr ugs.

A Mn hmm

Q \VWhat was the teanis determ nation
regardi ng the physical dependence of marijuana?

A That marijuana -- continuous use of
mar i j uana does | ead to physical dependence.
Physi cal dependence is the physi ol ogi cal
adaptation to the repeated use of a drug, and it
mani fests. Wen you di scontinue the drug or
vastly reduce the dose of the drug, you would
produce a withdrawal syndrome, if that person
had becone physically dependent.

Q So let's talk about withdrawal. D d
you and your team do a conparison of marijuana's
wi t hdrawal synptons with w thdrawal synptons
from ot her substances?

A  Yes.

Q \What was your team s finding conpared -
- conparing marijuana wthdrawal synptons with
t hat of tobacco w thdrawal ?

A The withdrawal syndronme from marijuana
Is reported to be simlar to -- with tobacco:
irritability, sonetinmes nausea. W have a |i st

of the events if you would like nme to refer to
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the docunent. | don't want to m sstate or |eave
out inportant ones.

Q So your team woul d conpare tobacco
wi thdrawal simlar to that of marijuana
wi t hdr awal ?

A  Yes.

Q \What about al cohol w thdrawal ? How
does the al cohol w thdrawal synptons conpare to
that of withdrawal from marijuana?

A Alcohol is a nore severe w thdrawal
syndrone. One of the potential adverse events
of withdrawal from heavy use of al cohol could be
seizure. There are deaths associated with
seizures in a withdrawal context wi th al cohol.

Q \What about benzodi azepi nes?

A Simlar. There's actually simlar
phar macol ogy between al cohol and
benzodi azepi nes, and w thdrawal from dependence
on benzodi azepines can |lead to seizure and
deat h.

Q D d you and your team exam ne
psychol ogi cal dependence?

A W did.

Q \What was your team s takeaways from

your exam nation of psychol ogi cal dependence on
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mari j uana?

A Psychol ogi cal dependence is nore akin
to addiction and substance use disorder. So
when we tal k about psychic dependence or
psychol ogi cal dependence, we're thinking of
substance use disorder in DSM5 terns, the
di agnostic for substance use disorder.

In general, marijuana is associ ated
Wi th cannabis use disorder at a fairly high
rate. The -- when you consider mld, noderate,
and severe substance use disorder, marijuana
skews very heavily toward m | d substance use
di sorder.

Q MIld substance use disorder?

A  Yes.

Q As conpared to the other conparators
that you used for your anal ysis.

A  The conparator substances have a higher
proportion of noderate and severe substance use
di sorder, yes.

Q Based on your reconmendations -- based
on your three determ nations that you just told
the Court about, did you and your team nmake a
recommendation for where marijuana should be

schedul ed?
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A W did.

Q \VWhat was that recommendati on?

A W believe the data supported pl acenent
in Schedule Il as the schedul e nost aligned
wWith marijuana's properties.

M5. MAN: Court's brief indul gence,
pl ease.

JUDCGE JULIUS: Sure. 1'll just note we
did have, | believe, a scheduled 15 m nute break
at 10:30. W're about 10 mnutes out, so if you
want to factor that in.

M5. MAN:  Your Honor, could we take
that recess now?

JUDGE JULI US: Yes.

Any objections to the early 15 mnute
br eak?

MR. McNICHOLS: Not from us, Your Honor.

MR, KENNEALLY: No, Your Honor.

JUDGE JULIUS: Okay. We'll be in
recess for 15 mnutes. Let's cone back at
10:35. That will give us a 15-m nute break.

Thank you, everyone. W'IlI| be in
recess until then.

(Wher eupon, the above-entitled matter

went off the record at 10:21 a.m and resuned at
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10: 37 a.m)

JUDGE JULIUS: And, Ms. Man, whenever
you' re ready.

BY MS. MAN:

Q Thank you, Your Honor.

Good norning again, Dr. Chiapperino.

A  Good norni ng.

Q Dr. Chiapperino, I'd like to ask you
about sonething you referenced earlier, the risk
ratio. Could you explain to us in layman's
terms what risk ratio is?

A Yes, we have the absol ute nunbers of an
event. In order to provide context for a
conparati ve assessnent, you can consider the
overall population and the fact that the
frequency of events in that overall population
are nore of a rate or a probability that the
event would -- would happen. Yeah.

Q So, does the risk ratio take into

account the preval ence of --

A  Yes.

Q -- these substance?

A Yes, in short. It --

Q Ckay.

A It is the event divided by the
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preval ence of use that could have caused the
event, and you establish a rate.

Q So, it's the preval ence of use on one
side, correct?

A Yes.

Q And then the nunber of adverse --
adverse effects on the other side.

A  The nunber of events, yes.

Q And what is the preval ence of use for
mari j uana?

A It is very high, | believe the surveys

estimate it at upwards of 18 percent of the

general population. | think that translates to
over 40 mllion people.
Q Oh, so, I -- 1 can tell you, |I'myvery

poor at math, but |1'd like to ask you about that
hi gh preval ence. Now, on the other side of the
equation, you said the nunber of adverse events
or nunber of events?

A Yeah.

Q \VWhat were the nunber of events on the
other side when it cane to narijuana?

A Okay, I'mnot sure |I'm understandi ng
the question the way you're asking. Can you ask

t hat agai n?
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Q Sure. The nunmber of adverse events for

marijuana - -
A Mm hmm
Q -- was that |ow or high?

A W'd have to be tal king about a
particul ar data source. So, if we want to talKk
about energency departnent visits or a poison
center case --

Q Let's talk about energency roomvisits.

MR McNICHOLS: | don't think he
finished his answer, Your Honor.
BY MS. MNAN:

Q Please finish your answer, then I'1]
ask.

A O overdose deaths in, like, the
National Vital Statistics nortality database.

| " m finished.

Q Thank you. Let's talk about the ER
visits.

A  Sure.

Q Wat was nmarijuana's risk ratio?

A | think | would want to | ook at the
section that we have on energency depart nent
visits, the NEDS dataset. | don't have val ues,

particul ar nunbers, in ny head for sone of these

Neal R. Gross and Co., Inc.

85

(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

nmeasur es.
Q I'dlike to direct you to Governnent's
Exhi bit Nunmber 5 -- or, excuse -- excuse ne, ALJ

Exhi bit Nunber 1.

A | believe we'd be on page 43 out of the
252 pages.

Q You got there before ne, sir. Wat, if
anything, did your team determ ne when it cane
to enmergency roomvisits?

A Yes, I'mgoing to take a m nute and
just peruse this, if you don't m nd?

Q Sure, absolutely.

A So, in the third paragraph of that
section, near the bottom of page 43, we have the
utilization-adjusted rate of estimated ED
visits, calculated by dividing the estinated
annual visits for each substance as reported in
NEDS by the nunber of individuals reporting any
past year use.

So, past year use was the val ue that
was used in the assessnent to establish the
denom nator, how many people responding in a
survey of past year marijuana use or past year
cocai ne use, et cetera.

Q Wen it cane to ER visits, what is the
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risk ratio of marijuana conpared to Schedule I
opi oi ds?

A In this particular dataset, the rate
was reported as a frequency in a popul ati on of
100, 000 people, so, it's a per 100,000 people.

For ED visits, marijuana had the
second- hi ghest wutilization-adjusted rate for ED
visits from 2016 to 2020, where the rates for
marij uana-rel ated disorder, ranging from 3,472
to 3,940 per 100, 000 i ndi vi dual s.

Q How does that conpare to Schedule 11
opi oi ds?

A | don't think that the -- this
particul ar data source captures opioid as a
conparator. Sonetines a conparator is not
available in a particul ar data source.

|"mnot seeing it in this paragraph.
| think we conpared to al cohol and cocai ne.

Q Howdidit com-- how was the risk
rati o conparing then to al cohol ?

A It was higher than for al cohol.

Al cohol was reported at 2,225 to 2,327 per
100, 000 i ndi vi dual s.
Q And what about the other conparator

that you just tal ked to us about?

Neal R. Gross and Co., Inc.

87

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

A Hm |['msorry, | don't see that in
this paragraph. [I'Il -- I'"msorry, here it is.

For cocai ne, the nunber of ED visits
observed for cocaine-rel ated di sorder was 11, 765
to 14,014 per 100, 000 individuals. So, conpared
to marijuana, that is roughly three tines or
nore the rate.

Q I'dlike to draw your attention to
overdose deaths. Wiat is the risk ratio when it
conmes to marijuana for overdose deaths conpared
to Schedule Il opioids?

A W' d have to go probably to one of the
ot her data sources, |like National Vital
Statistics Systemthe nortality.

Let's see, |I'mgoing to --

Q I'dlike to draw your attention to page
53 of the ALJ exhibit that's in front of you.

A Thank you, |I'mon that page now. So,
these data are over a 10-year period, 2012 to
2021, absolute nunbers are reported first.

Fent anyl had the hi ghest total nunber
of overdose deaths, an N of 258, 785 over that
10-year period, followed by cocaine at 119, 208
deat hs, followed by heroin, 118,992 deaths, and

benzo -- benzodi azepi nes at 87, 581.
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Q You testified earlier before the break
t hat overdose deaths from nmarijuana al one were
extrenely rare?

A | did.

Q Does this data that you just read
support that?

A  Well, | didn't quite get to the nunbers
on marijuana. Marijuana produced the | owest
nunber of overdose deaths at 5,957. So, yes, in
this analysis, marijuana had the | owest absolute
nunbers of overdose fatalities.

M5. MAN:  Your Honor, based on that,
t he Governnent --

(O f-m crophone comments.)

M5. MAN. Ch, sure.

THE WTNESS: And --

M5. MAN:  Your Honor, based on that,
t he Governnent has nothing further.

THE W TNESS: Ckay.

JUDGE JULI US: Ckay, thank you, M.

On our schedul e, the next session woul d

be for cross-exam nation opportunity by National
Drug and Al cohol Screening Associ ation.

M. Evans, are you ready to proceed
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early or --

MR. EVANS: Your Honor, |'m having sone
copies delivered to ny hotel at noon. So, | --

JUDGE JULIUS: Could you go up to the
podi unf?

MR. EVANS: Sorry.

JUDGE JULIUS: W want to nmake sure

that we get your --

MR, EVANS: | -- yeah

JUDGE JULIUS: -- voice in on the
record.

MR. EVANS: | was anticipating starting
at 1:00. [I'm having sone copies of things

delivered to the hotel to nmake it easier for the
Court to understand sone of the things that |'m
tal ki ng about, copies of |laws and so forth, | --
so, the Court could look at themwhile |I'm
Cross-exam ni ng the doctor.

So, | would appreciate, you know, if a

l[ittle nore tine where we start at 1: 00 or

what ever .

JUDGE JULIUS: | have no issue doing
that. It was a little bit of a bunmp-up in the
schedul e, so, | have no issue.

| nmean, we could -- thank you, M.
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Phil lips.

| have no issue noving you to 1:00
after lunch as originally --

MR. EVANS: Thank you.

JUDCGE JULIUS: -- scheduled, M. Evans.

MR. EVANS: Appreciate it, Your Honor.

JUDGE JULIUS: Whuld Tennessee Bureau
of Investigation be ready to start early, just
so we could swap the spots and -- and just keep

nmovi ng, or what woul d your preference be?

MR SMTH | think nmy preference would
be to go when we were schedul ed, but if it
pl eases the Court, | think we could nove forward
if -- if necessary.

JUDGE JULIUS: | think, in interest of
fairness, at this point, I'll go ahead and give

us an extra-long |lunch today.

We can recess for now. W'IlIl reconvene
at 1:00, under the original schedule.
That'll be with M. Evans going first. And then
we'll go in order as originally schedul ed.

So, that's what we'll do. Thank you,
everyone. Enjoy a nice long lunch, and we'll
see you back here at 1:00.

(Wher eupon, the above-entitled matter
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went off the record at 10:49 pa.m. and resumed at
1:02 p.m.)

JUDGE JULIUS: Thank you, everyone.
Please be seated. I hope everyone had a nice,
long lunch. Just some logistical things before
we get started.

With regard to objections, I know I
said the process would be to stand. I think,
for integrity of the record, just make sure,
regardless of whether you're standing or
sitting, just make sure to make your objection
directly into a microphone.

We want to make sure that those
comments and those objections get reflected on
the record. And, I think, sometimes if people
drift too far from a mic, it's not picking it
up.

Also, with regard to examination and
things that are happening at the podium, just be
sure to speak as directly as you can into the
microphone. I think again, if you move too far
to the right or the left, you may move outside
the zone of what's getting picked up.

So, we'll do our best if there's an

issue. To the Court Reporter, please let us

el R. &rgss @ €9, Ive:
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know if there's an issue of things getting

pi cked up. W just want to make sure that the
record is fully reflective of everything that is
said. So, thank you.

M. Evans, are you ready to begin your
cross exam nation on behalf of National Drug and
Al cohol Screeni ng Associ ati on?

MR. EVANS: And, Dr. Finn.

JUDGE JULIUS: And, Dr. Finn.

MR. EVANS: And, Ed Wod.

JUDCGE JULIUS: Ckay. Are you doing

that all in a single session? O, are you going
to --

MR. EVANS: Well, if | can have tine,
well, | guess |I'd be entitled for each client to
do the hour. | could spend all day with the
doct or.

So, | would appreciate the extra tine.

| know that Dr. Finn and Edward wi Il have

different concerns and different questions, so.
JUDGE JULIUS: Ckay. | nean, yes, each
interested party is entitled to an opportunity
of one hour cross exam nati on.
So, however you want to divide your

time between those interested parties.

Neal R. Gross and Co., Inc.
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MR EVANS: Ckay. Oh, you're going to
do it now Oh, okay. M. Kenneally is going to
do cross for those fol ks, for Finn and Edward.
Ckay.

JUDGE JULIUS: Good enough. So, you're
just here to do cross exam nation on behal f of
Nati onal Drug and Al cohol Screening Association?

|s that correct?

MR. EVANS: Yes, sir. Yes, sir.

JUDCGE JULIUS: GCkay. Thank you very
much. |If you would please, sir, conme back up to
the wi tness boot h.

| would just rem nd you that you remain
under oath to tell the truth, the whole truth,
and nothing but the truth. | did neglect to
adnoni sh you before the break to not discuss
your testinony with anyone during the | unch
br eak.

Just to confirm sir, did you discuss
your testinony with anyone during the | unch
br eak?

THE WTNESS: We did not.

JUDCGE JULIUS: Thank you very nuch for
confirmng that, sir. Any other prelimnary

matters before, oh, can you clear the Exhibits
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that you have from your direct exam nation?

THE W TNESS:  Sure.

clean table in front of you.

THE W TNESS: Ckay.

you to | ook at anything, we'll have himpass
that to you. Ckay?
THE W TNESS: Thank you.

MR EVANS: Your Honor, if | have a

docunent to give to the Court, do | ask, can |

to the wtness?

O, will the clerk do that?

JUDCGE JULIUS: You need to ask for
perm ssion to approach and you can give it to
M. Phillips sitting in front of nme, and then
he'll pass it to the w tness.

MR, EVANS: kay.

that, sir.
CROSS EXAM NATI ON
MR. EVANS: Doctor, are you famliar

wth the case of Alliance for Cannabis

Neal R. Gross and Co., Inc.
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JUDGE JULIUS: And, if M. Evans needs

JUDCGE JULIUS: Thank you so much, sir.

approach the bench and give it to you, give one

JUDGE JULIUS: Thank you for clarifying
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Ther apeuti cs versus DEA?

THE WTNESS: Vaguely. Alliance
t hi nk was --

M5. MAN. (Objection. CQutside the scope
of direct.

JUDGE JULIUS: M. Evans?

MR. EVANS: Well, this is the case that
decided the five-part test, which I think is
sonething that we're dealing with right now M
question is, and has to do with the two-part
test.

JUDCGE JULIUS: GCkay. 1'Il allow the
guesti on based on the purpose of it.

MR. EVANS: Are you aware, | just have
a coupl e questions, are you aware that that case
established a five-part test?

THE WTNESS: | am aware of DEA's
Federal Registered notice describing the five-
part test. | did not followthe legal details
of the case.

BY MR EVANS:

Q Ckay. Are you aware if this case was
in 19947

A No. | thought that it was resolved in
1992. I'mnot sure which case led to the 1992,

Neal R. Gross and Co., Inc.
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but that was ny recollection.
Q Wy is HHS and DEA abandoning the five-
part test and going to the two-part test?

M5. MAN:  (bj ection.

MR. EVANS: |Is the objections --

JUDCGE JULIUS: What is the objection
basi s?

M5. MAN.  Your Honor, the two-part test
has been established by the OLC opinion, which
the Court has taken judicial notice of. That
was Government's Exhibit Nunber 4 that was
al ready accept ed.

The OLC opi nion has already established
that the, the legality of the two-part test.

And, we're not here to debate the legality of
the two-part test. That's already been accepted
and is binding on the Departnent.

JUDGE JULIUS: And, M. Evans, your
response?

MR EVANS: Well, Your Honor, |'m
trying to get at the history of what happened.
And, what |'mgoing to be asking the doctor
about, is not challenging the two-part test, but
aski ng himquestions about how it was

adm ni st er ed.
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And, one of those things would help, |
t hi nk, the Court understands why was the five-
part test abandoned? Wy did they go to the
two-part test?

Because, is the two-part test as
t horough as the five-part test? And, that would
hel p the Court to understand how t he two-part
test was inplenented, and what are things that
wer e | ooked at under five-part that they did not
| ook at under the two-part, and al so did not
| ook at under the two-part.

And, I'mgoing to start with the NPRM

So, I"'mjust trying to set the, you know, the
hi story of what happened. [|'Il w thdraw the
guesti on.

| have very limted tinme, Your Honor.

JUDGE JULIUS: | understand.

MR EVANS: 1'd like to nove on. (kay.

JUDCGE JULIUS: So, | understand the
guestion's been w t hdrawn.

MR. EVANS: Yes, sir.

JUDGE JULIUS: Do | understand that
correctly?

MR. EVANS: Yes, sir.

JUDCGE JULIUS: Ckay. Thank you.

Neal R. Gross and Co., Inc.
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MR. EVANS: Doctor, you work for the
Food and Drug Adm nistration, is that correct?

THE W TNESS. Yes.

BY MR EVANS:

Q \Wat is the purpose of the Food and
Drug Adm nistration?

A To assure the safety and quality of all
the food categories and drug categories, dietary
suppl enents that they regul ate.

Q GCay. And, is part of the role of the
FDA to protect the public from proposed drugs
that m ght harm peopl e?

A  Yes.

Q Istherole of the FDA to disregard
political considerations in making deci sions
i ke current accepted nedical use?

A Yes.

Q Ckay. Wwo told you to review the
rescheduling and to start this whole process?

You nentioned that sonebody told you to
do it.

A |I'mnot sure of the, it was a decision
at the Secretary's level. So, it would be
Secretary Becerra.

Q Gkay. And, do you know who told hinf

Neal R. Gross and Co., Inc.
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A President Joseph Biden.

Q That's correct. He told that to get
started. Now, are you famliar wth the other
order that was issued this year that nay have to
do with current nedical use by the Attorney
General ?

A I'mfamliar with the April order, yes.

Q Gkay. And, do you know who told himto
do that?

A  No, | don't.

Q Gkay. And, do you know who donat ed
$750, 000 to President Trunp's inauguration?

M5. MAN:  (bj ection.

MR EVANS: |'mgetting to --

JUDGE JULIUS: Hold on, sir.

MR. EVANS: Yeah.

JUDGE JULIUS: What's the nature of,
what's the basis of the objection?

M5. MAN. This is absolutely outside
the basis of Dr. Chiapperino's direct. And, in
addition, Dr. Chiapperino is here testifying
under a Touhy letter, which does not authorize
himto speak about canpai gn donati ons.

JUDGE JULIUS: Sustained. Based on the

Touhy and the outside the scope as well.
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MR. EVANS: Okay, fine. Doctor, I'd
like to look at the NPRM, and I have a copy here
for you and I've highlighted it.

This is the Government's Exhibit 1.
And, I put in some highlights again, to speed
things along.

THE WITNESS: Thank you.

MR. EVANS: Now, Doctor, what was your
role in creating this NPRM?

THE WITNESS: We provided the drug
evaluation to the DEA on August 29, 2023, and
the -- (telephone interruption.)

MR. EVANS: Excuse me, I had my phone on for the
time to watch. 1I'll turn it off. Pardon me.
Okay.

BY MR. EVANS:

Q All right. And, do you see your work
reflected in this NPRM?

A To be fair, it has been two years since
that was published. I don't recall all the
details of the NPRM, how it may have differed in
a few places versus the HHS evaluation.

It is a fair paraphrase or reproduction
of the evaluation.

Q Okay. Do you feel that you should have

el R. Grass and €9, Re-
(G0 2344433 Wm&@m@@ ! WY REANGHESS GO



© 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 © 00 N O O b W N B+, O

102

I ncl uded sonething in the last two years?

Have you cone to realize that you
shoul d have included sone things that you |left
out ?

M5. MAN. (Dbj ection.

JUDGE JULIUS: Basis?

M5. MAN. This is going to be outside
the scope of Dr. Chiapperino's Touhy letter.

MR. EVANS: No. He testified that he
had a lot to do with this docunent, provided the
scientific basis.

M5. MAN. Right. But, the Touhy letter

JUDGE JULIUS: Okay. No colloquy
bet ween the attorneys, please.

MR EVANS: kay.

JUDGE JULIUS: | will allow the basis
of the objection. And then, | wll hear, | wll
acknow edge you.

But, | do not want you speaki ng back
and forth to each other. Understood?

MR, EVANS: Yes, Your Honor.

JUDCGE JULIUS: Thank you. So, it's
outside the scope of Touhy and what? Anything

el se?
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M5. MAN. Because the question is,
since in the last two years, since your
recomendati on, have you, do you w sh that

sonet hi ng el se was i ncl uded?

He is allowed to testify about the 2023

recomendati on and not anything past that. So,
my objection still stands that's outside the
basis of the Touhy Letter.

JUDCGE JULIUS: Okay. Any response to
t he objection?

MR. EVANS: M response to that, Your
Honor, is that he went into great detail about
how he | ooks at studies, and reports, and
clinical studies, and surveys, and so forth in
trying to make this eval uation.

So, if he stopped doing that and that
there has been things that have devel oped since,
whi ch there have been, that may affect this
NPRM | just wanted to know if he, did he just
wash his hands of it at that tine, walk away
fromit?

O, did he continue doing the
evaluations? It's been two years.

JUDGE JULIUS: | understand the

obj ection, or the question and the objection.

Neal R. Gross and Co., Inc.
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But, if it's outside what he's allowed to talk
about under Touhy, | can't get information out
of himthat is beyond what he was allowed to
share under the |aw.

So, sust ai ned.

MR. EVANS: Well, | m sunderstood what
he was supposed to tal k about. He was here to
tal k about the NPRM and the scientific basis for
it.

And, that's what the gist of ny
gquestion is about.

JUDGE JULI US: It's been sustai ned,

MR EVANS: Excuse ne?

JUDGE JULIUS: The objection was
sust ai ned.

MR EVANS: In this NPRM did you say
anyt hi ng about pregnant wonen?

THE WTNESS: We did not wite the NPRM
in the drug evaluation that we did. W did not
have any breakout eval uations specific to
preghant wonen.

BY MR EVANS:

Q Wiy not?

A W base our concerns on the popul ation
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as a whol e.

Q Are pregnant wonen part of the
popul ati on of the whol e?

A They are.

Q So, why didn't you consider thenf

A They are part of the whole, which we
consi der ed.

Q The FDA, isn't it true that the FDA
considers the effect of medicines on wonen in
practically everything they do, pregnant wone

Isn't that true?

A W were not reviewng a drug for
potential approval by the FDA. W were doing
drug evaluation for drug scheduling purposes.

And, our objective was to consi der
epi dem ol ogi cal dat abases that are
representative of harns to the popul ation.

Q Wy didn't you consider harns to
pregnant wonen and their unborn child?

M5. MAN.  (bjection. Asked and

answer ed.

it, the rephrasing of the question all ows.

ahead, sir.

Neal R. Gross and Co., Inc.
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THE WTNESS: W did not. No.

BY MR EVANS:

Q Ckay. Gkay. Are you aware that since
this NPRM cane out that the Anerican Coll ege of
(bstetricians and Gynecol ogi sts has sai d that
under no circunstances, there's no nedi cal
reason for a wonan to use marijuana?

Are you aware of that?

M5. MAN.  (Objection. CQutside the scope
of Touhy.

JUDCGE JULIUS: Do you have an ar gunent
for hearing testinony that's outside the scope
of what he's authorized to disclose?

MR. EVANS: Yes. Again, he has
testified that he's gone through these diligent
searches, and he left a very inportant thing out
that is in every FDA | abel, every FDA package
insert, they tal k about pregnancy, |actation,
and so forth.

He was tal ki ng about how he had done
this great thorough job and he didn't.

JUDGE JULIUS: Well, sir, ny question -

MR EVANS: |'mnot arguing against the

two-part test. |'marguing against the nethod
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that they derived at.

And, they left out a key thing in
deci di ng nedi cal use.

JUDGE JULIUS: Sir, | understand what
you' re tal king about. You' re not answering ny
guesti on.

My question was whet her you have an
argunent for how | can get information from a
Wi tness that is beyond what he is authorized to
di sclose to this tribunal under his Touhy
letter.

MR. EVANS: Well, the information would
be a, | nmean, am | not allowed to ask himany
guestions about what he's done over the last two
year s?

Doesn't he have sone obligation to have
continued to study this and look at it? Am|
just --

JUDCGE JULIUS: Under 28 CFR, Section
16, those are the Touhy regul ations for the
Departnent of Justice. And, well, he would be
under FDA Touhy regs?

M5. MAN: It's the FDA Touhy regs, yes.

JUDGE JULIUS: Okay. And, can you
clarify the scope of the Touhy letter? Wat is
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he all owed to di scuss?

M5. MAN: Yes. He's allowed to testify
to and disclosure, included in the Governnent's
pre-hearing statenent.

JUDGE JULIUS: Thank you.

M5. MAN. He's authorized to give
testi nony about the scientific and nedi cal basis
underlying the eight factor anal yses, which went
I nto whether or not the substance shoul d be
controll ed or schedul ed.

He can testify as to the scientific and
nmedi cal determ nations underlying the anal ysis
performed and concl usions drawn by the FDA in
i ts August 28, 2023 report, which is
Governnent's Exhibit, or excuse ne, ALJ Exhi bit
Nunmber 1.

And, he is also allowed to testify to
FDA's recommendati on that narijuana be placed in
Schedul e I'I'l under 21 USC 812(b)(3). That is
the scope of Dr. Chiapperino, as the FDA has
permtted himto testify.

MR. EVANS: Your Honor, it clearly says
that he is to testify about nedi cal
determ nations. And, | think the fact that he

did not do a nedical interpretation or a nedical
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determ nation, is sonething that we should be
able to inquire about.

| f they were negligent, we need to know
about that. And, why were they?

JUDCGE JULIUS: What is the date of the
study that you' re tal king about?

MR. EVANS: The Gynecol ogi sts cane out,
| think it was in last fall.

JUDCGE JULIUS: So, that it post-dates,
the recommendati on that was nmade in 2023.

MR. EVANS: Right. So, |'m asking him
about his determnations. Wll, |let ne ask you
this --

JUDCGE JULIUS: So, are you w thdraw ng
t hat question for now?

MR. EVANS: Well, no. | think |I should
be allowed to see if he has since continued wth
hi s nmedi cal eval uati on.

Clearly | can talk about that. That is
rel evant here on, did he continue to do this?

JUDGE JULIUS: After the recomrendation
was nade?

MR. EVANS: Yes. |Isn't that his job to
do that? And, can he nake a recommendati on t hat

| eaves out a very inportant thing?
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And, he left out other things al so that
are in here that he was supposed to report it on
that he did not, |like diversion. He conpletely
waf fl ed on that answer to diversion,

And, there's been a DEA report, it just
came out earlier this year, about w despread
di versi on of marijuana.

JUDCGE JULIUS: So, howis he supposed
to incorporate an article that did not exist at
the tinme he made the recommendation or that the
FDA made the recommendation in 20237

MR. EVANS: Your Honor, there's a thing
intort law that if you do sonething negligent
and you correct it, okay, that's what you're
supposed to do.

And, | think it was his duty to
continue to evaluate this, because they're
recomendi ng this for a nedicine that can be
used by practitioners. And, they have
consistently used the nanme practitioners. They
have not said physicians. They said
practitioners.

And, under federal law, practitioners
I ncludes famly counsel ors and soci al workers.

They are defined as heal thcare professional
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practitioners under federal |aw.

So, is that what they neant to do? D d
they intend to give that to famly counsel ors
and social workers to give themthat power to do
t hat ?

Under that definition, school nurses
could do this. So, | think the Governnent has a
continuing obligation to continue to | ook into
the accuracy of what they've done, because
people's lives depend on this.

You can't just wash your hands and then
I gnore everything that happens after that. It
woul d be reckless and all that information
shoul d have been produced.

They coul d have anended this NPRM
They coul d have included the additional, they
coul d have issued a report on this to be able to
strai ghten that out.

The DEA, just earlier this year, cane
out with a report in their drug assessnent,

t al ki ng about nassive diversion of nmarijuana
fromthe legal marijuana states to the non-I egal
marijuana states. And, in the NPRM he said,
wel |, you know, we're going to need nore

i nformati on on that.
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There's several times in this NPRM
where they said, we need further studies, we
need more work on it. They opened the door to
that and they gave themselves that obligation to
continue to study it. Okay?

If the FDA approves a drug and it turns
out to be a stinker, one of the complaints
against the FDA is you didn't study this thing
enough. Okay?

And, I think they have an obligation,
they could have corrected it. They could have
issued something about the NPRM and medical use
for women. But, they didn't do it.

The other issue here, Your Honor, is

that just because something has in this narrow
definition of medical use, doesn't mean that it
can be used medically, because there's a whole
bunch of other hoops that they have to jump over
that require clinical studies, FDA quality
criminal clinical studies, marketing, labeling,
and so forth.

Package inserts all require under FDA
law. And, I have them right here. So, you're
allowing a drug to have the accepted medical

use, but yet you're ignoring all of your

el R. Grass and €9, IRe:
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requi renments for the second stage of that whol e
t hi ng.

And, | can go through this list here.

JUDCGE JULIUS: | don't need you to go
through all of that. This is going on and on.
| think ny concernis, | don't want to conpel
himto give testinony that is in violation of
the Touhy Iimts that he is authorized to give
testi nony on.

So, what is the Governnent's position
with regard to the scope of the Touhy letter
with regard to docunents that could have been
reviewed after the Food and Drug Adm ni stration
and HHS put forward their recomendation in
20237

M5. MAN. The Governnent reiterates Dr.
Chi apperino's testinony, reiterates that Dr.

Chi apperino's testinony under the Touhy letter
does not permt himto do so. His testinony
ends at the August 28, 2023 recommendati on.

MR. EVANS: Your Honor, this is why
peopl e are so cynical about the Governnent,
because they rely on a technicality and expose
peopl e to danger.

JUDCGE JULIUS: GCkay. Sir, please
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refrain fromeditorializing.

MR. EVANS: Ckay. Al right. Wwell,
let's go through the NPRM and see what you say
that you left out.

THE WTNESS: Sir, you keep saying you
say. | just want to clarify, this is a DEA NPRM
paraphrasing in sections of the HHS eval uati on.

And, the HHS evaluation is a broad team
of people. But, | do take responsibility for ny
role in producing the final docunents that were
signed by the signatory, the Assistant Secretary
for Health. Thanks.

MR EVANS: I'mglad. GCkay. Let's go
to, on the Governnent's Exhibit 1, page six.
Looking at the highlighted itemthere that deals
wi t h diversion.

M5. MAN. |'msorry, M. Evans, could
you point to --

MR. EVANS: You said DEA --

M5. MAN. |'msorry to interrupt you,
sir. Could you point me to where you're
referring to, please?

MR. EVANS: Ch, Yeah. |It's on page siXx
of your Exhibit 1.

M5. MAN.  Ckay.
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MR. EVANS: And, it is the first full
par agraph on the left.

M5. MAN:  Thank you, sir.

MR. EVANS: Let ne see if | have a copy
for you. Yeah, here you go. Sorry, | should
have gi ven these to you.

M5. MAN.  Thank you, there it is.

Al ready have the highlights marked as wel | ?

MR. EVANS: Yeah. Ckay. So, | wll
again read the sentence here that DEA
anticipates that additional data on seizures of
marijuana by | aw enforcenent, cannabis-related
ED visits as well as an updated eti ol ogi cal
survey data since 2022, nay be appropriate for
consi derati on.

THE WTNESS: Um hum

MR EVANS: Do | nmake ny point? Go
down to the bottom paragraph

M5. MAN.  (bjection. Asked and
answer ed.

JUDGE JULIUS: Yeah, he didn't answer
t he questi on.

MR. EVANS: Oh.

THE WTNESS: My | explain a process

poi nt ?
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MR. EVANS: Did you feel that you had
to get updated epidem ol ogi cal survey data since
20227

THE WTNESS: Let ne clarify a process
point that seens to be |eading to confusion in
t hi s di scussi on.

So, initially the evaluation was
requested at the Secretary |level in the
Departnent. W did that evaluation. It is a
conpl eted project fromny perspecti ve.

The fact that DEA has witten an NPRM
where they are citing places where they think
addi tional information should be considered, if
DEA woul d |i ke a reevaluation that invol ves
addi ti onal anal yses, the agencies woul d
communi cate on that matter.

So, there is a nechanism for additional
consi deration. But, until soneone tells ne, or
any other part of FDA in this chain, that this
IS an active project again, we are not going to
be doing work that is not going to serve an
active eval uati on.

MR. EVANS: Well, you opened the door
and | think you ought to do it. | think you

ought to do that evaluation and nodify this
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NPRM because you're | eaving out pregnant wonen.

You're | eaving out data on diversion.

M5. MAN:  (bj ection.

MR. EVANS: All right. And, let's get
to the diversion point.

JUDCGE JULIUS: Sorry, sir, was there a
guestion in there?

MR. EVANS: Yes. WII| you pursue this
on your own as the head of CDER? Your
responsibility to protect the public, will you
pursue this, go to your supervisors and say,
| ook, we need to nodify this.

We need to add sonething and work with
the DEA to get that correct.

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

JUDGE JULIUS: It is. | think your
point is understood. | would just rem nd
counsel exam nation is for purposes of asking
questions, not for making statenents or
argunents.

MR. EVANS: Right.

JUDGE JULIUS: Thank you.

MR EVANS: Ckay. Let's |look at, down

at the bottomit says, "given the unique
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| andscape, DEA believes that the |ack of data

i ndi cating diversion of marijuana fromfederally
sanctioned drug channels to the illegal market
Is not indicative of a lack of potential for
abuse.

DEA antici pates that additional data on
di version from state prograns and DEA regi stered
manuf acturers, nmay aid in determ ning whet her
di version is taking place."

So, again, do you think that you shoul d
recomend to the DEA that they add to this NPRM
the recent data they published on diversion?

M5. MAN: (Objection. Sane objection.

MR, EVANS: kay.

JUDGE JULIUS: The scope of Touhy?

M5. MAN: Correct.

JUDGE JULI US: Sustained. Do you want
to rephrase your question in a way?

MR EVANS: Okay. Go to the upper
right-hand corner. It says, "in addition to the
data consi dered and the HHS basis recomendati on
by HHS and DEA in their eight-part analysis, DEA
antici pates that updated epidem ol ogi cal survey
data since 2022, may be appropriate for

consi deration."
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So, Your Honor, | amgoing to nake a
notion for the purpose of the record that this
NPRM be rejected, because they have not
fulfilled and done what they said they were
going to do. They opened the door to it and
they didn't do it.

Now, | ooking al so, going down to page
seven.

JUDGE JULIUS: Are you noving on from
the notion that you just nmade? Do | need to

rule on that first?

MR EVANS: No, I'll make the notion.
JUDGE JULIUS: Ckay.
MR. EVANS: | think that, yeah, |et

themrespond to it.

JUDCGE JULIUS: Ckay.

MR EVANS: But, | want to get it on
the record that --

JUDGE JULIUS: | understand.

MR. EVANS: W feel this whole thing
shoul d be done away with, because they did a
shoddy job and there's new data com ng up. And,
| think they have a duty to incorporate the new
dat a.

JUDCGE JULIUS: Okay. Let's deal with
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the notion first.

MR, EVANS: Ckay.

JUDGE JULI US: Governnent, your
position on a notion to, how did you phrase it?

Term nate or --

MR. EVANS: Well, | think that the,
"1l nmake it easy for them The notion is that
the Court should order that the DEA and the FDA
update the data that they said they were going
to update in this NPRM and publish it and take
a look at it.

And, |'ve got another point on this
that it will further make this notion. Look at
page seven, the very |ast paragraph on the
bott om

It says, "in 2016, DEA found that
marijuana has a high potential for abuse.
Preclinical and clinical data shows that it has
reinforcing characteristics of drugs of abuse.

Data on marijuana seizures shows
wi despread availability and trafficking. DEA
believes that additional data in this area my
be appropriate for consideration in assessing
marijuana's actual or relative potential for

abuse. "
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Doctor, do you think that's a good idea
since you testified on the issue of marijuana's
abuse?

And, this tal ks here about getting
additional data on that? Wuld you be receptive
to additional data?

THE W TNESS: The paragraph references

M5. MAN. (Objection to the question.

But, | thought we were still talking about the
not i on.

JUDGE JULIUS: | did too as well.

M5. MAN: |'m not sure which one the

Court would |ike ne to address.

MR. EVANS: |'m done advocating for the
motion. | think | have other points to show why
this --

JUDGE JULIUS: Well, then | need to
rule on the notion.

MR, EVANS: Yes.

JUDCGE JULIUS: Governnent, your
position on this notion regardi ng the NPRW?

M5. MAN:  Your Honor, the NPRMis
i ntended to provide notice of proposed

rul emaking. This is not the avenue for, with
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all due respect to the Court, the Court does not
have the authority to strike the NPRM

It's been issued by DEA already. And,
It 1s what it is. It stands for what it stands
for.

So, asking for a revised NPRM | don't
think that would get the result M. Evans is
hoping for. But, that is also not an
appropriate, this is not the appropriate venue
for himto do so.

And, with all due respect to the Court,
the Court does not have the authority to strike
t he NPRM

JUDGE JULIUS: Oay. And, M. Evans,
anything in reply in support of your notion?

MR. EVANS: Your Honor, again, this is
for a notice of potential rulemaking, for which
peopl e have the ability to coment on and things
shoul d be accepted. They have admtted, several
times, | can go on, that they need additi onal
data in maki ng these deci si ons.

So, how can they go on to make a final
rule when they're admtting they don't have
enough data? That's their adm ssion.

| got another adm ssion right here
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having to do with pharmacol ogi cal effects. DEA
bel i eves that additional data on nmarijuana's
phar macol ogi cal effects may be appropriate for
consideration in assessing this factor.

You know, if | was responding to this
and trying to guide nyself in this, and I'm
argui ng the notion right now, as |I'ma physician
or sonebody else, | would |look at this and say,
well, I"mnot quite sure what to do here,
because they say there's stuff m ssing.

And, how do you gui de peopl e when you
say, you know, you should do this. But, we're
not exactly sure that you should do it.

And, it's faulty on its face. | don't
think I have to nmake any other argunent. |
think this should be withdrawn and they shoul d
go back to the draw ng board and start all over
again.

JUDGE JULIUS: Ckay.

MR. EVANS: And, do a proper job.

JUDGE JULI US: Understood, counsel. |
do not have authority to cancel this notice of
proposed rulemaking. It is what it is.

| "' m hol di ng a hearing on whet her, what

recommendati ons to make. You can nake what ever
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argunents you would like in terns of whether you
think the Governnment has net its burden in
getting this rule passed.

| don't have authority to cancel,
termnate, order themto wthdraw this. |[If the
Gover nment chooses to do that, that's their
prerogati ve.

| also note that the instances where
you are pointing to say, nmay be needed,
additional may be needed. | don't in any way
nmean to suggest that | don't think it's
I nportant that we have thorough an exam nation
of nmedi cal products. W absolutely shoul d.

But, | don't see a basis for ne to even
grant your notion based on the authorities that
are vested in ne with this hearing. | also
don't, there's a process by which if DEA wanted,
as | understand it, if DEA wanted to reopen and
seek additional guidance that they coul d.

So, the notion is denied.

MR. EVANS: Your Honor, you do have the
authority to send it back to the D rector of
DEA. Judge Mulrooney did that. There was a
noti on and his response to that notion was to

send it back to the Director of the DEA, because
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sonet hing had to be resol ved.

These are crucial issues that have to
be resol ved, pregnant wonen, diversion,
phar macol ogi cal effect, considerable variability
I n cannabi s, cannabi noi ds, considerations, and
so forth. This thing is faulty on its face.

And, you can send it back and say, do a
better job, guys.

JUDCGE JULIUS: Well, sir, |'m denying
the notion. So, please proceed.

MR. EVANS: | understand. Ckay.
Doctor, you said that you, as part of the
eval uation, you wanted to do, you wanted to
consi der clinical studies.

| s that correct?

THE W TNESS. Yes.

BY MR EVANS:

Q Ckay. D d you consider clinical
studi es on nmarijuana, the nedical use of
mari j uana?

A Yes.

Q GCkay. D d each and every one of those
studies neet the requirenents of 21 CFR 314. 126
adequate and well controlled studi es?

This is an FDA rul e on what goes into
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adequate and well controlled studies. My I
approach the bench?

JUDGE JULIUS: You may.

THE W TNESS: Thank you.

MR. EVANS: Now, Doctor, isn't it true
t hat when a pharnmacol ogi cal conpany submts
clinical studies to you about their product, did
you make them adhere to this?

THE W TNESS: Pivotal Phase 3 trials
shoul d adhere to these requirenents in a new
drug application subm ssion.

BY MR EVANS:

Q Have you done that in considering the
clinical trials about marijuana?

A This was not a review of a drug
application, nor was the conclusion a finding of
safety and efficacy that led to any formof FDA
approval .

This was an acknow edgnent of nedi cal
use already going on in the states, and
subjecting the clinical data that's available to
attest and eval uate whether there is credible
scientific support for any of those uses.

|'ve tal ked before about the quality of

evidence. It is not the sane quality of
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evi dence of a Phase 3 trial. There was no
attenpt to mslead on that statenent.
W stated it in the docunents in
mul tipl e pl aces.
Q Ckay. Doctor, if this NPRM goes
through, will a practitioner be able to
prescribe marijuana now?

Let's say this is in effect right now,

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

JUDCGE JULIUS: Do you have a response?

MR EVANS: Well, | think that when you
| ook at accepted nedical use, you're thinking
about this itemmmy be used nedically. And, |
think that you need to go beyond that initial
determ nation into the ultimate situation.

You have already done that. You've
| ooked at four where you | ooked at the research,
you | ooked at the effectiveness, you were
convinced, you followed it all the way through
fromfirst use to whatever.

And, you know, | think I'masking a
very legitimte question. Based on what you

came up with, could sonebody prescribe marijuana
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for anorexia?

JUDGE JULIUS: Wait. | need to rule on
t he objection before you answer.

MR, EVANS: Ckay.

JUDCGE JULIUS: | will allowthe
gquestion. Overrul ed.

M5. MAN: | would like to add to ny
obj ection too. Nunber one, this is still
outside his Touhy letter.

VWhat Dr. Chiapperino testified to on
direct was that this was considered to have a
currently accepted nedi cal use for drug
schedul i ng purposes only.

It did not go to the safety and
efficacy of marijuana once it hits the market.
That's a conpletely different analysis. This is
credi ble scientific support.

So, the Governnent reiterates that
asking himto specul ate about whet her or not
sonebody could prescribe it in the future, calls
for speculation and is outside the bounds of his
Touhy letter.

MR. EVANS: Your Honor, the DEA has
answered ny question. They've nade it clear

that rescheduling it does not nean that it can
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be distributed as a nedicine. That they still
have to go through the FDA procedures.

That's exactly the point that | wanted
to make and |"'mgrateful for it.

JUDGE JULIUS: Just to clarify, is that
what you were saying? | don't want to --

MS. MAN: No. No, Your Honor. It was
not .

JUDCGE JULIUS: Ckay. Can you just
maybe succinctly clarify what the Governnent's
positionis inits statenent?

M5. MAN. Right. Your Honor, the scope
of the Court's hearing today is whether or not
it's appropriate for rescheduling, not what
happens next.

And so, the currently accepted nedi cal
use is for a very limted purpose, rescheduling
only.

MR. EVANS: Your Honor, the whole
purpose of this is to determ ne whet her
sonething is accepted for nedical use. How do
we accept sonething for nedical use?

Is it the two-part thing only? Could a
doctor prescribe sonething based on the two-

part? O course not.
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O course not. There are a whole
string of things having to do with | abeling,
clinical studies, and so forth that would have
to be done.

So, if their position is that you're
only doing this for rescheduling, rescheduling
does not nmean that it can be used as a nedicine.

It neans it m ght have sone nedical val ue, but
it still has to go through the FDA

Qur position has always been, we have
no problemw th anything that goes through the
FDA and follows those rules. One of our clients
Is MM, a manufacturing conpany that
manuf actures marijuana, who agrees with us.

Ckay.

That's all we want. |'ma cancer
survivor, | mght use nmarijuana at sone point,
or CBD.

And, if | can just show the Court
sonething, | would like, and this is further in
this notion, and I'Il give a copy to the thing.

M5. MAN: Pl ease do.
JUDCGE JULIUS: And, when you say
further in this notion, what do you nean?

MR. EVANS: Well, it's another piece of
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evi dence show ng, you know, ny argunent about --

JUDGE JULIUS: Wit until you -- sir,
if you could wait until you get back to the
podium it's not picking you up.

MR EVANS: Oh, sorry. M point is
that this is a very grave decision. It can
affect mllions.

JUDGE JULIUS: Sir, if you wouldn't
m nd just describing what it is that you handed
to Governnent counsel and to the Court?

MR. EVANS: Ckay. Doctor, have you got
a copy of it?

JUDGE JULIUS: W haven't provided him
a copy yet. W didn't knowif you wanted himto
| ook at this.

MR. EVANS: Yes. Yes, O course. |
want himto identify it. | want himto
authenticate it.

M5. MAN:  Your Honor, the Governnent's
going to object to this. Dr. Chiapperino cannot
testify this. He's also not a nedical doctor.

And so, he's about to ask hi m about
dosages and |i ke, potency, but with all of Dr.
Chi apperino's credentials, he's not a nedical

doctor, so.
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MR. EVANS: Your Honor, he's head of
CDER

THE WTNESS: |'m not head of CDER

MR. EVANS: Well, you're in CDER  CDER
decides all that issue. CDER s what wote that.

Could you identify that for the Judge pl ease?

M5. MAN: |If he can. But, Your Honor,
the Government reiterates that this is well
out si de the scope of Dr. Chiapperino's Touhy
letter, and that he's not a nedical doctor.

JUDGE JULIUS: 1'Il allow himto answer
the question if he can.

M5. MAN.  Ckay.

THE WTNESS: Thank you. You have
handed nme a copy of the prescribing information
approved for the drug Epidiol ex.

MR. EVANS: Correct. Yeah. 1Is this an
exanple of the -- now, you did all this research
on nedi cal use of marijuana.

THE W TNESS: Um hum

MR. EVANS: Ckay. You were |ooking at
t he whol e nedi cal use of nmarijuana things.

THE W TNESS: Um hum

MR, EVANS: And, you were | ooking at

scientific evidence, studies and so forth. D d
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you ever think to |look at what the FDA finds

i nteresting, and what shoul d be published about
sonething used as a nedicine that's outlined in
this?

M5. MAN. (bjection. Qutside the
scope.

MR. EVANS: It's not outside.

M5. MAN. And, it's al so vague and
nonspeci fi c.

MR. EVANS: It's not outside the scope.

JUDGE JULIUS: Hold on.

MR. EVANS: Yeah.

JUDGE JULIUS: Can you expl ain how,
clarify howit's outside the scope, just so that
the record is clear on your objection.

M5. MAN:  Very well. Counsel said that
this is titration information for a substance
that Dr. Chi apperino never brought up in his
direct. That would be for starters.

MR. EVANS: [I'msorry, | didn't hear
the last part. And, you' re speaking, can you
speak | ouder?

M5. MAN. I'msorry. |I'mtalking too
fast.

MR EVANS: No, no, | ouder.
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M5. MAN:.  Ch, okay. Oh gosh, | feel
|l oud. So, this is about a drug that Dr.
Chi apperino never brought up in his direct
exam nati on.

So, it's outside the scope of his

direct.

JUDGE JULIUS: Right. So, --

MR. EVANS: And, |I'mnot asking him
about the drug. |'m asking him about the

I nformati on that goes into a package insert
about the drug that he says --

JUDCGE JULIUS: So, sir, | understand
that you have points that you would like to
make. But, | amthe Judge in this courtroom

So, when | start talking, | would
appreciate it if you would pl ease refrain.

MR, EVANS: [|I'msorry. |'mrather
passi onate on this issue.

JUDGE JULIUS: I'mtrying to --
absol utely understand. | think lots of people
are very passionate on both sides about this
I Ssue.

MR EVANS.: |'msorry.

JUDGE JULIUS: | absolutely understand

and | comrend you for being a cancer survivor.
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Al'l of that.

MR. EVANS: Right.

JUDGE JULIUS: But, | do need to nake
sure that the record is very clear about what
t he objections are.

MR. EVANS: | apol ogi ze, Your Honor.

JUDGE JULIUS: And, what the responses
are.

MR. EVANS: | apol ogi ze.

JUDCE JULIUS: Thank you. So, you're
saying it's outside the scope of direct or
out si de the scope of the Touhy? | didn't quite
under st and.

M5. MAN. [It's outside the scope of
bot h, Your Honor.

JUDCGE JULIUS: Ch, okay.

M5. MAN: It's ny understandi ng that
this is about Epidiolex, I"'msorry | butchered
it. But, this was a drug that never cane up in
Dr. Chi apperino's direct about which drugs he
exam ned as part of his study. And, this is
outside, so thus it's outside the scope of the
Touhy letter.

JUDGE JULIUS: Ckay.

MR. EVANS: Now, Judge, | don't care to
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di scuss Epidiolex. This is an exanple of a
cannabi noi d nedi ci ne, cannabi diol that the FDA
has approved.

And, we woul d hope that if marijuana
goes down to a Schedule Ill, that they do this
ki nd of investigation.

Now, |'m asking him when you | ook at
all these itens that are here, when he did his
research on marijuana as a nedicine, did he |ook
at getting answers to these itens?

JUDGE JULIUS: Hold on. | believe that
question would be allowable. So, I'Il overrule
it as to that objection.

And, you may ask the question.

MR, EVANS: kay.

JUDCGE JULIUS: Thank you.

THE WTNESS: So, --

JUDGE JULIUS: Do you need it repeated?

THE WTNESS: Yes. Please repeat your
guesti on.

MR. EVANS: Ckay. There's several
things that go into a package insert. The
Epidiolex is an exanple of it. Okay.

It i ncludes pregnancy, |actation.

THE W TNESS: Um hum
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BY MR EVANS:
Q It includes nental illness, geriatric
care. GCkay. And, you know, all those have to
be considered. You know that.
So, if you're |ooking at marijuana as a
possi ble thing that could be accepted as a

nmedi ci ne, okay, did you consider all these

t hi ngs?
| nmean, I'Il give you an exanple. |'m
a | awyer.
A kay.
Q So, | ook at jury instructions when |

start a case. What do | have to do to prove ny
case? GCkay? And, | steer ny case around those
jury instructions.

This tells everybody in the world what
the FDA is interested in, in finding out about a
medi ci ne before they release it to the public.
And, did you look at all these issues?

A No, because we are not releasing a drug
to the public. The drug is already in rel ease
under state prograns.

| want to clarify ny role with respect
to drug | abeling, because the controlled

subst ance staff does have a role in drug
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labeling. We give advice on labeling for

Section 9, abuse and dependence, and any Section

5 warnings and precautions that may be

warranted.

Other Sections that you're describing,

which are very important safety matters, have
other subject matter experts. So, yes, in the
context of a new drug approval, all of these
things would be addressed.

If someone brings a new drug

application for marijuana to the FDA, the label,

if it is approved, would address all of these
issues, or it would not receive approval.

We are not commenting though on state
regulated medical use, which this action is
basically leaving alone, because it is not
finding of FDA sanctioned medical use under a
drug approval. It is just acknowledging that
the medical use is already happening and we
applied the two-part test to see if there was
any credible scientific support for it.

Q Okay. Doctor, dees is giving something
accepted medical use the same thing as the FDA
declaring that it's safe and effective?

A No.

el R Grgss @ €9, Ie:
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Q Okay. Doctor, are you aware, can you
think of a situation where the FDA safe and
effective |aws, or the CAMJ, shoul d be wai ved by
t he FDA?

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

MR. EVANS: Well, how about a
situation? Should the Director of the FDA just
decide I'mnot doing the two-part test?

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

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

MR EVANS: Well, | think we're | ooking
at the CAMJU test. And, again, the liability,
the effectiveness of it. Are they willing to
stand behind it?

Coul d there be situations where the FDA
woul d give up? Under the |abeling |aw, the head
of CDER has the authority to waive |abeling
requi renents.

M5. MAN: (Objection. Assunes facts not
I n evidence.

MR EVANS: So, | just want to know, is

it possible that a situation after we go through
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all these trials, and the head of the FDA upon
orders from President Trunp says, we don't need
no stinking FDA rules. |Is that possible?

Coul d that happen?

M5. MAN. My objection --

JUDGE JULIUS: Hold on. | think
there's an objection pending.

MR, EVANS: Ckay.

M5. MAN.  And, ny objection first was -

JUDGE JULIUS: And then, still, there
was nore questi oni ng.

MR EVANS: kay.

M5. MAN. There were nany parts to
this. And, I'"'mgoing to try to figure out which
one to respond to first.

|s there a situation where the head of
FDA, Dr. Chiapperino is not the head of the FDA

So, I think it is outside the bounds of his
direct testinony for himto tal k about that.

But, also, he can't specul ate to what
sonebody else is going to do. And, also, that
specul ation is outside what he's permtted to
testify about, what another Governnent entity,

or it's his Governnent entity, but it's another

Neal R. Gross and Co., Inc.

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

140




© 00 N oo o b~ W DN PP

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

human bei ng woul d do in response to sonething
el se that hasn't happened.

This calls for speculation on nmultiple
fronts.

MR, EVANS: Your Honor, | would assert
that the head of the FDA, waiving the FDA safe
and effective rules is not speculation. |t just
was done.

Concerning again, not this topic, but
on the thing the Attorney CGeneral canme out, the
head of the FDA said, we're not applying our
safe and effective rules. And, on |abeling, the
Attorney General said, we're not applying the
FDA prescription rules or labeling rules. W're

going to leave that all up to the states.

It's trying to put you out of business.

JUDGE JULIUS: Okay, sir, let ne rule
on this objection. There's been a |ot of back
and forth, --

MR. EVANS: Right.

JUDGE JULIUS: Which | find difficult
to follow And, it's nuddying the record. So,
| would just continue to adnonish the parties to
pl ease keep any argunents concise, and let ne

rul e on objections before noving on and addi ng
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addi tional .

MR. EVANS: Very good, Your Honor.

JUDGE JULIUS: | do find that it woul d
be specul ative to ask whet her soneone el se out,
not hi mindividually, would waive certain
requirenents. | do find it does seem outside
t he bounds of the Touhy authorization.

And, | suppose there could be a
reformul ation of that question about historical
events. But, asking himto specul ate about
potential future would be objectionable.

So, | wll sustain that objection.

MR EVANS: Let ne ask it in a way.
Doctor, are you aware of a situation where the
head of the FDA waived the FDA' s requirenents
that a nedicine be safe and effective?

Are you aware that that has ever
happened?

M5. MAN. (bjection. Qutside the scope
of the Touhy letter.

JUDGE JULIUS: Do you have any response
to that?

MR. EVANS: Well, again, |ooking at
the, do we trust the FDA?

JUDCGE JULIUS: That is beyond the scope
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of this hearing.

MR, EVANS: Well, it really isn't, Your
Honor. Because, they're comng up wth a
standard here that they're going to make
everybody adhere to, okay?

And, they're reserving the right to
just throw it all away. And, this medical use,
accepted nedi cal use, you know, is it sonething
t hat we shoul d support?

|f they retain the power too just
conpl etely unsupport wonen, | think that's worth
finding out. Are they going to be subjected to
political influences?

Way did the, you know, if the President
ordered you to stop doing |abeling, would you do
it?

M5. MAN: (Objection. That is
absol utely outside the scope of this hearing and
absol utely outside the scope of Dr.

Chi apperi no's Touhy.

|"msorry, | had to junp in before --
know you still haven't ruled, Your Honor, on
that |ast objection. But, | wanted to get ahead

of this one.

JUDCGE JULIUS: Your response to the
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out si de the scope of the Touhy authorizations?

MR EVANS: Well, | think it is. |
think that if sonebody creates sonething and you
have to consider the future of the creation.

The accepted nedical use inplies that this is
accepted for nedical use and it could be used
nmedi cal | y.

So, I'mlooking at, you know, if we
have sonet hi ng accepted for nedical use, but it
turns out that there's other things in here that
woul d make that noot or inpossible to inplenent,
why are we doing this exercise?

| f the accepted nedical use could, you
know, go forward, do we just nmake the decision
then do nothing about it and never rely on it in
the future and never think about it?

No, of course not. W have to think
ahead. GCkay? And, we need to examne their
t houghts. D d they think ahead when they did
this?

Are they aware of the consequences that
could result fromthis? Because it appears that
they didn't think about that.

That the President told themto do

sonething. Admral, what's his nane, told them
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to do sonething, and they did it. It's
certainly the marijuana i ndustry was very happy
about it because they've been pushing for this
for years.

My job, ny organization represents the
victins of the marijuana industry. | get phone
calls once a week froma nother who's |lost their
child. 1It's |ike opening up the gates of hell.

Ckay?

| see the consequences every day. And,
you know, would you be willing, any of you,
willing to sit down and talk to sone of these
not hers, continue your clinical studies by
talking to the victins sonetines?

Wul d you be wlling to do that?

JUDGE JULIUS: |Is that a rhetorical
guesti on?

MR. EVANS. No.

JUDGE JULIUS: At this point, sir, |
think your argunent is going beyond the scope of
t hi s hearing.

MR, EVANS: Ckay.

( Si mul t aneous speaki ng.)

JUDGE JULIUS: | understand that you

have to --
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MR. EVANS: | know why | think it's
I nportant to pursue this, because we have to
exam ne the consequences of the decision. Was a
consequence thought out or it wasn't thought
out ?

Ckay? And, you know, |'m not asking
for, you know, repainting the, what is it, the
wadi ng pool down here. That wasn't very well
t hought out.

But, that's an exanple of sonething
that wasn't well thought out. And, this is
sonet hing that could potentially kill people.

Marijuana interacts with other

prescription drugs in a negative way. |If you're
taking blood thinners, it will cause you to
bl eed.

JUDGE JULIUS: GCkay. Sir, | very nuch
take your point. | understand that you are very
passi onate about this.

But, | think the scope of this hearing
is what went into the notice of proposed
rul emaki ng, which was the recommendati on from
HHS. To the extent that he has answers to give
about what went into that, he can provide those.

To the extent that we're spiraling out
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and aski ng questions about tests that should be
applied prospectively in other cases, that's
beyond the scope of this hearing.

| understand that you have concerns
about that.

MR. EVANS: Ckay. Your Honor, | --

JUDGE JULIUS: | will sustain the
obj ections to the questions based on outside the
scope of direct, outside the scope of Touhy, and
al so specul ative as to whether certain --

MR. EVANS: Fine, Your Honor.

JUDCGE JULIUS: Aspects have not been
proven.

MR. EVANS: The NPRM nentions diversion
and that they need nore data about diversion.
Did you feel at the tinme you had enough data
about diversion to nake a rational decision
about it?

THE W TNESS: DEA provi ded sone data
whi ch we reproduced in our factor. DEA would be
the agency to collect further diversion data.

| f there were another review of
marijuana, a full new project to reviewit, then
there could be updated diversion data. O, DEA

can choose to supplenent for this rule w thout
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HHS s vi ews.

MR. EVANS: My | ask you, in terns of
your updating it, would you consider this? |[|'m
going to read a statenment to you.

Donmestically produced nmarijuana is
transported via U S. interstate highways in
personal |l y owned vehicle, sem -trucks, and
tractor-trailers. Facilitators working for the
Chi nese TCO and/ or Mexican cartels, transport
| arge anmobunts of marijuana directly froml egal
states to states that have not |egalized
recreational use, and those where state |evel
recreational approval is sufficiently reason to
have not yet established a registered industry.

A shot gun approach invol ves sendi ng
mul tiple vehicles, usually carrying no nore than
a coupl e hundred pounds of narijuana to the sane
destination to avoid the loss of a single large
shi prment .

Wul d you be willing to consider that
in your --

M5. MAN:. (Objection. Calls for
specul ation. There is no active rule or there's
been no active request to reopen this.

So, this calls for specul ation of what
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he would do in the past if that were to happen.
This is al so outside the bounds of his Touhy
letter, which ends in 2023.

MR. EVANS: Your Honor, it's on the
NPRM He left it out and |I'mpointing out --

JUDGE JULIUS: | don't even know what
you're reading, sir. Wat is that?

MR. EVANS: This is the Drug
Enf orcenment Adm nistration 2025 Drug Threat
Assessnent. That's what they said.

JUDCGE JULIUS: Okay. Well, | sustain
the objection. It is outside the scope of his
di rect and his Touhy.

MR. EVANS: Al right.

JUDGE JULIUS: | understand that you
asked the question. But, you know, if you liKke,
you may - -

(Si mul t aneous speaki ng.)

MR, EVANS: May | nake --

JUDGE JULIUS: A new --

MR. EVANS: The point of this whole
argunent is they all should update what they
did, because it's now faulty of full holes.

JUDGE JULIUS: | understand your point,

sir. Thank you.
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MR. EVANS: How are we doing on tine?

JUDGE JULIUS: It |ooks |ike you have
al nrost 35 mnutes left.

MR. EVANS: Thirty-five mnutes, wow.

JUDGE JULIUS: Well, the objection tine
doesn't count against you. W stop the clock on
t hat .

MR. EVANS: Ch, okay.

M5. MAN.  Ckay.

MR EVANS: Al right. WlIl, let ne,
now, you did tal k about the eight-part analysis,
correct?

So, is it permssible that | ask him
about the eight-part anal ysis?

M5. MAN.  You can ask hi mwhatever you
i ke, sir.

MR. EVANS: Ckay. Do you know who Luli
R Akinfiresoye is?

THE W TNESS. Yes.

JUDGE JULIUS: Could you spell that for
the record, just so that we're clear?

Oh, Court Reporter has it. Thank you.

MR. EVANS: Ckay. Do you want ne to
spell it?

JUDCGE JULIUS: The Court Reporter has
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it. Thank you.

MR. EVANS: Ckay. OCkay. This is an
Exhibit. | think that several of the parties
have this as an Exhibit.

Do you know who she is?

THE W TNESS: Yes.

BY MR EVANS:

Q Was she a witness the first tinme this
NPRM was consi der ed?

A | believe she was.

Q D dyou read her affidavit?

A No, not conpletely.

Q Ckay.

A But, | think, | actually don't recall.
There were docunents circul ated for clearance
pur poses.

| don't think I reviewed her full
affidavit, no.

MR, EVANS: Ckay. Your Honor, if |
may, | don't have the ability to authenticate
this docunent. Dr. Akinfiresoye is conmng in as
a wtness. She can authenticate it.

So, would I be allowed to ask questions
on this with the authentication pending? And if

it does not get authenticated, okay.
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But, you know, in the interest of
nmovi ng things along, would | be able to ask

guestions with authentication pendi ng?

M5. MAN:  Your Honor, the date of that

Wi tness's authentic affidavit post dates, Dr.
Chi apperino's 2023 recomrendati on.

So, this is outside the scope to ask
hi m about sonet hing that was generat ed
afterwards. And, it appears that you' ve
subpoenaed her to cone and she's going to
testify.

So, | believe that anything that's in
her declaration, M. Evans can ask hinself when
she takes the stand, which would be the nore
appropri ate venue.

MR. EVANS: Pardon ne, | didn't
under st and about Chi apperino and the dati ng.
What are you tal ki ng about?

M5. MAN:. The affidavit of the
W tness's testinony postdates Dr. Chiapperino's
2023 recommendat i on.

So, it was generated --

MAN: After.
EVANS: After?

2 5 3
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M5. MAN. Yes. | believe what you're
about to show himis from 2025.

MR. EVANS. No.

M5. MAN. 2024? Hang on, let ne see.

MR EVANS: 2024.

M5. MAN:. Right, but it's in 2024. Dr.

Chi apperino's HHS reconmmendati on for the
schedul i ng was dated August 2023.

And so, nothing that, he couldn't have
consi dered sonething that was generated al nost a
year afterwards. So, | believe this is outside
the scope of the Touhy letter to ask hi m about
sonet hi ng that was generated in 2024.

MR. EVANS: Your Honor, ny response to
that, they called her as a witness in Decenber
of 2024. And, that is a specious argunent.

They called her as a w tness.

Cobvi ously, they were going to use her testinony.
But, she is a DEA wtness. | got it all right
her e.

JUDCGE JULIUS: That hearing was
term nated when that notice was w t hdrawn.

She's not a Governnment witness at this tinme in
this hearing.

It does appear to postdate the
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recomendation. So, it would not have been
considered in the HHS reconmmendati on as |
understand it.

Am | m sunderstanding the tineline?

MR EVANS: Well, | can tell you that
t hi s docunent considered and conmented on the
HHS docunent that started this whole thing. It
al so conmmented on the Ofice of Legal Counsel's
opi ni on.

JUDCGE JULIUS: So, this affidavit that
you' re discussing, is talking about the HHS
recommendati on and the OLC neno.

MR. EVANS: No, not the docunent and
the affidavit in itself. But, the docunent that
was attached to it, which says U S. Depart nent
of Justice Drug Enforcenent Adm ni stration,
Marijuana Scientific Data Review as it rel ates
to the Controlled Substances Act, prepared by
the Drug and Chem cal Eval uation Secti on,

Di version Control Division, Drug Enforcenent
Adm ni strati on.

It has no author. It has no date.

W' ve | ooked at the citations in the back, we
know that it was witten at |east after, |

t hi nk, March or May of 2024.
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They were going to use this as an
Exhibit. And, it directly contradicts just
about everything that they're tal king about,

t his NPRM

JUDCGE JULIUS: Then it seens to ne that
if you're calling that author as a wtness, if
their affidavit relied on that docunment, that
they woul d be the one to ask those questions to.

| don't know how he's going to answer
guesti ons about a docunent that was witten
after he made his recomendati on.

MR EVANS: Well, I'mnot asking himto
aut henticate the docunent. [|'mnot asking him
to vouch for it.

|"mgoing to ask you sone questi ons,
sone statenents that are in this docunent, ask
himif he believes themto be true.

JUDGE JULIUS: Ckay. Sir, did you have
sonething to say?

MR. McNICHOLS: Very briefly, Your
Honor .

JUDGE JULIUS: And, if you could just
pl ease identify yourself and what party or
parties you represent.

MR MN CHOLS: John McNichols from
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Torridon, on behalf of Smart Approaches for
Mari j uana.

JUDCGE JULIUS: Ckay.

MR. McNICHOLS: The only point of
clarification is that Dr. Akinfiresoye is our
wi tness. | think under Your Honor's ruling,
we'd be allowed to ask her questions, and she'd
be subject to cross-exam nation by the
Governnment, but not by the other parties, for
t he avoi dance of any doubt as to how he'll
aut henti cate that docunent.

JUDCGE JULIUS: Thank you, sir.
appreciate the clarification.

MR. EVANS: Ckay. | just want to ask
himif sonme of the statenents in there are true.

JUDGE JULIUS: 1'Il allow you to ask
the questions. W'I|l see what those questions
are.

MR EVANS: Okay. GCkay. This
statenent, do you agree or disagree wth this,
on April 11, 2024, the Departnent of Justice's

O fice of Legal Counsel, LOLC, issued an opinion
t hat anong ot her things, concluded the existing
five-part test is sufficient to determne that a

drug has currently accepted nedi cal use. But,
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that limting the analysis to the five-part test
IS inpermssibly narrow

Do you agree with that?

M5. MAN.  (Objection. The OLC opinion
has al ready established that the two-part test
s valid.

Whet her or not Dr. Chiapperino is
drawi ng a | egal conclusion, | don't think he's
the right party to draw a | egal concl usi on about
whet her or not the five-point test is
I nperm ssibly narrow, as | believe counsel just
asked.

And, also, that is another person's
opinion. And, that is outside the scope of his
Touhy.

MR. EVANS: Ckay. Let ne ask this
guestion then.

JUDGE JULIUS: So, are you w t hdraw ng
t hat question, sir?

MR. EVANS: Yeah. [|'ll withdraw it for
Now.

JUDCGE JULIUS: Ckay.

MR. EVANS: Is it true that when it
cones to accepted nedical use, that there is no

single right answer to how specifically DEA
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shoul d make this determnation? |s that true?

M5. MAN. (Objection. That calls for
specul ation that Dr. Chi apperino nmade t hat
recommendati on for FDA, not for the DEA

He's not a DEA enpl oyee. He's asking
what anot her Gover nnment agency woul d do, or what
they would find perm ssible, or what other
standard anot her agency would find, calls for
specul ation on Dr. Chiapperino's part, and is
al so outside the scope of his Touhy.

JUDGE JULIUS: M. Evans?

MR. EVANS: Well, Doctor, are there
ot her answers to how DEA coul d make a CAMJ
deci si on?

JUDGE JULIUS: WwWell, so sir, hold on.

MR, EVANS: kay.

JUDGE JULIUS: | was asking if you had
a response to the objection, not to ask a
di fferent question.

MR EVANS: (h.

JUDGE JULIUS: Are you w thdraw ng your

prior question?

MR EVANS: 1'Il withdrawit.
JUDGE JULIUS: kay.
MR. EVANS: |'mjust asking what el se
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ot her than the two-part test could be used to
come up with an accepted nedi cal use
determ nati on?

THE WTNESS: As | testified earlier,
an approval by FDA of a drug. The active
ingredient in that drug would be considered to
have a currently accepted nedi cal use.

Absent an NDA approval, the five-point
test could be used to establish that a drug has
a currently accepted nedical use, or also the
two-part test can be used.

MR. EVANS: Ckay, great. Doctor, when
you were maki ng your determ nations about
mar i j uana and the nedical use of marijuana,
accepted nedi cal use, did you do any research
and you were, you know, |ooking at the inpact,
people using it, did you do any research on
dosi ng?

Did you ask any questions about what is
a dose? | nean, how many joints would you snoke
to get over anorexia?

Did you ask any of those questions that
woul d deal with that? D d you | ook at the type
of marijuana, --

THE W TNESS:  Yes.
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MR. EVANS: The potency, gummy bears,
soft drinks, delivery systens? Did you | ook at
how the practitioners did that?

| n other words --

(Si mul t aneous speaki ng.)

THE WTNESS: This is captured in the -

MR. EVANS: Sonebody may respond to
snoke marijuana differently than they respond to
a gunmy bear.

M5. MAN:  (bj ection.

MR. EVANS: And, that would be part of
your anal ysis of what woul d be accepted nedi cal
use. You mght find out that gunmy bears don't
fit in there.

M5. MAN. (Objection. It's a conpound
question. |'mnot quite sure.

MR EVANS: D d you look at -- "I,
let me clarify the question. Did you |ook at
differentiati ons between types of cannabis and
how t hey woul d be delivered, in making your
deci si on about accepted nedi cal use?

THE W TNESS: Yes.

BY MR EVANS:

Q And, what did you do?
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A  Wthin the clinical studies that were
i ncluded in the systenmatic review, those
clinical studies would have specified dosing
regi nens.

So, it really depends on the individual
study, what formof marijuana was used. In sone
cases, people were using snoked marij uana,
probably with directions of how nuch and how to
snoke, because it is a variable way of
adm ni stering the drug.

There were al so peopl e who vaped
marijuana in sone studies. There were also
edi ble forns in sone studies.

Q And, did you notice differentiations
bet ween the effect?

A The point of the review was to
consider, within that clinical study the way it
was desi gned, the endpoints, et cetera, did the
resulting data about efficacy and safety in that
study show a beneficial effect?

So, we did not consider the fact that
multiple studies in the systematic review may
have used alternative dosing reginens. Again,
the goal was to determ ne that there was

credi ble scientific support for that therapeutic
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use.
So, a positive study that showed

there's at | east one way to adm nister marijuana
effectively that provided sone patient benefit,
if that quality of evidence was noderate, it was
considered a study with sone credible scientific
support for the use.

Q Ckay. Doctor, the accepted nedical use
two-part test nentions the --

JUDGE JULIUS: Could you speak in the

MR EVANS: OCh, I'msorry. The two-
part test nentions current experience. How did
you define current?
THE WTNESS: Do you nean of the
heal t hcare practitioners?
BY MR EVANS:
Q Wll, it said that you're | ooking at

the current experience. Wat does current nean?

A | think you' d have to direct ne in the
docunents to, | need sonme context for that
guesti on.

And, I'msorry, also by the way, |

don't have that Exhibit anynore in front of ne.

Q This quote's right fromthe OLC
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opinion. Part one, this is a quote from the OLC
opinion, part one of the inquiry asks whether
licensed healthcare providers have widespread
current experience with medical use of the drug.

You investigated that. How did you,
what scope of currency did you use for this?

MS. MAN: Objection. Dr. Chiapperino
did not generate the OLC opinion, nor does he
know what went into the OLC opinion.

It is also outside the scope of his
Touhy letter to be testifying about the OLC
opinion.

JUDGE JULIAN JULIUS: My understanding of the
question was, how did he apply that? Not what
it means in the OLC memo, but how did he apply
that. And, was that question?

MR. EVANS: Yes, Your Honor, that's
right. How did he, when he went and looked at
this, did he decide that some were not current
and discontinue them?

Or, decide that some were current and
he investigated them? 1I'm just looking at the
range of time that you were looking at there.

JUDGE JULIUS: And, I'm going to

overrule that objection to the extent it's a

el R. &rass @ €9, IRe:
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guestion about what went into the two factor
anal yses that he and FDA perf or ned.

MR. EVANS: Right.

M5. MAN.  Thank you, Your Honor.

THE WTNESS: So, | think you're
referring to an excerpt fromthe part one neno,
right?

MR. EVANS: Um hum

THE WTNESS: Ckay. So, the part one
meno was produced by the office of the Assistant
Secretary for Health. They provided that neno
to us already conpleted, and directed us to
apply part two.

So, | don't think I could answer how
they interpreted current healthcare practitioner
experience. But, we did our own | andscape
anal ysis, and of course, it varied fromstate to
state. But, there were states with inplenented
prograns over a long period of tine.

So, | assune sone of those prograns
were ten years, sonme of themwere eight years,
and yeah.

BY MR EVANS:

Q Well, in applying this then, how am/|

to be guided if | submt a study to you, in
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terns of could the study be ten years old, one
year old, a day ol d?

If I"ma practitioner and | nake a
report on sonething that happened five years
ago, | nean, did you set any kind of tinefrane
for maki ng these eval uations?

A  The prograns have all been inpl enented
since 2009. There's probably not all. | nean,
t hey began inplenentation starting in the |ow
2000 teens.

Prograns cane online in different
states at different tines, right up until 2022,
whi ch woul d have been the | ast year that we
woul d have been able to include consideration.

But, again, the two-part test really
has, there is no part of the two-part test, part
two that draws on the state prograns in great
detail other than the patient surveys, to
under st and adverse events experienced, or, you
know, from sone of the surveys that we did
consi der under part two.

The experience | evel of healthcare
practitioners was not one of the considerations
In part two.

Q Ckay. Doctor, it says w despread
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current experience. Does the FDA normally | ook
at negative and positive experience?

A Usually, with an FDA approved
medi cation, a nedical professional would use the
prescribing information to begin using a new
medi ci ne.

So, it's a very different context.
These are nedi cal prograns al ready established
with their own regul ations. FDA does not have
any role in regulating state nedi cal prograns.
We also didn't conment anywhere in our

docunents on the characteristics or quality of
those. W really focused on patient use of it
and the clinical trial data that may have
provi ded sone credible scientific support for
sonme of that.

Q GCkay. D d you ask people about
negati ve experience?

A Can you ask that? You know, |'m not
sure what you're asking.

Q One exanple of negative experience that
you m ght want to consider?

A Negative experience --

Q Wth nedical nmarijuana?

A Anbng a patient?
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Q You're doing the research.

A Yeah. |If a patient felt that using
mar i j uana made them so nauseous that they no
| onger wanted to use it for pain, | assune they
woul d st op.

Q And, did you ask those guestions?

A W | ooked at survey data.

Q D d you equally focus on negative as
wel | as positive?

A Wll, the clinical trials would
docunent if there were adverse events reported,
not maybe as robust as a Phase 3 clinical trial
submtted to FDA

But, we used data where it was
avai |l abl e in the published studies. Published
clinical trials don't have as nmuch detail as
what we get from FDA when it's submtted under a
drug application.

The adverse events reported by patients
woul d show up in sone of the surveys that we did
analyze. As | said in ny testinony, nost of the
adverse events reported were mld.

Q Gkay. You say that the use of the drug
I n accordance with inplenented state authorized

prograns were nedi cal uses recognized by
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entities that regulate the practice of nedicine.

What was your understanding of entities
that regulate the practice of nedicine?

A State nedical boards, boards set up by
the state prograns for marijuana that sonetines
I ncl uded heal th professionals naking decisions
about a new indication that they woul d consider
el igible.

Q GCay. Now, I'ma little confused about
the anbiguity here, because you tal k about
heal t hcare providers and, | think, we've
established that a ot of themare not going to
be physicians. They're not going to be subject
to any kind of nedical practice authority.

M5. MAN:. (Objection. Assunes facts not
in evidence. | don't think that ever cane out.

MR. EVANS: [t's what?

M5. MAN. Assunes facts not in
evi dence.

MR, EVANS: |'m asking for
clarification. There seens to be a, you know,
what is the field that you' re |ooking at, the
peopl e that you're going to provide this to?

s it just people that are regul ated by

nmedi cal boards? Which this seens to inply. O,
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Is it people that are practitioners? And,
practitioners already are a w de group.

JUDGE JULIUS: So, is the question
essentially what they interpret or how they view
what heal t hcare providers includes?

VWhat is that universe? Essentially, is
t hat your question?

MR. EVANS: Well, yes. Wat was that
uni verse? And, they seemto be limting it to
peopl e that are, you know, entities that
regul ate the practice of nedicine.

Heal t hcare providers, there's a | ot of
heal t hcare providers that are not physicians. A
| ot of healthcare providers are, and |'ve given
you the federal definition of practitioner. It
can include social workers, nmarriage counsel ors.
They're not regulated by a nedi cal board.

So, I"'mjust trying to | ook at what is
the, you know, are you restricting it to just
nmedi cal board regul ated people, and warning all
t he ot her peopl e?

There's all kinds of states that have
gi ven the power to recomrend marijuana to a | ot
of practitioners. D d you ook at all of that?

M5. MAN.  May | respond briefly?
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JUDGE JULI US: Yeah, please.

M5. MAN: | don't believe Dr.

Chi apperino can testify to that because the FDA
does not regulate practitioners. That's the
DEA' s rol e.

And so, when counsel is asking about
who' s regul ated and who's not, who falls into
that pool, that's not sonething that Dr.

Chi apperino can testify to. He has no personal
know edge.

And, it is also outside the scope of
the Touhy letter about who's regul ated under
state boards. That is a DEA authority and not
the FDA's.

MR. EVANS: The definition of, excuse
me, I'll respond to that. The definition of
practitioner is part of the Federal Public
Heal th Service Act, which | would assune was in
t he HHS.

JUDGE JULIUS: So, ny understandi ng of
the question is essentially, when conducting
their review of the studies, et cetera, what did
they interpret healthcare practitioners to
i nclude in maki ng their eval uati on?

MR. EVANS: That's exactly right.
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JUDGE JULIUS: To the extent that is
the question, I wll overrule the objection and
al l ow t hat.

MR. EVANS: \What did they include?
And, was it just narrowed to people that are
regul at ed by boards of nedicine?

W need to know t hat.

THE WTNESS: Yeah. | think that that
woul d be determned in the individual state
progr ans.

State regul ations for their own
prograns woul d probably address who is eligible
to be a healthcare practitioner with the ability
to recommend marijuana to their patients.

| would assune there's variability. |
do not have detailed information on that nyself.

It was not sonething that we were responsible
f or addressi ng.

JUDCGE JULIUS: Just as a rem nder, M.
Evans, | think we're having a little bit of
difficulty at tines hearing you.

| f you could just always nake sure to
speak into the mc.

MR. EVANS.: |'msorry, Your Honor.

JUDCGE JULIUS: It's not your fault.
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think you just are very tall.

MR. EVANS.: |'msorry, Your Honor.

JUDGE JULIUS: This is not a problem
experi ence.

MR. EVANS: Your Honor, one of the
reasons that |'m asking these questions about --

JUDGE JULIUS: Yeah, if you could just
maybe tilt it as close, | don't want to nake you
bend down. | don't want to cause any probl ens.

But, if you could just, yeah, direct it
as best.

MR EVANS: I'mtrying to have sone
fun, Your Honor. |It's very boring being a
| awyer soneti nes.

JUDGE JULIUS: | don't disagree, sir.

MR. EVANS: And, you got to listen to
it all day long. Al right.

JUDGE JULIUS: | think that's better.
Thank you so nmuch, sir, for accommpbdati ng us.

MR. EVANS: Yeah. Yeah. Al right.
So, I triedto, I'lIl tell you what |I'mdriving
at, Your Honor. And, maybe this is out of the
scope.

But, this Court cannot | ook at

anbiguity issues regarding the two-part test.
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It's the law as far as you' re concer ned.

But, there's going to be an appeal in

this case. If we win, they're going to appeal.
If we |lose, we're going to appeal .

The federal court can consider
anbiguities in legislation. They do not have to
consi der that anynore. They don't have to just
| ockstep do what a federal agency says is an
I nterpretation.

So, I"'mtrying to understand again,
they've put this forward, he acted on it, he did
the research. Wat were you | ooking for?

Every practitioner plus people
regul ated by the nmedical board? O, just people
regul at ed by nedi cal boards?

When you went out to practitioners who
said, give us your experience. W want to know
what's going on, who did you | ook at?

Did you talk to social workers? D d
you talk to podiatrists? D d you talk to
veterinarians? Sone states give it to
veterinarians.

When you' re | ooking at the experience,
did you talk to the Anmerican Psychiatric

Associ ation? | nean, the other thing that you
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did not put in the NPRM was anyt hi ng about
psychoses.

We're having a tsunam of cannabis
I nduced psychosis right now showing up in the
ERs. That would go directly to deciding
accepted nedi cal use, because sonething nay have
accepted nedical use, but the risk of it is too
hi gh. Ckay?

So, giving sonebody who's got PTSD, for
exanpl e, can cause themto becone violent. And,
that's not ne saying that, that's the Veterans
Adm ni stration saying that. |'d be happy to
read it to you.

So, I'"'mtrying to understand how
t horough you were, what were you consi dering?
What was the whole field of data and information
that you're | ooking at?

And, did you ever think to talk to
parents who have | ost children and hear from
t hem about the devastating effect this has on
their famlies?

And, | can give you several negative
results fromnedical marijuana. None of these
peopl e were ever approached by the FDA or

anybody el se.
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Ki ds using nedical marijuana, bl ow ng
their brains out, junping off bridges, standing
in front of trains, all --

M5. MAN:  (bj ection.

(Si nmul t aneous speaki ng.)

MR. EVANS: Psychoses could --

M5. MAN. At this juncture --

MR. EVANS: Potentially be known.

M5. MAN. There is no question pending
before the tribunal.

MR, EVANS: Ckay.

JUDGE JULIUS: So, what is your
guesti on?

MR EVANS: So, | want to know, exactly
what you | ooked at?

THE WTNESS: ['msorry. | would ask
you to please, like, back up to the first
gquestion you'd |ike to ask.

BY MR EVANS:

Q GCkay. Ddyoulimt your
practitioner's experience investigations only to
peopl e regul ated by nedi cal boards?

That's pretty clear.

A Yes, it is. There was not a part of

the process that FDA was involved in to | ook at
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the structure of -- the healthcare
practitioner's phrasing that you're referring to
Is part of the explanation of part one of the
two-part tests, which was conducted by anot her
of fice, not FDA

FDA consi dered the clinical studies and
consi dered survey data fromthe states. W did
not | ook at the way each individual state
structured their regulatory program and what
heal t hcare practitioners were permtted to
recomrend use of marijuana nedically.

There was one other point. Sorry,
there was, I, that's all | recall what | was
goi ng to say.

Q Doctor, in doing this research on
peopl e regul ated by nedi cal boards, did you
inquire on the quality of those state prograns
I n maki ng your decision?

A W did not do a review to address the
quality of the state prograns.

Q Ckay.

(Si mul t aneous speaki ng.)

A W actually could --

Q Ddyourely on the quality or did you

j ust assune --
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A Excuse ne, if | can --
Q That they were, did you just assune?
A Now that | --

JUDGE JULIUS: Hold on, sir. Let him
finish his --

MR, EVANS. |'m sorry.

THE WTNESS: ['msorry. | was trying
to back up, because |I do renenber there was sone
consi deration of certain features of the state
program

But, it was, | think, addressed in the
part one neno not by FDA

MR, EVANS: Ckay. | would like to give
you an invitation and the DEA an invitation, we
have a witness comng in that is going to give
you direct evidence about what's really going on
in the states.

And, | can assune --

M5. MAN. (Objection as to this
question. There is no question pending here.

MR, EVANS: Ckay.

JUDGE JULI US: Sust ai ned.

M5. MAN.  Thank you.

MR EVANS: |'mrunning out of tine,

and | appreciate you're a very good w tness and
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you're very courteous to ne and | appreciate it.
You' ve been very professional.

Did you | ook at the, you said that a
| ot of ol der people that are using a lot of this
marijuana, was there any inquiry when you | ooked
at the risk to ol der people to | ooking into how
marijuana negatively interacts with prescription
medi cati ons?

Coul d that have been sonet hi ng that
woul d have affected your risk bal ance
det erm nati on?

THE WTNESS: W did not have a
granularity of data in the kind of information
that we | ooked at. W had survey data where
there woul d not necessarily be a connection of
the individual and their denographics relative
to an adverse event reported.

I n an NDA subm ssion of safety reports
inaclinical trial, you' d be able to identify
an individual patient that reported an adverse
event. W certainly didn't have that |evel of
detail in the studies that were reviewed,
whet her they were the clinical trials, which
al so don't have individual patients accounted

for in their denographics, and the survey data
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al so woul d not make connections |ike that.

So, we could not really | ook at that
I ssue.

MR. EVANS: Ckay. So, again, |, you
know, | raise the issue with, do you feel you
need to do nore work on this?

M5. MAN:  (bj ection.

JUDGE JULIUS: The basis?

M5. MAN: Qutside the bounds of the
Touhy letter.

MR, EVANS: [|'msorry, what did you
say?

M5. MAN: It's outside the bounds of
the Touhy letter.

MR. EVANS: No, |I'masking, he did the
eval uation, the NPRM says they needed nore dat a.

And, I'masking him | think, a very legitimte
question of a Governnent enpl oyee.

Wul d you be willing to accept
addi tional information?

JUDGE JULIUS: Sir, ny reading of the
NPRM is that DEA said that there may be
additional information that woul d be sought, not
FDA.

Am | m sreadi ng the NPRW?
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MR. EVANS: The FDA was the one that
was providing, the role of the FDA, the DEA is
not allowed to question the scientific nedical
thing that comes fromHHS. They're bound by it.

So, anything to do with all this stuff
has got to conme fromthe FDA

JUDGE JULIUS: O, | believe he
testified that DEA reached out and asked for
addi tional anal ysis based on further evidence.

MR. EVANS: W're going to supply it to
them |I'mjust bringing it up here in the hopes
that they' Il do sonething.

M5. MAN. (Objection. This is outside
the scope of this hearing for, and --

MR, EVANs: Ckay.

JUDGE JULIUS: Sustained. Please
proceed, M. Evans.

MR. EVANS: Yeah. You seemto have been
focusing a | ot on when you did your eval uation on
overdoses and the DEA enphasi zed overdoses and
it’s like are there dangers of drug use other than
over doses?

THE W TNESS: Yes.

BY MR EVANS:

Q Gkay. Could, for exanple, use of
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marijuana, although it may be not an overdose,
but could the use of nmarijuana directly or
indirectly result in death?

A  Yes.

Q OCkay. Could it result in psychosis
t hat woul d cause sonebody to kill sonebody el se?

A You're thinking of -- | think you' re
characterizing a psychotic epi sode versus
psychotic disorder, right?

Q Yeah.

A | believe there are cases of people who
have had psychi atric adverse events that have
led to self-harm yeah

Q Ckay. Are you famliar wth the case
of Bryn Spejcher?

A No.

Q She was an audi ol ogi st and ny question
is would you be willing to talk with her? She
was an audi ol ogi st, PhD, | believe, went over to
sonebody’ s house to use a bong. The guy had
souped it up with high potency marijuana. She
went into a psychosis and stabbed hi mover 100
times.

M5. MAN. (bj ection.
MR. EVANS: Killed her dog and stabbed
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herself in the neck when the police arrived.
Wul d you be willing to talk with her to see
what kind of harm marijuana can cause?

M5. MAN:  (Objection, Dr. Chiapperino
has testified he does not know her and counsel
I's uncl ear about how Dr. Chiapperino could talk
to a woman who M. Evans said has di ed.

MR. EVANS: No, she's fully alive.
Part of her probation is to go out and tell
people -- or her parole, to go out and tell
peopl e what happened to her and the constant
problemthat | get from --

M5. MAN. (Objection. There' s no
guestion pending at this juncture.

MR. EVANS: |’ m maki ng an ar gunent
her e.

M5. MAN: And this is not the
appropriate tine to do so.

(Si nmul t aneous speaki ng.)

JUDGE JULI US: Ckay, again, do not
speak to each other. | do tend to agree with
the governnent that this is venturing into
argunent, not responding to objections to
guesti ons asked.

MR, EVANS: Ckay.

Neal R. Gross and Co., Inc.
(202) 234-4433 Washington DC www.nealrgross.com




© 00 N oo o b~ W DN Pk

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

JUDGE JULIUS: You' re asking himif he
would be willing to speak to sonmeone who --

MR. EVANS: To get further data.

JUDGE JULIUS: Wen did this event
all egedly occur? | don’t have anything in
evidence at this point that shows what occurred.

You' re nmaeking this proffer of evidence.
Whet her this woul d have been avail able at the
time he nade the recomrendati on, again, it
doesn’t sound |ike under their rules that they
go out and canvas the nation asking for peoples’

(Si mul t aneous speaki ng.)

MR EVANS: What I'mreally trying to
establish here, Your Honor, is how --

JUDGE JULI US: Experiences and pl ease
do not tal k over ne.

MR EVANS: I'msorry. |I'msorry. |
t hought you were finished.

JUDGE JULIUS: Go ahead.

MR. EVANS: What |I'mtrying to
establish here is the degree of negligence that
this NPRMrepresents and the refusal seens to be
a refusal of the governnent to accept new

evidence. | think that affects the validity of
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this. It affects the credibility of it. If you
make a m stake and you say | don’'t want to hear
anyt hi ng about the m stake | made, that effects
your credibility.
| have yet to hear anybody i ncl udi ng

the DEA that’s supposed to be protecting those
kids, there’s a whole wall down there of kids
that have died. | would just like and the
famlies would just like for themto answer the
gquestion. Are you willing to talk to the
famlies? Get nore information. They' |l tell
you their position on all of this.

JUDGE JULIUS: For the record, |
believe you' re referring to the Faces of
Fentanyl, which is not before this Court or this

reschedul i ng acti on.

MR, EVANS: [|'Il give you the Faces of
Marijuana. | have a whole collection, Your
Honor. | can bring themin.

JUDGE JULIUS: That's your prerogative,

MR. EVANS: Thank you.
JUDGE JULIUS: That's not where we're
at right now.

MR EVANS: | under st and.
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JUDGE JULIUS: And asking --

MR. EVANS: What |I'mtrying to
understand | ooking at the validity of a
gover nnment action, okay, that | have pointed out
several areas where they have been negligent or
refused to | ook at information, that affects the
whol e -- everything they did. GCkay? |If they
make one m stake, fine. Mke two m stakes,
three m stakes, four m stakes, five m stakes, or
they | eave stuff out they refuse to consider,
you have to question whether they did a proper
eval uati on.

My role here today is really just to
poi nt out and via these questions to the good
Doctor, and | don’t blane you. | nean | was a
bureaucrat once, | get it. This is what we're
| ooking at. Did they do this NPRM properly?
Did they look at it properly? D d they consider
things? Have they | aunched the ship that's full
of |leaky holes or a ship that’s going to
wi thstand the storn? Al we want is a ship that
can w thstand the storm

W want the FDA to step in and do
sonet hi ng about this and we’'re very happy that

they’ ve decided to do the research and so forth.
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W want themto do it. W would |ove to have
t he FDA approve cannabi noid drugs. W have no
problemwth it. Nobody is against that. [|'m
personally not against it. |'mresponsible for
t he Anmerican Bar Association being in favor of
nmedi cal nmarij uana.

You put sonething out there, it’s
defective, you should own up to it. You should
admt your m stake and protect the public and
| ook at things properly. Do not be swayed by
public opinion or donations fromthe marijuana
i ndustry. |’ve denponstrated to you several ways
that the public has not been protected by this
and | believe that the Doctor wants to do that.

He wants to do the right thing. |’ m convinced
of it.

| worked with Doug Throcknorton before
he I eft and good man.

JUDGE JULIUS: Al right, sir. |I'm
sorry to cut you off.

MR, EVANS: Ckay.

JUDGE JULIUS: But we are venturing
again into argunent. This is a cross
exam nati on.

MR. EVANS. Right.
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JUDGE JULIUS: | need you to pl ease
limt your coments --

MR. EVANS: Your Honor, | --

JUDGE JULIUS: To what’'s relevant to
t he objections to your questions.

MR. EVANS: M goal in the cross
exam nation was to show where there are defects.
Ckay? | think that | have done that. | could
go on wwth nore. There are nore things that
didn’t happen here, but | think |I’ve raised nore
than a reasonabl e doubt that there i s sonething
here that they need to take a | ook at.

They can’t just say we're going to go

forward with this because the President wants us

to do it.

JUDCGE JULIUS: Again, sir --

MR, EVANS: Ckay.

JUDGE JULIUS: You' re engaging in
argunent. | need you to either ask questions --

MR EVANS: [|I'mclosing. This is ny
cl osi ng statenent.

JUDGE JULIUS: On cross -- yes.

MR, EVANS: Ckay.

JUDGE JULIUS: It’s going to be

avail able to you to wite in the witten
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statenent. |If you have additional questions to
ask on cross exam nation, you are nore than free
to ask them --

MR EVANS: No, | think --

JUDCGE JULIUS: You still have tine.

MR EVANS: | think at this point, |
don’t. Let me just see if -- oh, I do have
anot her couple -- one or two questions. Do you

agree wth this statenent, nedical practitioners
who are not experts in evaluating drugs, are not
qualified to determ ne whether a drug is
generally recogni zed as safe and effective or
neets NDA requirenents? Currently --

M5. MAN:  (bj ection.

MR. EVANS: There is no consensus
concerning the nedical utility of marijuana for
use in treating specific recogni zed di sorders.
To date, the FDA has not approved the marketing
application for cannabis for the treatnent of
any di sease or condition. Do you agree with
t hat ?

M5. MAN: (Objection as to outside the
scope of his testinony.

MR EVANS: No, it isn't. [It's --

JUDCGE JULIUS: Sir, please |let her get
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her objection out.

MR. EVANS: Sorry, okay.

M5. MAN. |t’'s outside the scope of the
Touhy letter, unless that statenent cones from
one of these docunents that Dr. Chiapperino has
testified to, it is outside the scope of the
Touhy letter and he cannot testify to that.

JUDGE JULIUS: Where is that statenent

comng from M. Evans?

MR. EVANS: Fromthe Dr. Akinfiresoye
statenent and it’'s rel evant because they have
chosen to nmake nedical practitioners the people
who deci de whether or not sonething is a
nmedi ci ne or not, whether it has an accepted
medi cal practice. Gkay? This doctor is saying
| ooki ng nedi cal practitioners, the first part of
this two-part thing says hey, we’re going to |et
the doctors tell us, not the FDA, not anybody
el se, we're going to let the practitioners tell
us what goes on.

This point is counter to that, nedical
practitioners who are not experts in eval uating
drugs are not qualified to determne if a drug
I's generally recogni zed as being safe and

effective. So, they are relying on the
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practitioners that was the statenent contrary to
their reliance and I’ m asking himwas the
statenent that | read to you true.

JUDGE JULIUS: Is it true or does --

MR EVANS: It’s true.

JUDCGE JULIUS: He agree with it?

MR. EVANS: Does he agree with it?

JUDGE JULIUS: Those are two different
guesti ons.

MR. EVANS: Do you agree with that
statenent that nedical practitioners are not
qualified, just plain nedical practitioners, not
qualified to decide whether a drug is safe and
effective?

M5. MAN. And the governnent’s
obj ection remains that he's taken that statenent

froma 2025 declaration that has been generated
after his recomendati on was issued and his
testinmony to that woul d be outside the bounds of
his Touhy letter on both fronts; is it true and
does he agree. The sane objection renains.

MR EVANS: If | may respond, Your
Honor ?

JUDCGE JULIUS: (Go ahead.

MR. EVANS: Again, it was not 2025. It
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was Decenber of ‘24, right before we were going
to go trial. That's when we --

JUDGE JULIUS: Either way, it was after
FDA made the recommendation to --

MR. EVANS: Yeah.

JUDGE JULI US: Reschedul e?

MR. EVANS: Yeah.

JUDGE JULIUS: Correct?

MR. EVANS: Yeah. So, if he agreed with
that statement, that would nean that that cuts
to the credibility of the analysis that he did.

| f he agrees that nedical practitioners are not
qualified to decide a drug is safe and effective
on their own, that is a direct contradiction,
cross exam nation of his position that they are.

JUDGE JULIUS: 1'I1 allow himto answer
t he questi on.

MR EVANS: kay.

THE WTNESS: | think that to answer
your question, we should | ook at the full
context of the criteria in the part one neno,
because we’'re tal ki ng about the phrasing of the
criteria of part one that is in the two-part
test. Healthcare practitioners are not deciding

that sonmething is a nedicine. They are working
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wWithin a regulatory systemthat the state set up
because the state decided that marijuana woul d
be accessible as a nedicine.

If the state creates a regul atory
programthat allows access to nmarijuana
nmedi cally and part of their programis to allow
certain healthcare professionals, the state
deci des what the structure of that programis
going to be. |If the state so decides that it's
only doctors that could wite a recommendati on or
It's doctors and nurse practitioners or doctors
and clinical social workers, that is the state’'s
program that is the determnation that marijuana
can be used as a nedicine.

The actual healthcare practitioners
didn’t make the decision, but they are then
eligible to be participants in the systemto
deci de when a patient can get access to
mari j uana.

BY MR EVANS:

Q Doctor, you used a termthat they're
witing prescriptions.

A I'msorry then | msspoke. | should
have sai d recomrendati on.

Q Right, yeah, why aren’t they witing
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prescriptions?

M5. MAN. (Objection, calls for
specul ation. He’'s asking himto specul ate about
why sonebody el se isn’t doi ng sonething and that
is calling for speculation.

JUDGE JULIUS: M. Evans?

MR. EVANS: |’ m asking hima question.

He evaluated this. He seened to know that they
are witing recommendations. Ch, I'Il ask to
rephrase it. Wy did you say that they're
writing recomendati ons?

THE WTNESS: |Is this resolved to
answer ?

JUDGE JULIUS: He' s rephrased the
question, | understand the original phrasing to
be wi t hdrawn.

MR. EVANS: You said that they were not
witing prescriptions, that they were witing
recommendati ons. Wat does that nean, they were
witing recomendati ons?

THE W TNESS: Because prescri bing,
think, requires DEA registration for one. For
two, prescriptions are filled at pharnmaci es and
the state prograns have largely set up a

parall el structure as a dispensary. | don’t
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think any marijuana is being distributed froma
conventional pharmacy. So, | think it would be
I naccurate to call what doctors or healthcare
practitioners do as witing a prescription and
that’s all | could say on that. It goes beyond
nmy expertise beyond that.

BY MR EVANS:

Q Ckay, when the doctor wites a
recomendati on, to your know edge, are they
speci fic about what type of marijuana, the dose,
how many strains, snoking, gummy bears? Do you
know what they’'re doi ng?

A | do not.

Q OCkay. Are you famliar with the term
medi cal marijuana di spensaries?

A  Yes.

Q Ckay. The people that are deciding the
dosage, the type of marijuana, and so forth are
cal l ed budtenders. They' re usually people who
are nmarijuana users --

M5. MAN. (Objection as to the question

MR. EVANS: And they cone in -- I'm
asking if he knows this.

( Si mul t aneous speaki ng.)
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JUDGE JULIUS: Let himget the full
guestion out before we hear the objection.

M5. MAN: Al right.

MR. EVANS: Ckay. Do you know that
that is happening? That nost of the nedical
marij uana, the decisions about this are nade by
budt enders, who have had no nedi cal training.
The recomendati on cones in, give the person
mar i juana and a budtender says well, | think you
ought to try Gorilla Gue here or | think you
ought to try Wacko Lightning. Are you aware --
di d you inquire about that happeni ng?

M5. MAN. (Obj ection assunes facts not
I n evidence.

JUDGE JULIUS: M. Evans --

MR. EVANS: |'mjust asking himif --
| m saying did you ook at that? |’ m saying
that this is sonething that’s goi ng on.

JUDGE JULIUS: Well, sir, again, |
bel i eve your question is very conpl ex and
assunes facts not in evidence about who is
maki ng these determnations. | think if you
want to ask a nore straightforward question that
may be a different story.

MR. EVANS: Ckay. You have relied on
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evi dence frompractitioners, correct?

THE WTNESS: Actually, no, not in part
two of the two-part test. W’ve relied on data
fromclinical trials, sonme survey data. As |
said, we considered the FDA approved drugs, but
| think what you' re tal king about is the dynamc
of a healthcare practitioner witing a
recommendation, what is the form of that
recomrendati on, how specific is it and how does
the patient acquire cannabis.

Al'l of those interactions were not part
of our recomendation. W did not review what |
woul d consi der the broad structure or quality of
each individual state program

BY MR EVANS:

Q Wll, that's interesting to know you
didn't consider the quality of the state
prograns when you made this decision. | hope
that -- would you be interested in getting nore
i nformati on on what’'s actually going on in the
states?

M5. MAN. (Objection as to --

MR. EVANS: Wbul d that hel p you neking
future eval uations?

M5. MAN.  (bj ection.
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JUDGE JULIUS: Basis?

M5. MAN:. Qutside the scope of the
Touhy and calls for specul ation.

MR. EVANS: No, it’'s about his
evaluation. |I'mlooking at the data, the
research that he did, how thorough it was and in
deciding this issue that’'s directly related to
t he damage and the harmthat’s being caused by
peopl e wi t hout any nedi cal training, dispensing
marijuana. That's part of the harm

We tal k about the issue that you' re
supposed to be involved in which was
di stribution issues. |[|s marijuana being
illegally distributed? Al nost every marijuana
di spensary does it that way and they don’t have
doctors, they don’'t have pharmaci sts naki ng
decisions. |’m asking you were you aware of
t hat when you made these eval uations?

JUDGE JULIUS: So, sir, I’mgoing to
ask you again, when there’'s an objection and
you' re responding to the objection, please do
not ask additional questions --

MR. EVANS: Ch, |I'msorry.

JUDGE JULIUS: To the witness.

MR, EVANS: Ckay.
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JUDGE JULIUS: | need you to address
the basis of the objection --

MR, EVANS: Ckay, sorry.

JUDGE JULIUS: So that we can resolve

MR, EVANS: Ckay, would you repeat the
obj ection, please?

M5. MAN: It was whether or not -- the
guestion was whet her or not you would be willing
to consider outside information to go to your
recomendati on and the objection to that
question was it is outside the scope of his
Touhy letter. He cannot testify to anything
that is outside of after he finished making his
recommendation in 2023. So, any questions about
whet her or Dr. Chiapperino would be willing to
consi der additional information is outside the
bounds of the Touhy letter.

MR, EVANS: She got ny question w ong.

| asked did he consider this in doing his
eval uations. The evaluation he’s tal king about,
2024, did he consider what’'s actual ly happeni ng
and the harmthat’ s being caused by these
di spensaries. D d you consider that?

THE W TNESS: | can answer t hat
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guestion by pointing out that we | ooked at
adverse events reported fromthe use, so to the
extent that data was avail abl e about what
patient experiences were, and the data that were
avai |l abl e did not suggest serious adverse
events. That’'s what we revi ened.

BY MR EVANS:

Q Ckay, so that neans that you did not
| ook at budtenders because everything seened to
be going okay. |Is that right?

A The five elenents that we included did
not include reviewng the quality of state
regul atory prograns including how each of them
are desi gned.

Q Well, again, you know, |I’mfinished
with ny rather contentious cross exam nation. |
apol ogi ze to the Court if | was rude in any way.

| have a great deal of passion about this. |
interacted with so many parents, it drives ne
crazy what’'s going on. | think that it would be
appropriate for the Court just based on this
testinony to refer this back to the DEA and say,
guys, take another look at this. This is
faulty. You have no idea what’s going on the

state level and you need to investigate that.
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We’ ve been trying for years to get the

DEA, FDA to take a |l ook at what’s going on. It
IS outrageous what's going on. | did ny own
I nvestigation. | was treated for a spinal cord
injury and | had cancer and | went into a pot
doctor in Plattsburgh, New York. | had ny
medi cal records with ne and he wal ked i n and
said, okay, we’'re going to give you your nedi cal
card today.

JUDCGE JULIUS: So, sir --

MR, EVANS: Ckay.

JUDGE JULIUS: | see that your tine has
expired. | also believe that you were begi nning
to testify on your own behal f --

MR. EVANS: | have --

JUDGE JULIUS: On your own personal
experience. | very nuch appreciate that you
have very strong feelings about this.

VR. EVANS: Your Honor --

JUDGE JULIUS: | absolutely appreciate
the advocacy. | did not detect or perceive any
rudeness what soever. | understand where you're

comng fromand I thank you for cross
exam nation, sir.

MR. EVANS: Your Honor, | have al ways
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| ooked upon litigation as an opportunity to
educate people and I'd be happy to talk to any
of you if you're interested in any of the
information | have to share with you. So far,
nobody’ s been i nterested.

JUDCGE JULIUS: Thank you very nuch,
sir. Let’s go ahead and take our break now, if
that’s okay with Tennessee Bureau of
| nvesti gati ons. W'l take a 15-m nute break.

Let’s cone back at 3:05. We'Il be in recess.

(Wher eupon, the above-entitled matter
went off the record at 2:50 p.m and resuned at
3:08 p.m)

JUDGE JULIUS: Al right, so next up,
we have cross exam nation by Tennessee Bureau of
| nvestigations. One nonent, please, while | get
| ogged back i n.

Just for all counsels’ awareness, |
acknow edge that we said that tine spent
addr essi ng objections woul d not count agai nst
your time, but | would please ask that argunents
with regard to objections, responses to
obj ections remain as conci se as possi bl e and not
use those as an opportunity to enter full bl own

argunent. Those should be reserved for the
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closing statenents that wll be allowed after
the end of the hearing. GCkay? | just want to
make sure that we remain on schedule as nmuch as
we can. Bear wth nme one nonent.

M. Smth, whenever you re ready, sir.

CROSS EXAM NATI ON

MR. SM TH. Thank you, Your Honor. M.
Chi apperi no, good afternoon. M nane is Reed
Smith and | represent the Tennessee Bureau of
| nvestigation in this matter.

You' re testifying about HHS s
recommendation that marijuana be noved to
Schedule 11l of the Controlled Substances Act.
| s that correct?

THE W TNESS. Yes.

BY VR SM TH.

Q |Is the basis for that recommendati on
found in ALJ Exhibit 1?

A  The HHS eval uati on docunents, yes. |
don’t have that in front of ne anynore.

Q Yeah, Your Honor, I'd like to present
the witness with ALJ Exhibit 1

JUDGE JULIUS: You nmay do so. M.
Phillips, if you could provide that to him

THE WTNESS: Do you want ne to give
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t hese back or yes?

JUDGE JULIUS: If you could. W’re
just, for the record, we’re going to clear the
table in front of the wtness, except for what’s
been entered into the record as ALJ 1. o
ahead, sir.

MR. SM TH. Thank you, Your Honor. Did
HHS di sclose its entire basis for recommendi ng
that marijuana be rescheduled to Schedule I11l in
ALJ Exhibit 17

THE WTNESS: Can you descri be what you
nmean by the entire basis? | nmean this is the
conpl ete 8-factor evaluation and the part two
nmeno, it’s a supporting docunent, but it would
fit wthin factor 3, currently accepted nedi cal
use i s just an expanded section of factor 3
essentially, but that is the whole basis for the
recomendat i on.

BY VR SM TH:

Q Ckay. Are there any basis for HHS
recommendation that are not disclosed in ALJ
Exhi bit 17

A Again, |I'’mnot sure what you nean by
that. Oher source docunents or things that

function as citations or?
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Q Well, when | say disclose, | nean if
HHS was relying on a docunent, that docunent is
di sclosed in ALJ Exhibit 1, correct?

A Al of the citations are |listed for
what we’'re relying on. Sone may not be publicly
avai |l abl e.

Q HHS didn’t conceal any basis for its --

A  No.

Q Recommendati on?

A No.

Q Ckay. When you were testifying
earlier, you testified that al cohol was
considered as a part of the HHS analysis. |Is
that correct?

A Correct.

Q You testified that the reason al cohol
was i ncluded was because marijuana is legal in
many states and al cohol provided useful context
for marijuana as opposed to ot her substances
that are not legally available in the states?

A That’'s a paraphrase, but yes, it
captures ny point, yes.

Q You can turn with ne to page -- well,
maybe you can answer this wthout turning to it.

When HHS consi dered the diversion of marijuana
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under factor 1, did it consider state |licensed
mari j uana?

A Ckay, so under factor 1B, | think
you' re referring to --

Q It’s on page 8 of Exhibit 1.

A Thank you. Yes, we did not have data
related to state dispensaries and if those may
be experiencing diversion, we considered
di version fromlegitimte sources under federal
law. Legitimate activities related to marijuana
under federal |aw are manufacturing to support
research, to make sure there are adequate
supplies for research and the conduct of non-
clinical and clinical studies with marijuana
whi ch woul d be under DEA's regul ated system and
any diversion from supplying those studies or
fromthe studi es being conducted, if any
supplies are diverted. W had no evidence of
di version to speak of.

Q D d you have evidence that marijuana
was not being diverted fromstate-Ilicensed
di spensaries or growers?

A | do not recall what data may have been
avai |l able for that issue. | don’t think we

di scussed in our docunents diversion fromstate
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entities wth marijuana prograns.

Q So, nothing in this docunent would
speak to diversion fromstate-licensed marijuana
prograns?

A | think that’s correct.

Q Did FDA consider any connections
bet ween violent crinme and marijuana when it was
performng the 8-factor anal ysis?

A Violent crines related to trafficking?

Violent crines related to peopl e using
mar i j uana?

Q ©Ddit consider any connection
what soever between violent crinmes and narijuana
when it was performng its anal ysis?

A No, we generally focus on scientific and
nmedi cal considerations, help health outcones from
peopl e using marijuana and nedi cal use of
marijuana and try to form an assessnent of
marijuana’'s safety profile or |ack thereof.

Q But marijuana-related crinme could be a
public safety issue, correct?

A  Yes.

Q Looking at page 1 of ALJ Exhibit 1, it
says that the recommendation that marijuana be

controlled in Schedule Il of the Controll ed
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Subst ances Act refers to botanical cannabi s,
cannabis sativa L., that is within the

definition of marijuana or marijuana dependi ng

on if you spell it with an Hor a J in the
Control | ed Subst ances Act. |s that correct?
A Correct.

Q And this was a recommendation from
August 29t h, 20237

A Yes.

Q And so it would be based on the
definition of marijuana in the Controll ed
Subst ances Act as of that date?

A  Yes.

Q And this is the definition that HHS
relied on when it eval uated marijuana under the
8-factor anal ysis?

A  Yes.

Q And this is the definition that HHS
relied on when it recommended that marijuana be
reschedul ed to Schedule I117?

A  Yes.

Q And it’'s the basis for the 3-factor
anal ysis on page 62 that was the definition used?

A Yes, the 3 findings that we nmake based

on the 8 factors, yes.
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Q Thank you. On page 1, it indicates
that the definition is based on cannabis sativa,
correct?

A  Yes.

Q If we turn to page 18 of ALJ Exhibit 1.

A |I'’mthere.

JUDGE JULIUS: |'msorry, Counsel, what
page did you say?

MR SM TH  Page 18, Your Honor.

JUDGE JULIUS: Thank you, Counsel.

MR SMTH  Are we there?

THE W TNESS:. Yes.

BY VMR SM TH.

Q Page 18 indicates that -- may | just
call it cannabis?
A | think so.

Q Ckay. Page 18 indicates that cannabis
is a highly pol ynorphic species, correct?

A Yes.

Q And that neans it can have w dely
varyi ng conposition and chem cal conponents?

A Yes, we’'ve noted in the docunent the
exi stence of many different chenobvars with
different profiles.

Q And one of those cannabinoids is delta-
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8-THC. |s that correct?

A Yes, it is.

Q D d HHS anal yze the psychoacti ve
effects of delta-8-THC as a part of the anal ysis

it perfornmed in Exhibit 17?

A W are aware of delta-8 as being a
cannabi noid receptor type 1 agonist. W did not
describe delta-8 in this evaluation. It is a
much | ess abundant isonmer of THC, but we are
aware it’s a CBl agoni st.

Q D d HHS consider any concentrates of
delta-8 as a part of its analysis?

A Not specifically. | think that if
there were harnful outcones fromuse of a delta-
8 concentrate, those m ght be showing up in the
sane databases as it may be confused for a
delta-9 product, but we may not know that.

Q HHS specifically focused on delta-9 as
a part of those analyses. |Is that correct?

A We focused on marijuana products that
have delta-9 in themat a |level that would nake
it marijuana and not henp. W acknow edge
there’s a profile of cannabinoids in the plant
that would also be in a marijuana natural

botanical form The focus on delta-9 is due to
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its far greater abundance and it’'s nost |ikely
bei ng determ native of the effects of the user
unl ess the product was nmani pul ated in sone way
to have less delta-9 and nore of sonething el se
whi ch m ght be nore the henp donain.

Q Ckay, did HHS anal yze whet her any
groups were nodi fying cannabis to create high
potency delta-8 strains?

A W did not wite about it in this
docunent. We’'ve nmade statenents in the docunent
I n the background section to acknow edge the
exi stence of henp products and the fact that
there are products that m ght be excluded from
the definition of marijuana based on the henp
definition; but that may al so be | eading to drug
effects that would find its way into the
epi dem ol ogi cal data as a health interventions.

Q Does anything in this analysis deny the
exi stence of high potency delta-8 products?

A No, we don’t have any statenents in the
docunent specific to delta-8.

Q D d you analyze the possibility of
delta-8 hi gh potency products?

A W did not, not for this eval uation.

Q On page 19 of Exhibit 1, HHS found that
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marijuana plants are heterogenous in nature and
contain a conplex chemcal profile. |Is that
correct?

A  Yes.

Q And then it determ nes that the
potential for high variability of marijuana and
mar i j uana derived products both in product
conposition and in purity profile are major
considerations for the potential variability of
drug effects and safety. |s that correct?

A | wuld have to scroll this for a
mnute, if you'll give ne a mnute. Yes, that
is toward the bottomof the page. | don’t know
if you read it explicitly, but it sounds |ike
what we wrote near the bottom of page 19.

Q Wen it says the potential for high
variability of marijuana, marijuana i s not
merely hypothetically highly variable. |s that
correct?

A No, it is known to be vari abl e.

Q kay, so there are real world exanpl es

of high variability of marijuana?

A  Yes.
Q And of cannabi s?
A  Yes.
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Q If we turn to page 21, towards the
m ddl e of the page, it would be the | ast
par agraph, over human pharmacoki netics. It says
marijuana is not a single chemcal wth a
consi stent and reproduci ble chem cal profile or
predi ct abl e and consistent clinical effects. |Is
that correct?

A Correct.

Q Has HHS recogni zed a CAMJ, or commonly
accepted nedi cal use, for any other products
that it determ ned had a high variability in
bot h product conposition and inpurity profile?

A W have not nmde a finding of CAMJ for
any ot her substance except narijuana.

Q Has HHS found a CAMJ for any substance
t hat does not have a consistent and reproducible
chem cal profile other than marijuana?

A Qutside the context or drug scheduling,
there are, | think, two FDA approved bot ani cal
drugs. Those woul d be sonewhat variabl e, but
there drug control specifications to keep the
paraneters appropriate to be reproduci bl e enough
to rely upon for the safety and efficacy.

Q Does this analysis contain simlar

paraneters for nmarijuana?

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

213

A  The considerations for CAMJ do not
consider the variability of cannabis avail able
I n medical marijuana dispensaries. W consider
that part of the regulatory programstructure in
what they permt or how they permt healthcare
practitioners to recommend use of marijuana.

Q Does anything in your recommendation to
reschedul e marijuana to Schedule Ill limt the
recomendation to state-licensed narijuana?

A No, the recommendation for Schedule II
creates a schedul e change under federal |aw. W
thi nk that the recommendati on enabl ed the
transfer to Schedule |1l because it net
criteria, but the actual existence of the state
prograns and how they’'re regul ated, are not
FDA' s purview as to how the individual states
are running state nedi cal marijuana prograns.

Q I'mnot sure that that was responsive
to nmy question.

A Can you repeat the question?

Q Yes, does anything in this analysis
that recomends marijuana be rescheduled to
Schedul e Il'l under the Controlled Substances Act
limt that recommendation to state-licensed

mari j uana?
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A No.

Q Does HHS consider every substance that
meets the definition of marijuana used in
Exhibit 1 as having a commonly accepted nedi cal
use?

A Qur evaluation is for marijuana as a
category. W did not nake individual findings
for individual types of marijuana products.

Q So, is it fair to say that that answer

IS a no?
A Yes.
Q I'dlike to return to ALJ Exhibit 1, if

we turn to page 2.

A I'’mthere.

Q Towards the mddle of the page, it
di scusses an anal ysis that HHS perforned
regardi ng the scheduling of marijuana in 2015.
| s that correct?

A Yes.

Q HHS s recommendation at the tinme was
that marijuana should not be reschedul ed,
correct?

A Correct.

Q Then it goes on to say, an inportant

di fference between the anal ysis that HHS
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performed in 2015 and the one that HHS perf orned
in ALJ Exhibit 1 is that Congress anended the
definition of marijuana in the Controll ed
Substances Act in 2018. |Is that correct?

A That’s correct.

Q Wen Congress anended the definition of
mar i j uana under the Controll ed Substances Act,
did it botanically change cannabis sativa in any
way ?

A No.

Q Reading on further on page 2, it says
the reason that there was an inportant
di fference was that when Congress anended the
definition of marijuana, it narrowed the scope
of what is considered nmarijuana under the
Control | ed Substances Act by renoving henp and
chem cal derivatives of henp as di scussed bel ow

| s that correct?

A Yes.

Q Wuld delta-8 be considered henp under
the definition of marijuana?

A That is a conplex finding that | think
It addressed in DEA s 2020 Federal Regi ster
Notice i nplenenting henp. |If there was a delta-

8 product that was botanically derived and not
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synthetically derived and contai ned | ess than
0.3 percent THC, delta-9-THC, | don’t know t hat
anyone has confirnmed legally that that is henp,
but that is probably the issue that you' re
trying to identify. | can’t speak to that
because | don’'t have |egal authority to make
that determnation, but | think that’s the issue
that you are getting at.

Q Under the definition of that HHS was
working with in ALJ Exhibit 1 --

A  Yep.

Q A product that was 0.3 percent or |ess
THC delta-9 by dry weight, but say for exanple,
30 percent delta-8 by dry weight, would be
consi dered henp. |Is that correct?

A A naturally derived product |ike that
woul d not exist so | suppose if soneone coul d
convince a judge that that product is naturally
derived, they mght get a finding that it is
henmp. | would say it is nost |ikely enhanced
with a synthetic preparation of delta-8 to
obtain that kind of differential concentration
relative to delta-9-THC

Q Is there any analysis that woul d

preclude that possibility perfornmed in ALJ
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Exhi bit 17

A No, we did not get into the
conplexities of delta-8 in this eval uati on which
was of natural botanical marijuana.

Q Is the definition of marijuana under
the Controll ed Substances Act limted to natural
bot ani cal marijuana?

A It’s the plant cannabis sativa. |
think there’s always been anbi guity about the
word derivatives that are part of the
definition, but I don’'t have an answer for you
as to how that is resolved | egally.

Q If you wll turn with ne to page 20 of
ALJ Exhibit 1.

A I’mthere.

Q At the bottomof the page, it says

mari juana or derived products can generally be

categori zed as one of four types -- flowers,
concentrates, edibles and topicals. |Is that
correct?

A Yes.

Q Are concentrates botanical marijuana?
A  Yeah, | believe so.
Q So, a hash or rosin via vaping is just

sinply dried cannabis sativa | eaves?
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A | believe those products are obtai ned
by extracting fromthe cannabis plant and then
concentrating that extract down to a residue
t hat woul d becone firmand that woul d be
hashi sh, so | believe that’s botanical as |ong
as all unnatural solvents are renoved, but yeah

Q kay, so it doesn't matter what potency
I's used you' re saying as |long as chem cal
sol vents are not used?

A |I'’msaying ny know edge of how hashi sh
Is produced is that it is still considered a
botani cally derived product, but I don’t
actually know that for certain. |’ mnot that
famliar with all of the manufacturing steps
| eadi ng to hashi sh.

Q Wat about vape oils? Are vape oils
consi dered bot ani cal marijuana?

A No, | don’'t think so.

Q Wuld they neet the definition as
derivatives of marijuana?

A Well, when you say vape oils, |I'm
sorry, | may have m sunderstood you. Did you
mean the solvent that is used to make it into a
vape or did you nean the entire |like marijuana

in a vape oil product?
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Q I nmean the THC i nfused vape oils.

A If the THC is a botanical product, |
believe it would be a marijuana product.

Q D d HHS do any anal ysis of potency of
THC- i nfused vape products as a part of this
anal ysi s?

A W focused on potency of plant
material, not vape oils. | don't think we did a
detailed analysis in our chem stry section of
all the types of marijuana products incl uding
vape oils.

Q D dHHS do an analysis at all as to the
health effects of THC-i nfused vape oils?

A No, not distinct from our general
eval uation, not as special consideration if
that’s what you’' re asking.

Q D d HHS do any analysis as to the use
of THC vapes or vapi ng cannabis as it’s
sonetinmes referred to?

A | think there were sone survey data
t hat descri bed products people use and | believe
vapes are anong the products people use, so to
the extent that those surveys coll ected safety-
rel ated adverse events, that m ght provide

I nformati on about vapes, but we did not have the
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data in a granular way to know which events were
produced by whi ch dosage forns.

Q The nethod of adm nistration can be
I nportant, correct?

A D d you say can or can’'t?

Q It can.

A It can be inportant, yes.

Q And the definition of cannabis that’s
on page 1, it’s inportant to know what the
definition is, correct?

A  Yes.

Q Was one of the reasons that HHS
consi dered the change in | aw an i nportant
difference, is it because it defined narijuana
by delta-9 and so therefore elim nated
consi deration of other THC conponents?

A Not quite. | think the concern that
made us want to highlight the henp provisions
from 2018 was the fact that it created what we
now see as a cannabis marketplace that is quite
large. It is also sonetines a delivery system
for cannabi noids that are CBl agonists |ike
del ta-9-THC and delta-8, so the contribution of
t hose products that are not actually marijuana

by the legal definition nay be feeding into sone
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of the sane epidem ol ogi cal databases in terns
of health interventions.

Q But for purposes of your definition of
mar i j uana, you excluded henp for this analysis,
correct?

A W did to the greatest extent possible,
but we acknow edge that sonme henp products may
be represented anong the events that we’'re
l unping in as marijuana, because we can’'t know
what people are using. But if a person reported
usi ng a cannabi s product and they presented with
the effects of a marijuana product, it was
probably considered a marijuana product.

Q If HHS were using a different
definition of marijuana that could inpact its
anal ysis, correct?

A | cannot give you an answer to that. |
don’t know what different definition we m ght
use. We were asked to evaluate marijuana so
don’t know what other definition we would use.

Q Wll, let’s say for exanple the 2015
definition of marijuana. The definition that
was used when HHS perforned that analysis in
2015.

A  Yeah.
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Q That could reach different results,
correct?

A That’s specul ati ve because we don’t
know what the universe of all cannabis users
| ooks |Iike and wi thout the 2018 | egislation and
the henp-related cannabis narket. | can’t
answer what the world would like today if there
was no change in the marijuana definition.

Q Has HHS taken the position that
marijuana, as defined in 2015, should be noved
to Schedule I'117?

A |I’msorry, can you repeat that?

Q Has HHS taken the position that
mari juana, as defined in the 2015 version of the
Control |l ed Substances Act, should be noved to
Schedule 1117?

M5. MAN: (Objection, outside the scope
of the Touhy letter. The 2015 HHS
recommendation is not on Dr. Chiapperino’ s |ist
of approved topics for testinony.

MR SMTH It’s certainly sonething
that he can consider. Your Honor, it’s
sonet hing that HHS coul d consider as to what
t hey anal yzed and he can say whether or not they

can rul e out the 2015 definition or not.
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MR. McNICHOLS: Your Honor, can | be
heard on this?

JUDGE JULIUS: Yes, if you could just
agai n note your nanme and party you represent.

MR. McNI CHOLS: Yeah, John McN chol s on
behal f of Smart Approaches to Marijuana. |
i ntervene only because | mght ask sone simlar
gquestions of the doctor al so.

Just to reiterate this issue, the 2015
HHS recommendation i s di scussed by Dr.

Chi apperino on page 1 of ALJ 1. It’s also

di scussed on page 2 of ALJ Exhibit 1. There's
been sone testinony already as well in this case
about the differences between the 5-factor

anal ysis and the 2-factor analysis that were
elicited by the governnent’s counsel. Cdearly,
it’s fair ganme at this point because |'’m sure
that Ms. Man did not ask any questions that
woul d exceed t he scope.

JUDGE JULIUS: Understood. | wll
allow the question to the extent that it is
about how the 2015 definition and the reference
to that influenced or was eval uated as part of
the 2023 recommendation. So, with that caveat,

overruled and 1’'l1 allow the questi on.
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MR SM TH. Has HHS taken the position
that marijuana, as defined in 2015, should be
moved to Schedule I'll in this analysis?

THE WTNESS: This neaning the 20237

BY MR SM TH.

Q That’'s correct.

A I'msorry, I'’mjust really not
under st andi ng the question. So, the 2015
definition is different fromthe definition at
the tine we did the 2023, so our recommendati on
for Schedule Il in 2023 uses the definition
that was relevant in 2023. Wat are you asking
about the 20157

Q I'"masking does this analysis
denonstrate whether the marijuana as defined in
2015 should be noved to Schedule Il of the
Control | ed Substances Act?

A | think that the present definition of
marijuana in our findings for placing it in
Schedule Il is essentially judging marijuana
with significant anmounts of THC, so | do think
it is adfferent finding for a simlar
subst ance as 2015.

Q But it is adifferent finding, correct?

A What’' s that?
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It is a --

Yes.

O >» O

Different finding, correct?

A Yes. Yeah, we recommended Schedule I
in 2023, HHS recomended Schedule | in 2015.

Q And if the definition of henp were to
change to be nore narrow and therefore marijuana
woul d i nclude nore substances, that could al so
require an addition analysis, correct?

M5. MAN: (bjection, calls for
specul ati on.

JUDCGE JULIUS: Sir, do you have a
response to the objection?

MR SM TH. The objection is again --
| " m aski ng himhow they perforned the anal ysis
and part of it is the definition. So, | think
it’s fair to ask, what are they including in the
2023 anal ysis and what are they not including in
t he 2023 anal ysi s.

JUDGE JULIUS: Wwell, the way |
under st ood your question was whether if the
definition of henp were altered in the future,

i f that woul d change the recommendati on fromthe
2023 letter.

( Si mul t aneous speaki ng.)
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MR SMTH Right and | --

JUDGE JULIUS: Did | msunderstand?

MR SMTH | think that’s inportant
because again, |I'mjust trying to establish,
Your Honor, because as the Court may wel |l know,
the definition of henp is actually scheduled to
change in Novenber of this year. So, |’mjust
trying to establish what HHS i s clai m ng that
this recomendati on covers.

JUDCGE JULIUS: |1'mgoing to sustain the
objection. | think it is speculative and it
doesn’t informwhat was used at the tinme of the
2023 recommendat i on.

MR SM TH  Ckay, thank you, Your
Honor .

JUDCGE JULIUS: Thank you.

MR SMTH D d HHS consider when it
made its recommendati on marijuana that woul d
I ncl ude substances that had |l ess than 0.3
percent THC 9, but greater than 0.3 percent
total THC?

THE WTNESS: Again, we tried to
exclude the category henp, so what you j ust
described is a little bit different from what

the definition of henp was at the tine. |
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realize if there are changes to henp, including
total THC, | think that it’s hard to know
because | know that the henp market continues to
grow. | don’t know how that affects cannabis
users overall in terns of the proportion of them
using a product still within the definition of
marijuana and sone within the definition of
henp, whether it’s the one from 2022 or the one
fromthe new | egislation.

| think our evaluation would consider
the epidemological data that's still show ng
up, that is probably going to be influenced by
t he cannabi noids in the cannabis plant whether
it is nostly delta-9 or delta-9 and delta-8 or
what ever they were using that led to a health
intervention that we woul d be eval uati ng.

BY MR SM TH.

Q But that change in definition could
have resulted the inpact of this analysis,
correct?

A That | don’t know, that’s specul ati ve.

Q You don’'t know one way or the other,
correct?

A Correct?

M5. MAN.  (bj ection asked and answer ed.
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JUDGE JULI US: Overrul ed.

Ms—MAN MR. SMITH: Wt hdrawn.

JUDGE JULIUS: Thank you.

MR SMTH Wth that, | have no
further questions, Your Honor.

JUDCGE JULIUS: Thank you very nuch,
Counsel . Ckay, next on the schedul e, we have
opportunity for cross exam nation by DU D Victim
Voi ces. Rem nd ne of your nane again, sir?

MR, KENNEALLY: O course, Judge. For
the record, first nane Patrick, |ast name
Kenneal ly, K-E-N-NE-A-L-L-Y.

JUDGE JULI US: Thank you very nuch,
sir. Feel free to conduct your cross
exam nati on whenever you’re ready.

CRCSS EXAM NATI ON

MR, KENNEALLY: Ckay, appreciate it.
Good afternoon, Doctor.

THE W TNESS: Good afternoon.

BY MR KENNEALLY:

Q Doctor, nmy nanme is Pat Kenneally, |
represent DU D VictimVoices. |If | ask you a
guestion and you don’t understand it, please
feel free to ask ne to rephrase it. |If | ask a

guestion that you can’t hear, please |et ne know
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and I'Il repeat it, okay?

A Yes.

Q Ckay. Som this is FDA' s
recommendati on that cannabis shoul d be
rescheduled. |Is that correct?

A Correct.

Q Al right and just so |I’'mcl ear
especially with regard to the Touhy letter,
you' re reconmendi ng that cannabis be reschedul ed
in 2026, not recommending that it be reschedul ed

in 2023, correct?

A Wll, the recommendation is for
marijuana, | think cannabis is a broader term

Q Il rephrase.

A kay.

Q Your recomrendi ng that marijuana be
reschedul ed in 2026 as opposed to 2023. |Is that
correct?

A W nmade our recommendation in 2023,
sonetimes these processes take a long tine to
pl ay out.

Q Do you still recomend that cannabis be
reschedul ed?

A Yes, the recommendation is still in

ef f ect.
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Q Ckay, so then ny question, you're

recomrendi ng that cannabis be reschedul ed in

2026. |Is that answer to that question yes?
A Marijuana, yes.
Q Marijuana, excuse ne.
A  Yeah.
Q Is the answer yes?
A  Yes.
Q I want to pick up on sonething that M.

Evans had started on, but you didn't answer.

M . Evans asked, as part of your 8-part

anal ysis, he asked whether or not you’ ve

spoken, as part of that analysis in 2023, to one
or nore parents whose children had suffered from
psychosis as a result of cannabis use.

A No.

Q D d you do that?

A No, we did not.

Q Ckay. As part of your analysis in
2023, did you speak to a single parent or famly
menber of sonebody who commtted suicide as a
result of their cannabis use?

A No, we did not.

Q OCkay. D d you speak to a single famly

nmenber of sonebody who died or was injured in a
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car crash where the other driver was under the
I nfl uence of cannabi s?

A No, we did not.

Q Do you have Exhibit 1 in front of you,
ALJ Exhibit 17

A  Yes.

Q Al right. Now, you had nentioned that
when you were conducting the analysis you had
limted resources in 2023. |s that correct?

A W considered our resources and nade
sure we had enough to cover the eval uation.

Q Ckay.

A  Yes.

Q So, is there anything that you wanted
to evaluate that you weren’t able to eval uate?

A | feel that we did a conprehensive job,
SO0 the answer is no.

Q GCkay. D d you evaluate, did you
conpare marijuana use and its danger to the
public health as well as individual health to
every single Schedule |I drug?

A No, we did not.

Q Gkay. That woul d have been rel evant,
correct?

A It is very typical to only include a
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few conpar abl es --

Q That wasn’'t ny question. M question
was, conparing marijuana to all other Schedul e |
drugs woul d have been relevant. |[Is that
correct?

A  No, | think that the use of the
Schedule I, there are a | ot of substances |isted
in Schedule I. There are not health agencies
equi pped wth testing standards for all of
those. W would get a | ot of confounded data to
say that we’'re looking at, | don’t know, 90
subst ances and reporting statistics when only a
dozen of them are part of testing standards.

Q So, you're saying that it wouldn't have
been hel pful because you woul dn’t have had the
dat a?

A W wouldn’t have had the data. It would
have been a very uaweildly unwieldy review to try

t o conduct.

Q If you had the data, would it have been
rel evant ?
A It wouldn’t have been irrel evant. | t

woul d have been useful.
Q Ckay, soif it’s not irrelevant, then

it’s relevant, correct?
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A  Yes.

Q Gkay. Thank you. Al right, so you
set out to nmake these three findings, correct?

A Yes.

Q Al right and your findings are only as
good as the data that you use, correct?

A  Yes.

Q Al right and so we're trying to figure
out whet her or not we have the data here today
to make a finding that in 2026, we shoul d
reschedule marijuana froma l toa lll. Is that
correct?

A  Yes.

Q GCkay and we want to be relying when we
make that decision on the nost reliable data.
Wul d you agree with that?

A  Yes.

Q Ckay and we would want to nmake t hat
finding based on the nost recent data. Wuld
you agree with that?

A | think 2023 is actually fairly recent
data in the larger schene of things.

Q well, if you look at factor 1 and you
| ook at the NSDUH survey data, that only goes to

2019, correct?
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A VWiich survey? |'msorry, which?

Q o to page 6.

A  Yeah. kay.

Q Al right, I"’mon page 6 of ALJ Exhibit
1 and I’'mat the very bottom This describes
factor 1. |Is that correct?

A  Yes.

Q Al right and there’s the first factor
under factor 1 that you' re supposed to consider
at the bottomof the page. It’'s narked
subsection A and it says, there’'s evidence that
i ndi vidual s are taking the substance in an
anmount sufficient to create a hazard to their
health or to the health and safety of other
i ndi viduals or the comunity.

It goes on to state, evidence shows
that sone individuals are taking marijuana in
anmounts sufficient to create a hazard to their

health and to the safety of other individuals

and the comunity. |'mturning to page 7,
Doct or .
A  Yes.

Q However, evidence also exists show ng
that the vast majority of individuals who use

marijuana are doing so in a manner that does not
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| ead t o dangerous outcones to thensel ves or
others. Al right, that NsDUH data the nost
recent year that that data was col |l ected was

2019, correct?

A NSDUH, -S-D- U H?

Q Yes.

A |Is that what you said?

Q Yes.

A Yes.

Q Okay. So, 2016, HHS makes the finding
A I'msorry, | would like to refer to

some of the tables of NSDUH data or sone of the
descri ptions because | think 2019, there was a
break in trends due to COVID, but | do believe
it resuned and reported sone results up to 2021

Q Ckay and where is that in Exhibit 1?

A | would have to | ook, give ne a mnute.

Q I'mgoing to withdraw the questi on.
|"mgoing to refer you to page 7 of Exhibit 1.

A  kay.

Q This is the second full paragraph and
it says, to provide context, from 2015 to 2019,
t he preval ence of past year use of alcohol was 5

to 6 times greater than the past year of non-
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nmedi cal use of marijuana. In contrast, the
preval ence of past year non-nedi cal use of
heroi n, cocai ne, oxycodone, hydrocodone,

t ramadol , benzodi azepi nes and zol pidemwas 4 to
5 tinmes less than that for marijuana.

When we’re tal king about those
statistics with regard to past year use, this is
bet ween the years 2015 and 2019, correct?

A Correct.

Q GCkay. Now, in 2016, HHS made a
recommendati on not to reschedul e cannabi s,
correct?

A  Yes.

Q Ckay and they nmade that decision based
on the information that they had in 2016.

A Actually, the review was conpleted in
2015, which suggests that the databases used
probably had a data | ock around 2014, but yes.

Q Ckay, so around 2014-2015 is when they
used that information?

A Yes.

Q Gkay, so now we’'re in 2026, right?

A Uh- huh

Q And in 2023, only 8 years later, that

anal ysis conpletely flipped, where nowit’s
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bei ng reschedul ed based on new i nformati on that
we have by 20237

A Completely flipped is let’'s put it into
a nore conpl ete context.

Q Ckay, well let ne rephrase the
question. In 2015, there was an opinion by HHS
that said don’'t reschedul e marijuana, correct?

A  Yes.

Q Gkay. In 2023, that opinion flipped

because there was an opinion that said, let’s

reschedule marijuana. |s that correct?
A Correct.
Q Ckay so --

A Three different findings in both
eval uati ons.

Q And it was based on the information
that they had at the tine?

A  Yes.

Q GCkay and we’re now in 2026 and the
information that we're relying on to nmake the
decision in 2023 at | east sone of that
information is from 2019, correct?

A  Yes.

Q GCkay and we don’t have any data

avai |l abl e to us when we’'re naking this decision
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in 2026 about what happened in 2024, correct?

A Correct.

Q \What happened in 2025, correct?

A Correct, yes.

Q And we certainly don’t know what's
happeni ng now?

A  Yes.

Q In 20267

A That’'s the length of the rul emaking
process soneti nes.

Q GCkay. So, would you agree with ne that
when we’ re thinking about public health and
I ndi vi dual heal th, how nuch people are using on
a yearly basis, would you agree with ne that,
that woul d be sonething that could affect public
heal t h?

A  Yes.

Q Ckay and would you agree with ne that
t he nunber of states that have |egalized
cannabis, that that wll affect use rates?

A | think the trend has been increasing
use over those years, but we don’'t know exactly,
but vyes.

Q So, the answer to the question is yes?

A | would assune that state prograns --
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(Si mul t aneous speaki ng.)

Q That the nunber of, excuse ne, excuse

A  Yes.

Q That the nunber of states that have
| egal i zed cannabis that that would affect use
rates?

A | cannot say, that’s specul ative.
There are peopl e using cannabis in states that
do not have recreational marijuana. These are
nati onal surveys. W have --

( Si mul t aneous speaki ng.)

Q So, it’s your testinony --

A  Yeah.
Q That you don’t think --
M5. MAN:  (bjection, Your Honor. 1'd

like you to ask, let Dr. Chiapperino finish his
t hought before his next question.

JUDGE JULIUS: If you could just nmake
sure that we get a full answer before noving
onto your next question, but go ahead and if you
want to restart your nobst recent question, we'll
just reset fromthere.

MR KENNEALLY: O course, Judge.

JUDGE JULIUS: Thank you.
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MR. KENNEALLY: Thank you. Your
testinony here today is that you, as a doctor,
who works for the FDA, you don’t know whet her or

not states |legalization of cannabis for

recreational purpose, wll affect use rates?
THE WTNESS: | would predict that it
woul d, but | do not know. | feel -- that’'s

enough, yeah
BY MR KENNEALLY:

Q GCkay. Wuld you agree with ne that the
nunber of dispensaries in the United States
woul d af fect annual use rates?

A They could, | don’t -- | don’'t know.

Q Ckay, so let ne give you a
hypothetical. |If there are five dispensaries in
the United States versus 10,000 di spensaries in
the United States, do you think the fact that
there’ s 10,000 dispensaries in the United States
woul d af fect use rates?

M5. MAN: (Objection, calls for
specul ation. Also, outside the bounds of the
Touhy.

MR. KENNEALLY: Judge, he’s been called
as an expert in this case.

M5. MAN. We haven’t qualified himas
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an expert, sir.

MR. KENNEALLY: He’'s been called as an
expert in this case. He has an inpressive CV
which qualifies himfor an expert. If they
haven’t qualified himas an expert, then | would
make the notion to qualify himas an expert at
this point based on his CV. |I’mnot asking him
to speculate, I’masking for his opinion.

JUDGE JULIUS: Well, as | read the pre-
hearing statenments, he's offered as a fact
Wi t ness by the governnent, not an expert, and he
has a Touhy letter fromthe FDA that limts what
he’s allowed to say, so, | don’t know what your
ability to qualify himas an expert and ask any
questi ons beyond the scope of the Touhy.

Gover nnent, what --

M5. MAN. That was the governnent’s
argunent, that it’'s outside the scope of the
Touhy letter and we designated himas a fact
witness. W did not ask to designate himas an
expert Wwtness.

MR, KENNEALLY: Well, the third factor
of the Touhy test is that he is recommendi ng
that this Court as well as the DEA reschedul e

cannabis. That’'s not a fact that he's
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testifying to, that’'s an opinion that he' s given
based on all of the evidence that he’'s had. So,
|’d like to delve into that opinion, Your Honor.

JUDGE JULIUS: Well, he’s not been
qualified as an expert in this. He' s not been
proffered as an expert by the governnent, who is
the one who called himtoday. He s been
testifying as to what is contained in this
report. The recommendation is what the report
says it is, so he’s not an expert at this point.

MR, KENNEALLY: Ckay, | understand,
Your Honor.

JUDCGE JULIUS: Ckay.

MR. KENNEALLY: | appreciate it.

JUDGE JULIUS: Sure.

MR, KENNEALLY: In 2019, do you know
how many states had | egalized cannabis or |
shoul d say marijuana recreationally? Was that
part of your 8-factor anal ysis?

THE WTNESS: | don’t know the data for
2019. | know what it was when we conpl eted the
eval uation, it was 23 states wth recreational
use plus D.C

BY MR KENNEALLY:

Q That’s in 2026, correct?
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A | don't think there have been any
changes, so yes in 2026 that is still the case.

Q Wuld you dispute that in 2019 there
were 7 recreational marijuana cannabis --

M5. MAN. (bjection, asked and
answered. The w tness says he does not know.

MR. KENNEALLY: And | asked a new
gquestion which was woul d he dispute that there
were 7.

JUDCGE JULIUS: 1'Ill overrule the
obj ection and allow this question.

MR. KENNEALLY: Wuld you dispute that?

THE WTNESS: So, you' re saying that
you think that in 2019, the nunber of
recreational adult use prograns was only 7 and
you're asking if | would believe that?

BY MR KENNEALLY:

Q |I'masking the questions and ny
guestion was do you dispute that in 2019, there
were 7 recreational cannabis markets that were
oper ati onal ?

A | don't know, so | have no basis to
di sput e.

Q Ckay, going back to page 7 and again

|’min that second paragraph.
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A  Yes.

Q You conpared the annual use rates of
marijuana to heroin and cocai ne, those are the
only two Schedule | drugs that you conpared the
to?

A Cocaine is actually Schedule |1, it
does have an approved nedi cal use.

Q Ckay, so then heroin that’s the only
Schedule | drug that you --

A Correct.

Q Conpared it to?

A Correct.

Q You didn't conpare it to any ot her
Schedul e | drugs?

A Yes, that’'s correct.

Q D d you have the data for annual use
rates for any other Schedule |I drugs? Do you
know?

A There are a | ot of Schedule | drugs.
woul d say if we had selected sone others, there
woul d be sone, such as psilocybin or MDVA. W
did not consider those appropriate conparators.

Q Isn't one of the factors that you're
supposed to consider is to conpare the public

health as well as the individual health of
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marijuana which is a Schedule |I drug to other
Schedule | drugs? Isn’t that part of the
anal ysi s?

A Yes.

Q Ckay and the only Schedule |I drug that
you conpared it to is heroin?

A Yes, that’s correct.

Q Ckay, despite the fact that you had
data with respect to other Schedule | drugs?

A Qur decisions to include conparators
are based on many things, not just whether there
Is data avail able. W can --

(Si mul t aneous speaki ng.)

Q Yeah, but ny question&--

A  Yeah.

Q And |I’'d object as an unresponsive and |
apol ogi ze for cutting off the witness. M
guestion was you had data for other Schedul e |
drugs, correct?

A W did not have it collected. If we
had it in our plans to include as a conpar at or,
it would have been added for data collection and
we woul d have had it, but we did not have it in
hand.

Q Ckay, but you had access to it. |Is
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that fair to say?

A | think sone Schedule I drugs are
tested for in these databases.

Q I'mnoving on to page 8, Doctor.

A Uh- huh

Q And I'’mlooking at the second sort of
sub factor under factor 1, nunber B. Do you see
t hat ?

A  Yes.

Q GCkay and it says there’'s a significant
di version of the substance fromlegitimte drug
channels and I’ mgoing to read a paragraph and
then we’'re going to talk about it. |Is that
okay?

A  Sure.

Q Ckay. The first paragraph. “There is
a lack of evidence of significant diversion of
marijuana fromlegitimte drug channels, i.e.
marijuana that is legally marketed under United
States Federal Law due to the fact that an NDA
for a drug product containing botani cal
mar i j uana has not been approved for marketing in
the United States. Marijuana is used by
researchers for clinical research under

I nvestigational new drug (I ND) applications and
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there are nmultiple DEA registrants, who have
applied and are approved to produce marij uana
and derive formulations for use in DEA-
aut hori zed non-clinical and clinical research
The research and manufacturing authorizations
represent only legitinmate federally sanctioned
drug channels in the United States and there is
a lack of data indicating diversion occurring
fromthese entities or activities. However,
there are significant additional sources of
marijuana in the United States, both from
illicit cultivation and production, illicit
I nportation fromother countries and fromstate
prograns that permt dispensing of marijuana for
medi cal use and, in sone states, recreational
adul t use.”

So, diversion is inportant because it’s

sort of real world proof that people are

actively seeking msuse. |Is that fair to say?
A  Yes.
Q ay. How much marijuana in -- do you

know t he year that you got this data?
A \VWat data?
Q The data with respect to diversion.

You said that --
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A W say there’'s a lack of evidence. W
did not have data to suggest that there were
sonme anount of marijuana being diverted from
these legiti mate sources.

Q So, was that in 2023? Was that the
year that you anal yzed that?

A Yes.

Q Gkay and did you conpare that -- well,
how nmuch of the cannabis for research purposes
was being diverted?

A W did not think any was.

Q Ckay. There are other sources of
marijuana in the country in 2023, specifically
recreational as well as non-recreational,
correct?

A Yes.

Q GCkay. How nmuch of that cannabis was
bei ng di verted?

A |If you' re speaking about cannabis
supplies in state regul ated prograns --

Q Yeah.

A W did not do an assessnent of
di version fromthose sources because we
specifically said we were consi dering cannabi s

under federal | aw.
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Q Ckay, so could you have considered it

from ot her sources?

A | think the point of nentioning this --
could we have considered it? | don’'t know if
data are avail abl e. | don’t know to what extent

state authorities that run these prograns
col l ect data on diversion.

Q D d you ask?

A No.

Q It certainly would be relevant to how
much cannabis is being diverted and how nuch
cannabi s is being abused, would you agree?

A | think the supplies of cannabis from
these prograns is considerable and | think
di versi on anounts woul d probably add to the
usage, but we don’t -- how nmuch would it add to
t he nunber of users of marijuana, | don’t know.

Q No, no, but it would be relevant to
your purposes here of trying to figure how nuch,
how often marijuana i s being abused.

A W al ready know how nmuch nmarijuana is
bei ng used non-nedically fromsurvey data and
ot her sources.

Q Well, then why are considering

di ver si on?
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A Because it’'s part of the format of an
8-factor. W try to be conprehensive and be
consistent in the content in each drug
eval uati on.

Q Ckay, well you answered the question
that the reason diversion is relevant is because
it’s a real world proof that people are actively
seeking to abuse the drug, correct?

A  Yes.

Q Okay, so if there is a significant
anount of marijuana that’s being diverted from
state and recreational prograns, that would be

rel evant to how often people are abusing

mari j uana.
A It would be rel evant.
Q Ckay and you did not consider that?
A No.
Q Wuld you agree with ne that a | arge

share of the marijuana being prescribed through
state prograns as nedical marijuana is being

used for recreational purposes?

A | would agree that a fraction of it
probably is.
Q Ckay.

A W know this fromsurvey data reporting
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per cent ages of people saying they use marijuana
for non-nedi cal reasons only.

Q Yeah and you had tal ked about how the
| ar gest percentage of peopl e using nedical
cannabis was for anxiety, right?

A Correct.

Q And that was one of the indicators --

A I n one state, yes.

Q In one state and that was one of the
I ndi cators that you used, correct?

A One of the indications, yes.

Q Ckay and that after your entire
anal ysis of | ooking at whether or not there’s
proof that marijuana treats anxiety, you found
that there was no credi ble evidence to support
that, correct?

A That's correct.

Q Ckay, so if nost people are using
marijuana for anxiety and there is no scientific
evidence that marijuana treats anxiety, it
follows that those people are using marijuana
recreational ly?

A  No, it does not.

Q Ckay.

A | nmean no it does not follow just es so
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you' re clear on ny answer.

Q Wuld you agree with ne that in
medi ci ne, |ike when you're using a nedicine, the
i ngredients of a product matter?

A  Yes.

Q Ckay, so opioids, one of the things
t hat di stingui shes oxycodone and makes it |ess
dangerous is it has this coating which is tine
rel eased and it sort of decreases the speed at
which it is released into your body. Wuld you
agree wth that?

M5. MAN:  (bj ection.

JUDGE JULIUS: Basis?

M5. MAN: This is outside the bounds of
the Touhy letter. Dr. Chiapperino is not
aut hori zed to testify about the effects of
oxycodone.

JUDGE JULIUS: Counsel ?

MR KENNEALLY: Ckay.

JUDGE JULIUS: Yeah, |I'Il sustain the
objection if you want to approach the question
in a different way.

MR, KENNEALLY: That's fine. Wuld you
agree that dosage matters?

THE WTNESS: For know ng how to use a
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medi cation? O course, yes.
BY MR KENNEALLY:
And for taking a nedication?
Yes.
And for the effect that it has?

Yes.

O » O >» O

Ckay and for its ability to actually
treat the ailnment that it’s supposed to treat?

M5. MAN. (Objection, this is also
out si de the bounds of the Touhy. | let it go
for alittle bit too long because I'ma little
slow right now, but ny objection still remains.

JUDGE JULIUS: |If you could repeat the
| ast question that you were tal king about --

MR. KENNEALLY: Dosage matters with
respect to the ability of the nedication to
treat the underlying disorder. Wul d you agree
with that?

JUDCGE JULIUS: 1'Il1l overrule the
obj ection to the extent he can answer that.

THE W TNESS: Yes, | agree.

MR. KENNEALLY: Ckay and woul d you
agree that the admnistration of -- how a
nmedi ci ne, particularly marijuana, is

adm ni stered that can effect its nedicinal
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qualities as well as its nedicinal effect?
Wul d you agree with that?

THE W TNESS. Yes.

BY MR KENNEALLY:

Q Ckay. In nedical marijuana states,
peopl e obtain a license or a certification,
correct?

A | believe they. Do you nean peopl e
who are using it nedically? People who are
recommendi ng its use?

Q Air quotes patients.

A Patients, yes.

Q Ckay and nedical marijuana is not given
to the patient hinmlherself, correct?

M5. MAN. (Objection, if he knows. Calls
for specul ation and al so outside the bounds of
t he Touhy.

JUDGE JULIUS: Counsel, do you have any
response to the objection?

MR, KENNEALLY: Did you consider
nmedi cal marijuana prograns as part of your 8-
part anal ysis?

M5. MAN. That's a different question.

JUDGE JULIUS: Are you wthdraw ng the

prior question and asking this one?
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MR, KENNEALLY: I'mmnot. | think that
that goes to why it’s relevant. As part of the
8-part analysis, the nature of the nedical
marijuana prograns that’s howit’s being
di spensed, was part of his analysis therefore,
me aski ng about those prograns and how t hey work
s rel evant.

JUDGE JULIUS: [I'Il overrule the
objection. | agree with Counsel.

THE WTNESS: Pl ease repeat the
guesti on.

MR. KENNEALLY: Medical marijuana, the
nmedi cal marijuana, it’s not given by the doctor
who prescribes the certification or the |icense,
correct?

THE WTNESS: Not the doctor nor a
phar macy.

BY MR KENNEALLY:

Q Ckay, right. And it’s not given by a
phar maci st, correct?

A Correct.

Q Al right. And, generally speaking,
when you go to a pharmacy with a prescription,
you don’t really have a ot of choice in terns

of what cones back after you give themthe
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prescription, correct?
A Correct.
M5. MAN:  (Obj ection, outside the bounds
of the DJLD Touhy.

JUDCGE JULIUS: | don’t know that it was
intinme, he -- he got the answer out.

THE W TNESS: Sorry.

JUDGE JULIUS: So, it's -- it’s a
general comment. 1’1l allowit. Overruled to

the extent that it was tinely nade.
BY MR KENNEALLY:

Q Ckay. Sonebody who has a nedi cal
marijuana card who's not going to a pharnaci st,
where are they going to get their cannabis?

A State dispensaries.

Q Ckay. And does the doctor tell them
t he dose of cannabis that they need to take?

A  As | had testified earlier, | do not
have data about what heal thcare practitioners,
what their recommendations actually | ook Iike
and how specific they are.

Q Do you have data that the doctor tells
them t he exact product that they have to take?

A No.

Q Ckay.
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A | don’t know that.

Q Do you have data that tells themthe
exact adm nistration of how they should take the
mar i j uana?

A | don’t know that they do, they may.

Q Gkay. So, you have no idea with
respect to these nedi cal cannabi s di spensari es,
you, essentially, have no data wth respect to
what a nedi cal patient can purchase when they go
into a di spensary?

A Only to the extent of survey data.

Q Do you have any data with respect to
the percentage of nedical doctors that are
prescri bing cannabis certifications or |icenses?

A We had absol ute nunbers provided in the
Part 1 neno. | think it was upwards of 30, 000
heal t hcare practitioners. That was not worked
out as a percent or by state.

Q Ckay. And you -- would you agree with
me that it’s about 2 percent of healthcare
providers are providing the vast mgjority of
these |icenses and certifications?

A |I'm--

M5. MAN. (bjection, calls for

specul ati on.
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MR, KENNEALLY: Doesn’t call for
specul ation at all --

JUDGE JULIUS: Yeah, it --

( Si mul t aneous speaki ng.)

MR KENNEALLY: Wuld you agree with ne
that the vast mgjority of the physicians who are
prescri -- that that 2 percent of the physicians
in a state are providing the vast majority of
the certifications and the |icenses for
mari j uana?

M5. MAN.  (Obj ection, assunes facts not
I n evidence.

MR, KENNEALLY: |'masking if he woul d
agree with ne to that fact.

JUDGE JULIUS: | will overrule the
obj ecti on and he can answer what he knows.

THE WTNESS: | don’t know the total
nunber of healthcare practitioners. That’'s not
data |’'ve seen. So, | don’t know how 30, 000
relates to the total nunber across these
progr amns.

BY MR KENNEALLY:

Q So you don’t know and that wasn’t
consi dered as part of your anal ysis?

A No.

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

Q Ckay. And would you agree with ne that
the vast majority of certifications or |icenses
for nmedical marijuana is sane day authorization
with little to no prior treating relationship
fromthe physician?

A As | testified earlier, we did not
review the quality of or the specifics of
I ndi vidual nmarijuana prograns in the states.

Q Gkay. So, you don’t know whet her or
not the vast mpjority of |icenses or
certifications that are being given to nedical
marij uana patients, whether there’'s a prior
treating relationship there?

A | don’'t know.

Q And did you consider or do you know --
strike that.

Wul d you agree with ne that the vast
majority of the exam nations that all ow for
certifications and |icenses are not insurance
but cash?

A | don’'t have know edge of that.

Q Ckay. Al right, can you turn with ne
to page 32 of ALJ's Exhibit 17?

A  Ckay.

Q I'mat the very bottom Are you there,
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Doct or ?
A Past year use?

Q Yes, yes. And I'’mjust going to read

you a few sentences, and then we can tal k about
it. Okay?

A  Sure.

Q Past year use of marijuana for non-
uses conbi ned, based on

NSDUH data from 2015 to 2019, past year use of

medi cal and nedi cal

marijuana for any reason, non -- open paren,

non- nedi cal and nedi cal, close paren, anobng

peopl es 12 years and ol der increased froml1l4 to
18 percent.

This is in contrast to past year use,

open paren, non-nedi cal and nedical, close

paren, of conparator drugs that have FDA

approved therapeutic indications, where use

declined or remained relatively stable over the

sane tinmefranme, including hydrocodone, open

paren, 22 to 16 percent, benzodi azepi ne, open

2017 to 2019 only,
11 to 9

paren, 12 to 11 percent,

cl ose paren, oxycodone, open paren,

percent, close paren, tramadol, open paren, 7 to

6 percent, close paren,

zol pi dem open paren, 4

to 3 percent,

(202) 234-4433

cl ose paren,

and ket am ne, open
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paren, |less than 1 percent.

Ckay, so, in your report, you say that
| ast year’s cannabis use in people 12 years and
ol der increased 4 percent from 14 percent to --
to 18 percent, correct?

A  Yes.

Q It'’s a pretty big jump? And if that
trend continued, today, it would be as high as
26 percent, do you agree?

M5. MAN: (bjection, calls for specu --
specul ati on.

MR, KENNEALLY: It calls for math, but
sure, okay.

JUDGE JULI US: Sust ai ned.

BY MR KENNEALLY:

Q Do you have that data and -- and you do
not have this data with regard to annual use
rates from 2026, right? Wasn't consi dered as
part of your consideration?

A Correct.

2025? Don’t know?
Correct.
2024, don’t know?
Correct.

O » O >» O

Ckay. Now, 18 to 25 is an inportant
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denographi c, would you agree?

A Yes.

Q OCay. And this is especially true with
regard to nental health? |In fact, inthe 18 to
25 denographic, that’s generally when you see
t he onset of serious nental health disorders.

Wul d you agree with that?

M5. MAN.  (Obj ection, outside the bounds
of DULD Touhy.

MR KENNEALLY: Ckay, well, Il --
t hen, Judge, let ne rephrase the question.

BY MR KENNEALLY:

Q D d you consider whether or not 18 to
25 was an i nportant denographic as part of your
ei ght -part anal ysi s?

A W consider all denographics inportant,
but yes, they are inportant.

Q Gkay. And did you consider whether or
not it was inportant by virtue of the fact that
between 18 to 25, that’s when the vast ngjority
of serious nental health disorders, that’s when
t he onset occurs? Did you consider that as part
of your anal ysis?

A | think our experts are aware of that

I ssue, yeah.
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Q So, yes?

A  Yes.

Q GCkay. And where in here do you talk
about the use rates for 18 to 25-year-ol ds?

A Probably in several places --

Q Wwll, let me -- let ne withdraw that
guesti on.
A Mmn hnmm

Q Wen you're | ooking at national survey
on drug use and health, with respect to page 32,
nowhere in here aml going to find the annual

use rates for those 18 to 25, is that correct?

A In this section, | --
Q In this section?
A -- agree, yes.

Q GCkay. And aml going to find the
monthly use rates for that denographic?

A Yeah, this section is titled Past Year
Use, so, no.

Q GCay. And am| going to find the daily
use rates for this denographic or whether or not
they’ ' re using 21 days or nore?

A | know that that’s captured el sewhere
in the review, maybe not in this section.

Q Do you know -- do you know that there's
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recent data from-- do you know that there' s a
recent NSDUH report from 20247

M5. MAN:  (Obj ection, outside the bounds
of DULD Touhy.

MR, KENNEALLY: Judge, he's giving a
recommendati on as to whether or not cannabis
shoul d be reschedul ed in 2026. That incl udes
t he evidence that he considered in 2023, but it
al so includes a consideration of everything that
the did not consider that’s relevant to the
credibility as well as the -- as well as the
nerits of that rescheduling reconmendati on.

JUDCGE JULIUS: Did you have sonet hi ng
el se to add?

M5. MAN. | did. That the
recommendati on was made in 2023 and these
rul emaking things take tine. And there’'s been
not hi ng el se consi dered since because there’s
been no active, open matter in front of the FDA

He cannot testify to sonething that
happened i n 2024 and whet her or not that woul d,
in fact, know sonething that he reconmmended a
year ago.

MR. KENNEALLY: That goes to wei ght and

not admssibility. |If they want to nake the
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argunent that they couldn’t do anything el se

after 2023 because it takes tine and resources,

t hey can nmake that argunent.

But it’'s still a relevant factor for

pur poses of Your Honor’s recomendati on.

JUDCGE JULIUS: So, the question is,
he aware that there was an updated one?

MR. KENNEALLY: That’'s it.

JUDGE JULIUS: 1’11 allowthat
questi on.

BY MR KENNEALLY:

Q Are you aware that there’'s a -- that
there is a nore recent 2024 NSDUH report that
was from 20247?

A  Yes.

Q Are you aware of that?

A Yes.

Q Ckay. And that was not part of your
analysis wth respect to reschedul i ng?

A Correct.

Q Gkay. And have you considered that
before testifying here today?

M5. MAN.  (bjection --
THE W TNESS: No.
M5. MAN.  No.
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MR, KENNEALLY: Ckay. WII you turn
with ne, please, Doctor, to page 347
THE W TNESS: Ckay.
BY MR KENNEALLY:
Q Al right. Now, | think this gets into

the nonthly use rates that you were --

A  Yeah.
Q ~-- referring to, is that correct? So,
|’ m | ooking at the -- do you see this section

entitled, Behavioral R sk Factor Surveill ance
Syst enf?

A  Yes.

Q Al right. And that's referred to as
BRFSS?

A Correct.
Q Correct?
A Yes.

Q Ckay. BRFSS is a national state-based,
cross-sectional tel ephone survey by the Centers
for D sease Control and Prevention, the -- and
then I"’mgoing to junp down to the second
paragraph and just read the first sentence
there. Gkay?

A Yes.

Q It says that estimated preval ence of
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past nonth marijuana use for any reason in the
BRFSS survey was 12 percent with 88 percent
reporting no marijuana use, correct?

A Correct.

Q Ckay. So, this is the Center for
Di sease Control, which is nmaking phone calls to
peopl e and aski ng t hem about their past
marijuana use, is that correct?

A  Yes.

Q GCkay. Now, sonebody who is in the --
in an inpatient hospital suffering from cannabis
I nduced psychosis, do you think they're going to
pi ck up the phone and answer the surveyor?

M5. MAN.  (Objection, calls for
specul ati on.

JUDGE JULIUS: Counsel ?

MR. KENNEALLY: Well, they -- it goes
to the credibility of the report, which he's
relying on. So, tal king about sone of the
deficits in the report that he's certainly able
to opine on, | think is rel evant.

M5. MAN: | think it's also
argunent ati ve.

JUDGE JULIUS: Well, | think the

guestion of whether he knows anybody to -- and
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i f that was considered nay be a different
question. | know that’s not what you’re asking,
but | think nmaybe the way you phrased your
guestion i s objectionable.

So, | wll sustain the objection, but I
think, if you want to cone at it froma
di fferent way, you nay be able to.

BY MR KENNEALLY:

Q Gkay. Sonebody who's suffering from
psychosis, all right, do you think that they're
likely to answer a CDC survey on the tel ephone?

M5. MAN. (Objection, calls for
specul ati on.

JUDGE JULIUS: Yeah, | -- it -- | think
that’s not any really different than the way
that it was asked the first go around.

BY MR KENNEALLY:

Q Well, do you have experience conducting
-- have you ever conducted a survey?

A Yes, as a matter of fact, but nany
years ago.

Q Ckay. And so, you have -- you have an
under st andi ng of the nethodol ogy, correct?

A  Yes.

M5. MAN.  (bjection --
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THE W TNESS:. Sone.

M5. MAN: Qutside the bounds of the
PULD Touhy.

JUDGE JULI US: Yeah.

MR KENNEALLY: Well, | nean, it’s
sonewhat of a doubl e-edged sword, Judge. So,
l’mtrying to -- so, she’s basically objecting
that he -- that it calls for speculation by
virtue of the fact that | haven't laid -- |
haven't laid a sufficient foundation with
respect to his know edge base. At this point,
|’mjust trying to lay a sufficient foundation,

JUDCGE JULIUS: | understand what you're
trying to do. | just -- | can’'t order soneone
to answer questions that are beyond the scope of
what they’ re authorized to do.

| f soneone wants to change-DULD
challenge Touhy up to the Suprenme Court, they are
nore than welcone to do that. But |’'m not going

to order soneone to answer questions that are

beyond the scope of what they re authorized to do.

| think if you want to ask himif he
knows of anybody who self-reported or if that
was consi dered, that nay be a different issue.

MR, KENNEALLY: Ckay.
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JUDGE JULIUS: As part of the 2023
recommendat i on.
BY MR KENNEALLY:

Q It -- do you consider when -- when
you’' re going through this, do you consider the
weaknesses of sone of the data as part of you're
ei ght -part anal ysi s?

A Yes, we do have sections describing
caveats about the data.

Q GCkay. So, if there’'s a clear, glaring,
comonsensi cal problemw th respect to one of
the -- wth respect to one of the surveys, is

t hat sonething that you and your group woul d

consi der ?

A  Yes.

Q Ckay.

A | don’'t consider this one of them but
yes.

Q Ckay. You don’t consider what one of
t henf?

A VWat you' re getting at with this
anal ysi s.

Q You don’t think that it’s
commonsensi cal that sonebody with psychosis is

not going to answer the phone and when the CDC
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calls to tell them about their nonthly
marijuana, which you don’t -- you don’t see that
as commonsensi cal ?

A | think that the rate of psychosis in
t he general populationis 1 to 2 percent. |
think that the ability of the scenario you' re
describing to alter the nunber 12 significantly
Is not realistic.

Q Ckay. Wwell, what about people who are
severely disaffected because of their cannabis
use and suffering fromany formof nental
i1l ness? Do you think that nmakes them nore or
less likely to do the survey?

A That is the caveat of a phone
interview, | suppose, yes.

Q So, that is -- okay, so, that is a
weakness of this survey data? You would agree
with that?

A It is a shortcomng of a val uable
survey instrunent.

Q Ckay, thank you. Al right, now,
monthly data is inportant because it could be a
reflection of how often -- how many people are
abusi ng cannabis, is that fair to say?

A Yes. However, when you re | ooking at a
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popul ati on that includes both non-nedical and
nmedi cal users, people using it for a nedical
pur pose often have a reason to use it daily.

Q \What percentage of -- what percentage
of this 12 percent of cannabis users used it 21
nore days per nonth?

A | would need a mnute to browse through
to see if we cover the kind of data you're
aski ng about.

Q Do you know of f hand whet her or not you
cover that type of data?

A | -- this is a very dense docunent. It
was finalized several years ago al nost. So,
yeah, I'"'ma little in need of refreshing on sone
of the details of it.

Q Ckay. Wuld you agree with ne that
every day use woul d probably be one of the nost
I nportant consi derations when determ ni ng whet her
or not sonebody has cannabi s use di sorder?

A It is one of the factors in the DSM 5,
yes.

Q But would you agree with ne that it’s
one of the nost inportant factors?

A It'’s atotality of the factors. Yes,

it’s an inportant factor.
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Q Ckay. And you don’t know what that is
of f hand?

A Don’'t know what -- what what is?

Q You don’t know what the 21-plus day use
rates for marijuana users is offhand, correct?

A It is covered, | think -- | don’t know
of f hand, no.

Q GCkay. What is the percentage of past -
- of year heroin users who used 21 or nore days
a nont h?

A  Probably high. | don't know \Wuld
you like to direct nme sonmewhere in the docunent
and we could tal k about the nunbers?

Q No.

A Okay. Wll, then, |I don’'t have an
answer for you off the top of ny head.

Q D d you consider LSD in that analysis?

A No, we did not include LSD as a
conpar at or.

Q Mescaline?

A No.

Q NMDWA?

A No.

Q Al right, go wwth ne to page 37, if

you woul d, pl ease?
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A Kay.

Q Thank you. And |I'’mIlooking at the
bottom of page 37, Factor 5, the Scope,

Duration, and Significance of Abuse?

A Yes.

Q And under the fifth factor, the
Secretary nust consider the scope, duration, and
significance of marijuana abuse, including in
relation to rel evant conparator substances that
are abused.

And then, I’mgoing to junp down to the
next subsection, it’s called, Epidem ol ogical
Data on Consequences of Marijuana Abuse. Under
that, it’s the National Poison Data Center.

A  Yes.

Q Ckay. Are you aware that there is a
nore updated report fromthe Poison Control
Center from 20247

M5. MAN.  (bjection, outside the bounds
of DULD Touhy.

JUDGE JULIUS: Counsel, any response to
t he objection?

MR. KENNEALLY: The sane responses |
had, Your Honor. | think that he’'s -- it’s the

sufficiency of the eight-part reviewwth
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respect to his recomendation in 2026 depends on
what he did consider.

But | also think that it’s fair gane to
get into what he did not consider, as it goes to
the weight of his testinony, Your Honor.

JUDGE JULIUS: Counsel ?

M5. MAN. May | respond? Wen
sonething is recomended in 2023, and you're --
the wtness is being asked if he consi dered
sonmet hing from 2024, that is sonething that he
woul dn’t have been able to ob -- consider
sonet hi ng that happens in the future.

So, | don’t have any problens with
guesti ons about what he considered to generate
his report, but when it happened clearly after
the report, and we know that going into the
guestion, | object to the formof the question
and to the substance of the question.

JUDCGE JULIUS: Counsel ?

MR, KENNEALLY: They’'re saying that,
based on the 2023 data, they can sufficiently,
using that data, nmake a recommendation in 2026
that that still holds true

What data they have not consi dered

since they’'ve -- what data they have not
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consi dered since they published their report is
i nformati on that you can consider as to whether
or not they have satisfied their burden of proof
of establishing that marijuana should be
reschedul ed.

JUDCGE JULIUS: Based on the testinony
that the recommendation is to reschedul e as of
2026, even though the witten reconmmendati on was
in 2023, | wll allow the question.

Overrul ed.

MR. KENNEALLY: Do you want ne to
repeat the question, Doctor?

THE WTNESS: No, | think the answer
Is, yes, | amaware there is a 2024 report from
t he Poi son Center.

BY MR KENNEALLY:

Q And, no, that was not considered as
part of your analysis to reschedul e here today?

A That is correct.

Q Al right, I"'mgoing mddle of --
excuse ne, second paragraph, page 38, second
sentence. |It’s the sentence that starts wth,

t he hi ghest.
Are you with nme, Doctor?

A Yes.
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Q The highest nunber of PC abuse cases was
observed for al cohol, open paren, N-56,—143 N
equals 56,143, close paren, followed by heroin,
open paren, N equals 34,083, close paren, and by
benzodi azepi nes, open paren, N equals 33, 688,
the fourth highest nunber of PC cases was for
marij uana, open paren, N equals 22,731, with all
ot her conparators show ng even few PC cases, and
you go into heroin, oxycodone, hydrocodone,
fentanyl, tramadol, zol pidem and ketam ne.

Now, PC abuse, that neans that the
person on the phone, who answers the phone, from
the Poison Control Center, believes that the
user used the product in an attenpt to get high,
that’'s the abuse part of it?

A  Yeah.

Q Ckay. So, the idea here is that we're
trying to determ ne how many Poi son Contr ol
contacts resulted froma person trying to get
hi gh versus how many Poi son Control contacts
resulted fromeither an accident or sonebody
using it nmedically.

|s that fair to say?

A Yes, | nean, these data are only

f ocused on the abuse cases. | don’t know what
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the frequency is in the other categories.

Q Do you know whet her or not the person
who' s answering the phone is a trained substance
abuse professional at the Poison Control Center?

A | assune they are. | don’t review
t hese data fromthe Poison Center. The Ofice
of Surveillance and Epidemiology is. | trust
our epidem ol ogists to provide nunbers that they
trust, so | would assune these are qualified
peopl e.

Q Ckay. But you don’t know?

A No, | don’'t know.

Q OCkay. Do you -- so, with respect to
all of the data that you received, how nuch
assumng that it was quality did you do versus
how nmuch verification that it was quality that
you di d?

"Il withdraw the questi on.

So, the person on the phone, though, is
relying on the information that they receive, is
that correct?

A Yes.

Q GCay. And if you're calling Poison
Control, there's usually sone type of energency

going on, is that fair to say?
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A  Yes.

Q GCay. And the first priority is to get
hel p?

A  Yes.

Q And probably, many of these -- these
calls drop prematurely, there could be a nunber
of instances where they just don’'t get to the
gquestion as to whether or not this is being
abused versus accidently consunmed, correct?

M5. MAN: (bjection, calls for
specul ati on.

JUDGE JULIUS: Counsel, do you want to
respond to that objection or rephrase your
guesti on?

MR, KENNEALLY: 1'I1l rephrase ny
question, Your Honor, thank you.

Did you consider, when relying on this
data, how -- whether or not the ability to
report the abuse was accurate, just based on the
nature of the call?

Does that question nmake sense?

THE WTNESS: No, say it one nore tine.

BY MR KENNEALLY:

Q Ckay, that's a horrible question.

Okay, did you consider, when eval uating PC abuse
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cases, how many PC abuse cases are there?

A Mm hmm

Q D d you consider how -- how accurate
the transfer of information was between the
person maki ng the call versus the person
receiving the call as to whether or not this was
an abuse case?

A | consider this data source to be a
very val uabl e data source that maybe has m nor
flaws, not flaws, but realities of
circunstances. | think that the overall nunbers
being reported are not likely to be influenced
trenmendously by the kind of scenarios you're
descri bi ng.

But, in any case, we wouldn’t have any
other data that’'s any better. This is the best
we have.

Q Ckay. So, okay, do you see where it
says 41 percent of the cocai ne cases were not --
A Down in the fourth paragraph, yes.

Q Yeah. So, it says, 41 percent of
cocai ne cases were not -- were PC abuse cases.
That woul d nean, 59 percent of the Poison
Control cases were not abuse cases?

Do you think 59 percent of the people
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are accidentally snorting cocaine up their nose?

A | think you re m sunderstandi ng that
statistic. Let nme -- can you say, again, what
you think that the nunber 41 percent neans?

Q The nunber 41 percent is the nunber of
cases, the nunber of total Poison Control cases
i nvol vi ng cocai ne that are coded with abuse,
correct?

A  Yeah.

Q GCkay. Wiich would nean that 59 percent
of the cases are not abuse, correct?

A No, no, it’s not correct. The nunber
41 percent is calculated by the nunber of
reported events divided by the estinmated users
of cocai ne based on, |I’msure we say sonewhere
what the utilization adjusted nunbers are.

Q Thisis, in order to -- that's that --

A Oh, okay, I'msorry, you are actually
correct, yes.

Q Ckay.

A M mstake, sorry.

Q It’s okay.

A The utilization adjusted nunbers are
below. | was thinking we were already at that

part.
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Q Did you consider how many PC abuse

cases there were for LSD?

A No.

Q Mescaline?
A No.

Q MDMWA?

A

No, these were not chosen conparators.

Q OCkay. Let’s junp to 39? Al right,
and I’mon the first full paragraph.

A  Ckay.

Q It’s when utilization adjusted abuse
rates, open paren, PC abuse cases per one
mllion people with any past year use for a
substance al one or with another substance, close
paren, were cal cul ated using data from 2015 to
2019, the highest rate was seen for heroin,

I ncreasing from4,038 to 7,021 cases per one
mllion people.

That’ s the bi ggest nunber by far,
right?

A  Yeah, yes.

Q Ckay. The next highest rates were seen
for ketam ne, decreasing from535 to 227 cases
per one mllion people.

Cocai ne renmai ned rel atively stabl e at
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373 to 389 cases per one mllion people, close
paren. And benzodi azepine relatively stable
from 171 to 139 cases per mllion people, 2018 to
2019 only. But these rates were considerably

| oner than the rate for heroin.

The rates for marijuana were relatively
stable at 75 to 70 cases per one mllion. So,
that’s the utilization-adjusted rate for PC
abuse cases, and it |ooks |like probably -- it

| ooks |i ke your big nunber is heroin, correct?

A  Yes.

Q And heroin’s a Schedule I?

A  Yes.

Q And because it’s a Schedule I, if

sonebody’ s using heroin, they're likely using it
froman illicit source, correct?

A Yes.

Q Al right. And because you're --
they’re using it froman illicit source, there’'s
no way to dose the product, correct?

A Yes.

Q You basically have to rely on what your
dealer’s telling you and the eye test, correct?

A Yes.

Q GCkay. It’s often used intravenously,
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correct?

A Yes.

Q Wiich neans that it goes directly into
the bl ood, nothing to nedi ate or danpen the
effects, correct?

A  Yes.

Q Al right. And cocaine is your sec --
I's your third biggest nunber, correct?

A  Yes.

Q And that’s also likely received from
illicit sources, would you agree with that?

A  Yes.

Q And it could have other ingredients in
there like fentanyl, correct?

A  Yes.

Q Al right. Now, marijuana, you would
agree that, because of the state and nedi cal
i censing progranms, nmuch of that is sold at
di spensaries, correct?

A  About 40 percent, based on surveys.

Q And then, nmuch of that is already
tested to nmake sure there’'s no adulterants
and people know what’s in there, correct?

A There are regul ations, yes.

Q GCkay. But in --
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A Usual ly.

Q I’msorry.

A There are regulations and state
prograns, | don’t know the detail of all state
prograns as to what they require in quality
testing. But | assune they ve set up a
nonogr aph of sone sort.

Q GCkay. So, do you think that sone of
the i nherent danger or the risk of an overdose
fromthings |ike cocai ne and heroin being nuch
hi gher, could have sonething to do with the fact
t hat people don’t know what’s in those products
when they' re taking it?

A | think they're fundanentally nore
dangerous products and | think that sone of what
you' re describing could be contributing to that,
but they are fundanentally nore dangerous, yes.

Q Because it's interesting, because

oxycodone is an opiate, right?

A Yes.
Q Like heroin?
A  Yes.

Q GCay. And if you | ook at oxycodone,
general |y, you get oxycodone from a pharnaci st,

correct?
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A Correct.

Q Gay. And if you | ook at oxycodone,
and I"'min the mddle of that paragraph, that's
relatively stable at 60 to 61 cases versus
heroin at 4, 0007

A  Yes.

Q Gkay. So, did you consider the fact
that the fact that heroin and cocaine seemto be
so nmuch nore dangerous than nmarijuana, did you
consider the fact that probably the explanation
there has to do wth the fact that nost people
are getting it fromillicit sources and don’t
know what’'s in it?

A That may be a contributing cause, yeah.

Q And was that factored into your
anal ysi s?

A The evaluation is a totality of the
data. W have nmany nore data sources than
Poi son Center data. The trends repeat across
t hese dat abases neasuring harns, regardl ess of
why sonme substances and sone dat abases appear
|l ess than others, if you look at all of the
dat abases, the trends we’ ve noted is that
marijuana i s not usually in the sane category as

Schedule | and Il in terns of the harns.
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Q Ckay. But that -- that’'s fine, but
it’s -- it’s just interesting that we’ ve gone
t hrough this cross-exam nation on a nunber of
things. You ve acknow edged sone fl aws, but
nowhere in your analysis do you di scuss any of
the shortcomngs or the flaws in Factors 4 and 5
for any of the databases that you re pulling
from

A W did not comment, you're right, on
those particular flaws with this data.

Q And if you didn’t comment on it,
chances are, you didn’'t consider it, correct?

A | don’'t think that the bottomline of
the nunber of deaths associated with heroin
relative to marijuana are the reasons for it are
still that --

Q But that’s not ny question.

A  Yeah.

Q M questionis, if you didn’'t comment
on it, chances are you didn't consider it?

A | don’'t know the extent to which our
O fice of Surveillance and Epi dem ol ogy
consi dered that issue.

Q I'"mat the bottomof page 39. It says,

an anal ysis of nedical outcones related to
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exposure based on severity, timng, and
assessnment of clinical effects for all single-
subst ance PC abuse cases involving marijuana or
conparat or drugs shows that serious nedical
out cones, open paren, a conbi nati on of noderate
effect, major effect, and death, close paren,
were greatest with illicit fentanyl, 81 percent,
and heroin, 79 percent, followed by oxycodone,
70 percent, ketam ne, 64 percent, tranadol, 62
percent, cocaine, 59 percent, hydrocodone, 43 --
44 percent, nmarijuana, 41 percent,
benzodi azepi nes, 32 percent, al cohol, 31
percent, and zol pidem 27 percent.

What is the definition of noderate
effect?

A | don’t know that off the top of ny
head. | nean, it's relative to the health
outcones, severity or ability to cause life-
threatening conditions, | assune. | don’'t know
where they draw the line or define it formally.

Q Is that -- was that part of your
anal ysis? Do you -- does anybody that did the
anal ysi s here know what that word neans?

A Yes, | believe that the OSE eval uation

does explain in their nethodol ogy section, but
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t hat net hodol ogy section is a cited docunent,
it’s not wwthin the As-Factor. |It’'s a very
dense, detail ed docunent that we work from

Q Al right. Wat does mjor effect
mean?

A | assune it nmeans the ability to
produce significant adverse outcones, death or
debilitati ng adverse event.

Q Gay. And for this statistic there --
this is Poison Control tracking people
I medi ately after the event, |like they’ re not
tracking people to see if it has a noderate or
maj or effect a year down the line, correct?

A Yes, | think these are acute cases.

Q GCkay. Al right, I'"'mgoing to page 40.

Al right, and this is National Survey on Drug
Use and Health data. And I'"min the second

par agr aph, Doctor.

A Mm hnm
Q wll, first of all, et nme point
sonething out to you in the -- in the first

paragraph. This data is from 2021, correct?
A  Yes.
Q And it says, NSDUH data showed t hat

anong the individuals with past year heroin use

Neal R. Gross and Co., Inc.
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in 2021, there was an 81 percent preval ence of
neeting the criteria for heroin SUD, open paren,
I.e., endorsing at least 2 of the 11 criteria
for SUD, according to DSM5 severity data for
heroi n, not avail able, close paren.

I n conparison, there was 30 percent
preval ence of neeting criteria for marijuana SUD
anong i ndividuals who use marijuana for non-
nmedi cal reasons only.

So, basically, we're trying to figure
how many peopl e suffer from substance use
di sorder, is that correct?

A  Yes.

Q GCkay. So, I'minthe -- I'min the
penul ti mate sentence of paragraph two. And it
starts with, there is also a 30 percent
preval ence of neeting criteria for cocai ne SUD
anong i ndividual s who use cocaine in the past
year, wth 13 percent of those with past year
cocai ne use having mld SUD.

|s that correct?

A Yes, they are giving the breakdown,

m | d, noderate, and severe, 13, 5, and 12.
Q Ckay. So, you would agree with ne that

many, nmany nore peopl e each year use cannabis
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t han cocaine, correct?

A Yes.

Q Al right. And we don’t have the
subst ance abuse rates for any other Schedul e |
drug here, correct?

A Do you nean the frequency of use

di sorder or --

Q Yes.

A -- abuse?

Q Frequency of use disorder?
A Yeah.

Q |’msorry if | msspoke.

A  Yeah.

Q For any other Schedule | drug here,
correct?

A Correct.

Q Al right, all right. And the |ast
thing | want to get to today, if | have a mnute
left, two mnutes left. Ckay --

A Can | clarify sonmething wwth -- for
just ten seconds? You ve asked a | ot of
qguesti ons about heroin as the only Schedul e |
drug. The standard for Schedule Il is also high
potential for abuse.

So, the only difference between the

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

conparators chosen is that sone have nedi cal use
and heroin does not, but they are all considered
conparators of substances considered to have a
hi gher potential for abuse.

Q How many Schedule Il drugs did you
consider as part of this analysis as a
conpar at or ?

A  Four, four.

Q Four? GCkay. And one Schedule | drug?

A Correct.

Q And marijuana is currently listed as a
Schedul e | drug?

A Yes, before April, yes.

MR, KENNEALLY: Ckay. Judge, | m ght
as well close it out. | think I only have a
mnute left and | don’'t think I"mgoing to get

to ny final point, especially how | ong-w nded |

am

So, thank you for your indul gence, Your
Honor .

JUDGE JULIUS: Thank you, Counsel.

We are four mnutes to 5:00, which is
our resolution tinme for the day. | don’'t know,

Counsel, so, what we have next on the schedul e

Is for the opposing states to do their cross
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exam nation -- cross exam nation next.

M. Kenneally, | don’t know, you're
al so going to be doing the questioning for Dr.
Finn, is that right?

MR, KENNEALLY: Correct, Your Honor.

JUDGE JULIUS: | don’'t know if the two
of you -- the two parties want to discuss
swapping slots. | don’t know if you want to

continue on behalf of Dr. Finn, if the states
want to go first tonmorrow first thing

|* m happy to do either one.

MR. McNICHOLS: We can discuss it after
we adj our n.

JUDGE JULIUS: |’ m happy to do that,
just let me know tonorrow norning which way you
want to go.

MR, McNICHOLS: Thank you.

JUDGE JULIUS: And, all right, thank
you, everyone. | appreciate it. It was a good
day one.

|’ msorry? OCh, yes, just a rem nder,
you're still under oath. Please don’'t discuss
your testinmony with anyone overnight. You have
nore --

THE W TNESS: Understood, thank you.
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JUDGE JULIUS: -- parties to ask --
answer questions for on cross exam nation. So,
| appreciate that.

W' || see everyone --

MR. McNI CHOLS: Before Your Honor
| eaves the bench --

JUDCGE JULIUS: Yes?

MR. McNICHOLS: -- ny col |l eagues have
brought sone binders in here, they are strong
and young, but rather than have themcarry them
back to our offices, | wanted to know if we
could | eave them here tonight. |Is that suitable
wi th Your Honor?

JUDCGE JULIUS: You can | eave themin one
of the counsel roonms. That'll be | ocked and
secure.

MR, McNICHOLS: Thank you.

JUDGE JULIUS: And the security can |et
you in in the nmorning when you' re -- when you
arrive,

MR. McNICHOLS: W' Il do that.

JUDGE JULIUS: They' Il be safe there,
so you won’'t have to take themall the way to
the hotel, but maybe not right there on the
t abl e.
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MR McNICHOLS: Sure, thank you.

JUDGE JULIUS: Ckay, thank you. W'l
be in recess until 9:00 tonorrow norning.

Thank you, everyone.

(Wher eupon, the above-entitled matter

went off the record at 4:57 p.m)
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CERTI FI CATE

This is to certify that the foregoing transcript
was duly recorded and accurately transcri bed
under ny direction; further, that said
transcript is a true and accurate record of the
proceedi ngs; and that | am neither counsel for,
related to, nor enployed by any of the parties
to this action in which this matter was taken;
and further that | amnot a relative nor an
enpl oyee of any of the parties nor counsel

enpl oyed by the parties, and | am not
financially or otherwise interested in the

out cone of the action.
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