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P-ROGCGEEDI-NGS
(9:00 a.m)

JUDGE JULIUS: W are on the record.

Today is July 13th, 2026. This is Day 9
of the matter of Schedules of Controlled
Subst ances: Proposed Rescheduling of Marijuana,
Hear i ng Docket Number 26- 96, DEA  Docket
Nunmber 1362.

First order of Dbusiness, 1'Il take
appearances. M. Lonich, who is here on behalf
of the Governnent today?

MR. LONICH  Yes, Your Honor. For the
Governnment, Jarrett Lonich, Mack Swan, Al exis
At tanasi o, and David Ml ey.

JUDGE JULIUS: \Wel cone, Counsel.

And on behalf of Smart Approaches to
Mar i j uana?

MR. McNI CHOLS: John McNi chol s, Your

Honor .
JUDGE JULIUS: And the Opposed States?
MR. McNICHOLS: John McN chol s.
JUDGE JULIUS: Very good.
And Dr. Phillip AA Drum Good norning,
Sir

DR. DRUM  Good nor ni ng.
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JUDGE JULIUS: And are you representing
yoursel f --

DR DRUM Yes, | am

JUDCGE JULIUS: -- still? Very good.

And so that neans that we have not
present today National Drug and Al cohol Screening
Association; DU D VictimVoices; Dr. Finn, MD.
and the Tennessee Bureau of Investigation. Anyone
here on behal f of those parties?

(No response.)

JUDCGE JULIUS: Very good. They had
indicated they did not intend to appear for
today's hearing, so that is consistent.

Any prelimnary natters before we begin
with Dr. Drumis case in chief?

MR LONICH  Nothing fromthe Governnent,
Your Honor.

MR. McNICHOLS: Not for us, Your Honor.

JUDGE JULIUS: Thank you.

Good norning, Dr. Drum You weren't here

when | gave the original instructions on Day 1.

You'll have 15 mnutes to provide an opening
statenent, and then we'll have you take the stand.
"Il swear you in, and then you will have two hours

to provide your testinony. You're a pro se
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participant, so | can give you sone leeway. |I'm
not going to make you ask yourself questions. That
woul d be sort of nonsensical, but, you know, |
understand that you have a Power Point that you
plan to use to guide --

DR. DRUM Yes, sir.

JUDGE JULIUS: -- your testinony? Ckay.

M. Phillips, our law clerk here, wll
hold up a sign when you have five mnutes |eft,

shoul d you get close to your two-hour mark, and

then he'll hold up a sign when your two hours is
expi red, and then you'll have to conclude at that
point. | suppose he'll be showng it to you from
over here --

DR. DRUM  Yes.

JUDGE JULIUS: -- in the witness stand.

And we w il plan to take a confort break
about m dway through. So dependi ng on how | ong
your presentation lasts, | can give you a heads-up
when it's around 10:30 to see if you want to find
a place that would be a good pausi ng point just
so we can take a 15-m nute confort break.

DR. DRUM Perfect.

JUDGE JULIUS: Okay? Any questions for

nme?
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DR DRUM No, not at this tine.
JUDGE JULIUS: Al right. If you'd like
to nmake your opening statenent fromthe podi um

pl ease feel free to begin whenever you're ready,

sir.

DR. DRUM So good norning, Your Honor.
My nane is Phillip A Drum PharnD. |I'ma licensed
pharmaci st fromthe state of California. |'ma
pro se witness, and | hope the Court will have a

little patience with ne as being in the courtroom
and courtroom procedures are foreign to ne.

| am both an interested person and a
person adversely affected or aggrieved by the
proposed rule of marijuana being reschedul ed from
a CSI| toa CSIIIl substance.

As a pharmacist, |'mresponsible for
protecting and educating the public about
nmedi cati ons. W have a relationship between a
provider and a patient to assure the patient is
receiving the nost appropriate nedication for
their illness, the right dose, are informed of
potential drug-drug interactions, adverse effects
associated with their nedication, proper nethod of
drug delivery and storage, anong other itens.

My second witness is Dr. Karen Randal |,
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who was until recently an energency room provider.
She's retired, as | will be soon. Her job was to
di agnose and provi de nedi cal recommendati ons on
how to treat a patient. She also provided
prescriptions and orders on how to treat patients
of all ages in an energent situation at a busy
energency roomat a hospital in Pueblo, Colorado.

In our roles, we have treated nmany
patients who have utilized cannabi noi ds of one
type or another. As nedical practitioners, we
must nmaintain our professional |icense by
performng continuing education courses and
staying current with current nedical practices and
nmedi cati ons bei ng used and approved.

We have both been heal thcare educators
of nmedical practitioners and other nenbers of
society. W have both been health care -- sorry.
We have becone col | eagues as a result of us having
a common interest and joined the International
Acadeny on the Science and | npact of Cannabis. |
wi || be discussing how nodern Western nedi ci ne has
noved away from the 1880s nedicine in which
cure-all treatnments were bei ng pushed by nenbers
of society that were actually doing nore harmto

peopl e than doi ng good.
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Thankful |y, t he Food and Dr ug
Adm nistration was created in the early 1900s and
renmoved products that were harm ng people. Mny
of these magic cure-all potions were plant
products, sone of which are-— chemcals such
as formal dehyde were being put into mlk and borax
pl aced on neat.

Modern nmedicine still relies on portions
of plants that are active chem cals. Most
recently, the Pacific yew tree provided an agent
used for cancers, but not the entire plant, as is
bei ng proposed today with marijuana.

The Control |l ed Substance Act of 1970 was
very inportant to generate five levels of
substances based on whether there is a true
nmedi cal indication for use, the difference between
a CS | and the other four levels, Il through V.
The other factors involve the risk of abuse
potential, such as addiction, and dependence on
t he substance, such as psychol ogi cal or physical
synptons of w t hdrawal .

As a pharmaci st and provider, we both
rely on the FDA to provide useful information
commonly found in the FDA-approved package insert

to guide us on proper use of nedication; the
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approved indications for use; pharmacokinetics of
t he dr ug, whi ch I nvol ves t he absor pti on,
di stribution, netabolism and elimnation of the
active ingredient; interactions; appropriate dose
of active ingredient; dose adjustnents for various
patient types; storage; the studies proving
efficacy; the incidence of adverse effects; anong
ot her information.

W have yet to see this docunent that the
FDA -- fromthe FDA, despite their clains of
potential nedical indications for marijuana.

Dr. Randal |l has extensive training and
know edge in the practice of pediatric nedicine
and will relate many cases involving marijuana in
both children and adults. These not only include
cases of pure addiction, but many possible
per manent nental health, addiction, and physi cal
changes that occur as a result of society's
current all owance of marijuana use, both nedi cal
as well as recreational.

Many tines patients cannot be
I medi ately renoved fromthe energency roomto
ot her care areas due to |lack of nmental healthcare
services in the communities. The frequent

readm ssions and |ack of social services IS
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resulting in increased healthcare costs. This
abnormal drug use has been pronoted by the
I ndustry.

Parents have been duped into believing
the mnimal risk of a hall ucinogenic substance,
due to the approvals that have been nmade in states
by t he public and | egi sl at or, and even
adm nistrators, and wll only increase when
marijuana is federally deened a nedici ne by novi ng
it toa CSI1II substance.

As a pharmaci st and provider, we are
responsi bl e for maintaining control of dangerous
control |l ed substances, not gas stations, grocery
stores, or |local gymasiuns. W wll discuss the
adverse effects we have seen and are aware of many
ot her adverse effects as a result when peopl e use
and abuse cannabi noi ds.

| wll discuss the large nunber of
studi es perforned on marijuana despite it being a
CS | substance and the declining reports of
nmedi cal marijuana despite increased federal
research funding and offering additional sites for
grow ng federally approved products.

Also, | wll discuss studies involving

nmedi cal marijuana use in veterans. W will
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di scuss hazardous chem cals, elenents, bacteria,
nold, and other products found in marijuana
products and the failure of the states to regul ate
t hese products. W w il also discuss how patients
under the influence have becone nore viol ent,
resulting in personal attacks of healthcare
wor ker s.

As a provider and pharmacist, we wll
di scuss how the Prescription Drug Monitoring
Program found in all 50 states affect our
wor kf | ows and protect society.

Finally, as a clinical pharmacist, | wll
di scuss the use of special drug -- of a speci al
drug protocol used by the FDA that has been used
to protect the public from drugs wth a
substantial risk versus benefit profile simlar to
mari j uana.

That concl udes ny opening 15 m nutes.

JUDGE JULIUS: Thank you, sir.

DR DRUM At this tinme, | filed a
prehearing statenent identifying and submtting
prospective exhibits in accordance wwth 21 CFR
1316.59. | amfamliar with each of the exhibits
nunbered 1 through 51. | have revi ewed each of

them These are true and accurate copies of the

Neal R. Gross and Co., Inc.
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docunents that they purport to be and are exhibits
whi ch an expert with an interest in marijuana drug
I nformati on woul d use.

Your Honor, consistent wth 21 CFR
1316.59, all exhibits identified in ny prehearing
statenent were tinely submtted as prospective
exhibits in advance of this hearing, and | have
confirmed their authenticity and accuracy and ny
reliance upon them

So I nove for the adm ssion of Exhibits 1
t hrough 51 into evidence.

JUDGE JULIUS: Any objection to exhibits
Dr. Drum 1 through 517

MR. SWAN:  Yes, Your Honor, there is no
obj ection through -- for the Exhibits 1 through
29.

JUDGE JULI US:  Uh- huh.

MR. SWAN: But we do have objections for
the for the remaining ones.

JUDGE JULIUS: So 30 through 517

MR. SWAN: That would be correct, Your
Honor .

JUDGE JULIUS: And what -- is it the same
objection to all of themor different?

MR SWAN: So the first one, no, but

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

1890

the -- the remaining is going to be the sane -- the
sanme two.

JUDGE JULIUS: Okay. And what are the
obj ecti ons?

MR SWAN. So the first one for Exhibit
30, Your Honor, the State woul d object based on
rel evance, Your Honor. It appears that Exhibit 30
Is a-- a wbsite that's purporting to allow an
i ndividual to look up a recall of marijuana.

W would -- we would argue that at this
point, given that this hearing is determ ned
to -- I'msorry, this hearing is for the focus of
rescheduling of marijuana, the idea of |ooking up
whi ch marijuana was recalled, and specifically in
California, we would argue that that's not
relevant at this tine.

JUDGE JULIUS: Can you explain what the
pur pose of submtting the website copy was?

DR DRUM Certainly. Again, as a
pharmacist, |I'l|l relate as to what | have to do
as a pharmaci st when a recall occurs, and | wll
then relate as to what the marijuana industry is
doing at this tine with those recalls. It's not
consi stent.

JUDCGE JULIUS: Anything further on that

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

MR. SWAN:  Not for Exhibit 30, no.

JUDGE JULIUS: Ckay. |'ll go ahead and
admt it, but it can go to weight.

MR SWAN: Ckay.

JUDCGE JULIUS: Thank you. And then 31
t hrough 517

MR SWAN:  So 31, 32, 33, 34, 35, 42, 43,
and 47 all purport to be the actual recalls. So,
again, it's websites in which you can go and
actually ook at to see the actual recall.

Your Honor, we would argue that pursuant
to Rule 407, this is a -- a subsequent renedi al

neasure, that Rule 407 specifically intended to

keep this information out. A recall, it -- we
woul d argue that a recall is a renedial neasure
that is -- you know, that should not be admtted

at this tinme, Your Honor.

So Exhibit 30 is the actual portal, but
then 31, 32, 33, 34, 35, 42, 43, and 47 are each
different recalls, and we would argue that those
are renedi al measures.

JUDCGE JULIUS: Ckay. G ve nme one second.
Let nme | ook at the |anguage. So you're talking

about Federal Rule of Evidence 407 regarding

Neal R. Gross and Co., Inc.
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subsequent renedi al neasures, evidentiary rule
preventing parties fromusing evidence of |ater
changes or repairs to prove that a defendant was
negligent or at fault for an injury?

MR. SWAN: That is correct, Your Honor.

JUDCGE JULIUS: Okay. | nean, the Federal
Rul es of Evidence aren't strictly applicable in
t hese proceedings. They can serve as a guideline.
So, sir, what is the purpose that vyou're
subm tting these docunents?

DR. DRUM The purpose is to let you know
that the states are not truly regulating |ike they
claim In fact, | show you what they claimto be
doing with mandatory recalls, and then | show you
the exanples of themnot follow ng through with
their claimof mandatory recall.

Again, these are things that are readily

avail able on the internet, sir, and they al so

will -- wll display how these materials are
hazardous. And, again, as a pharmacist, | have
torelay | -- | receive, sir, on -- on a daily
basis recalls fromthe FDA for nedications -- and
this is in ny testinony -- and have to respond to

t hem appropri ately.

| have to ask the patient back for their

Neal R. Gross and Co., Inc.
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medi cations if it's a CQass | or Cass Il recall
and nmake sure that the public is being properly
warned and -- and we are -- are receiving
appropriate actions. Wuat I'mshowng is is
that's not occurring wth the marijuana industry

at this time, sir, and the public is Ileft

to -- with the exposures of -- of nedications that
are -- that are hazardous.
And | could -- 1"Il -- 1"Il be able to

expl ain and show you the length of tinme it's taking
for them to respond, and that's conpletely

I nappropri ate. Six nonths later is when

they -- they put out their warnings, and those
products are consuned by that tine.

JUDGE JULI US: Anything further --
further fromthe Governnent on that objection?

MR SWAN:  No, Your Honor.

DR, DRUM If we're going to be |eaving
the Governnent -- the -- the states to, you know,
protect society, they've been doing a very poor
j ob.

MR SWAN:. | would object to that, Your
Honor .

JUDCGE JULIUS: Understood. Sustained.

So the -- the scope of Rule 407 is that

Neal R. Gross and Co., Inc.
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If a party takes a neasure after an injury occurs
that woul d've nade their earlier harmless likely
to occur, evidence of those neasures is not
adm ssi ble to prove negligence, cul pable conduct,
a product defect, or the need for a warning.

But generally, a court may admt this
evidence if it is offered for another wvalid
pur pose such as inpeachnent, proving -- proving
ownership, control, or the feasibility of
precautionary neasures if those are disputed.

| think here we're not really |ooking at
I ssues of negligence or cul pable conduct. W're
| ooking at, in a sense, precautionary neasures
because this is a -- a reschedul i ng heari ng.

"Il overrule the objections and all ow

the -- the evidence that's been identified in, but
it'"ll go to weight based upon the testinony
and -- and how it proceeds fromthere.

MR SWAN. Very well, Your Honor.

JUDGE JULI US: Sure.

MR SWAN:  And there's 36, 37, 38, 39,
40, 41, 42, 45, 47, 48, 50, and 51.

JUDCGE JULIUS: Ckay. And what is the
obj ection to those?

MR. SWAN.  Your Honor, we're going to be

Neal R. Gross and Co., Inc.
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objecting based on Rule 403, the excluding
rel evant evidence for prejudice, confusion, waste
of time, or other reasons.

Your Honor is inclined to -- to admt it
based on the relevance of it, Your Honor. However,
these exhibits are conprised of newspaper
articles. These articles and the opinions therein
are not comng froma source of reliability.
Exhibits 1 through 29 that the Governnent is not
objecting to are all published research articles,
and we -- we understand that those have
reliability to it.

Therefore, these -- these articles that
M. -- | nmean, Dr. Drumis purporting to admt,

t hey have not been reviewed by peers in the

I ndustry, to ny know edge. The Governnent is not
In a position to cross-examne themor the -- the
aut hors.

We do believe that admtting them would
do nore confusion than harm and that is exactly
what Rule 403 is trying to prevent. How do we
know t hat these authors did not have a biased
opi ni on when they wote these articles? Again, it
goes nore so to the reliability and the fact that

we cannot effectively cross-examne the -- the

Neal R. Gross and Co., Inc.
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aut hor or the actual article.

| understand with the -- again, with
the -- the ones that are published, they've been
peer tested. They have been peer -- peer reviewed,

so there is sone reliability there. W don't think
there's reliability with these exhibits, Your
Honor .
JUDCGE JULIUS: Wuld you like to be heard
on the objection, Dr. Drunf
DR. DRUM Again, it -- it is out in --
and -- and -- it is out in the public. It's public
information that's been, again, countered by the
i ndustry. And it's the truth. It's the truth
that | see in patients and -- and know to be true.
The -- the phytorenediationis in a

peer-reviewed journal, sir. And that's one of

those -- those articles.

And so these are -- these are -- these
are docunents to -- that -- where the industry is
purporting one thing. This is what -- what is

being seen in the public. And so, you know, again,
| -- I'msaying this is -- this is what we're

seei ng. Unfortunately, vyeah, people haven't
collected that data into studies. The ones that

|"ve -- |'ve provided, there are -- there are

Neal R. Gross and Co., Inc.
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plenty of other studies, and I'll talk about that,

di scussing the harnms. But these are the ones that

| found that were -- that are, you know,
I ndi sputabl e that these are -- are occurring in
soci ety.

JUDCGE JULIUS: Anything further fromthe
gover nnent ?
MR. SWAN:.  Not hi ng further, Your Honor.
JUDGE JULIUS: | understand the nature
of the Governnent's objection. | think it goes
nore to weight. Certainly, based on the inability
to cross-examne, if you think there's bias,
things like that, the Governnent is free to nake
t hose argunents with regard to weight that shoul d
be afforded those docunents.
MR. SWAN. Thank you, Your Honor.
JUDGE JULIUS: Any further objections?
MR SWAN:  That will be all.
JUDGE JULIUS: Okay. Thank you. So
1 through 51 will be admtted over the objections
as not ed.
(Wher eupon, the above-referred
to docunents were received into
evidence as Dr. Drum Exhibits 1
t hrough 51.)
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JUDGE JULIUS: Anything further before
we conmence with direct testinony fromDr. Drunf

(No response.)

JUDCGE JULIUS: Hearing nothing, Dr. Drum
I f you woul d pl ease cone around to the w tness
stand. And watch your step there.

DR. DRUM  Ckay.

JUDCGE JULI US: And bef ore
you're -- before you're seated --

DR. DRUM  Yes.

JUDCGE JULIUS: -- if you could pl ease

rai se your right hand.
VWHEREUPOQON,

DR PH LLIP A DRUM
was called for exam nation and, having been first
duly sworn, assuned the wtness stand, was
exam ned and testified as foll ows:

JUDGE JULIUS: Thank you very nmuch. You
may be seat ed.

As | said, I'mnot going to nmake you ask
yourself questions, but you wll have an
opportunity to be Cr oss- exam ned by t he
Gover nnent .

DR. DRUM  Yes.

JUDCGE JULIUS: So they will ask you

Neal R. Gross and Co., Inc.
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guestions or have an opportunity to do so. Wen
it comes to that tine, please wait until the entire
guestion is asked before you start your answer.

DR DRUM  (Ckay.

JUDGE JULIUS: And if you don't ever
understand a question that you' ve been asked, just
state that you don't understand the question. The
attorney wll rephrase it in a way that you do
understand. |If you answer a question w thout

saying that you don't understand the question, we

wi |l assunme that you did understand it.
DR. DRUM Very good.
JUDGE JULIUS: Sounds good. | believe

it |ooks [ike your PowerPoint is up on the screen
both in front of you and on the nonitor behind
you, so the Court can see it.

| f you would, please, just state and
spell your full nanme for the record.

DR DRUM M nane is Phillip A Drum
PharnD. It's P-HI-L-L-1-P ADRUM

JUDCGE JULIUS: Thank you, sir. And
pl ease feel free to begin your presentation
whenever you'd like. [If, for whatever reason, you
would hear the word "objection" from the

Governnent, just stop. "1l address the
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obj ection, and then we'll nove fromthere.

DR. DRUM Very good.

JUDGE JULI US: Ckay?

DR. DRUM Thank you.

JUDGE JULIUS: Thank you.

DI RECT EXAM NATI ON

DR DRUM So if | can have the next
slide, please.

kay. | would like the Court to know
that I'mhere today at ny own cost. | own no stock
in any pharmaceutical conpany and have no
financial interest in today's hearing. | have
even had to use vacation tinme at nmy place of work
to be here today and tonorrow.

Al'l of ny opinions are based on the
federal definition of marijuana, okay? 21 U S. C
82 -- 802(16)(A). Ckay?

Exhibit 1, sir, Your Honor, is ny CV.
| -- | have been a California |icensed pharnaci st
for the past 40 years. | attended UC Davis for
two years, followed by four years at UC San
Franci sco School of Pharmacy. | next perforned a
residency in hospital pharmacy practice for one
year.

| then worked several years as an

Neal R. Gross and Co., Inc.
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I npatient hospital pharmacist with a -- a practice
specialty in oncology. Then | noved into pharnacy
managenent and anbul atory care practice at a VA
for 11 years, for actually multiple VAs. Mbst
recently, | have worked the past 20 years as a
clinical manager and a senior inpatient pharnmacy
consul tant.

I have been active I n t eachi ng
phar macol ogy to nultiple healthcare professionals
across nultiple colleges. | have been active in
support of safer roadways for supporting state
safety bills. | also received ARI DE training,
whi ch IS Advanced Roadsi de | npai red Dr ug
Enf orcenent from | aw enforcenent.

| was appointed to the California H ghway
Patrol Inpaired Driving Task Force and given
mul tiple presentations on the inpact of marijuana
and driving.

Your Honor, at this tinme, | tender nyself
as a provisional expert in the field of hospital
phar macy practice with vast know edge in the area

of marijuana and inpaired driving.

JUDGE JULI US: Consistent wth the
Court's prelimnary order, | will go ahead and
accept the provisional expertise, which wll be
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subject to challenge in the closing -- witten
cl osings by the other parties. But please go ahead
and continue, sir.

DR. DRUM  Under st ood.

Next slide, please.

Ckay. The reason why |'m here today is
to argue that there's no current scientific
indication or nedical wuse for a plant-based
marijuana product. I'mraising this point since
the FDA has not approved a marijuana product drug
-- again, the entire plant -- nor produced the
package insert for one of -- a nedical indication
for marijuana because the scientific data has
failed to support it.

Marijuana is conprised of over 100-plus
cannabi noi ds and 200 terpenes, which provide scent
and flavor, and flavonoids providing color and
antioxidant activities, a so-called need for
el ements to -- to create a controversial and
unproven entourage effect.

Many of the <claims of -- of the
I ndi vidual chem cals' actions are in early-phase
studies in animals or cell lines and not near the
phase 3 human studies. As you know, there are

three pillars of -- to the controlled substance
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| evel s: abuse potential, accepted nedical use,
and dependence. W thout proven nedical use,
marijuana nust stay as a CS | because the
difference between a CS 1 and Il through Vis the
-- that nedical indication for use.

Next slide, please.

| feel that we're putting the cart before
the horse here. W're changing the -- the CS
status, the horse, and then we're going to get the
FDA approval second. This is -- in ny 40 years
as a pharmacist, | haven't seen this happen. I|I'm
not aware of this happening.

In fact, in 2018, the second cannabi noi d,
CBD, known as Epi di ol ex, was FDA approved when the
initial recommendation was for it to be a CS V
subst ance. Followng the FDA approval for
pediatric epilepsy, it was |ater changed to not a
control | ed substance by the DEA

Plants are not nedical therapy in the
United States. Herbal nedicine has been used
el sewhere, but pharnacists do -- do not dispense
whol e plants as nedicine in the U S.

There are I ndi vi dual active
chem cal s/ nol ecul es that cone fromplants that are

made i nto nedicines. That have -- that has been
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the practice inthe -- in the United States. Wy?
Wel |, because there are nmultiple conponents to the
pl ants that may be harnful and are unnecessary and
interact wth other drugs, and ot her external
itens may be easily added to plants, such as
bacteria, chemcals, nold, and fungi that nake
t hem danger ous.

| wll go on to discuss the adverse
effects and risks associated wth marijuana
products, hopefully address sone that you nmay not
have heard already. | know you've heard nany
peopl e speak already, and | -- and |'ve seen your
war ni ng about not repeating yourself, so hopefully
| wll not do that for you.

| wll discuss how researchers are able
to performresearch on CS | despite the clains
that they cannot, and conpare the anount of
studi es and costs of these studies to other drugs.
| wll discuss many of the failures of the current
state-run marijuana prograns placing Anericans at
risk and the potential way forward that could help
address many of these questions.

Next slide, please.

Botani cal drugs approval require the

sane rigorous clinical trials and manufacturing
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standards as conventional drugs. W -- we need
this. It's very inportant. There are many drugs
that are plant-based, and sone have been
desi gnated as over-the-counter even, |ike cascara,
psyllium and senna, but they're not the entire
pl ant. These been -- have been recognized by the
FDA as being safe and effective and are OIC
products.

Next slide, please.

The delivery of -- so the -- in 1906, we
had the Food and Drug Act. The delivery of snoking

a carbon-based carcinogenic plant as a nedicine is

not consistent with U S. nedicine. In 1906, the
Food and Drug Act -- and, again, just to step back,
you know, tobacco is not a nedicine in -- in -- in

the United States. It was purported in the past,
but, again, we clearly know that it's not.

The 1906 Food and Drug Act was passed by
Congress and signed by Theodore Roosevelt to
prevent the manufacture, sale, or transportation
of adulterated or m sbranded or poi sonous or
del eteri ous food, drugs, nedicines, and |iquors.
What is being proposed by HHS is a step back to
t he days before the FDA

W have allowed the public to vote on

Neal R. Gross and Co., Inc.
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what IS medi ci ne based on I ntentional

m sinformati on froma group who has had a history
of providing addictive substances for profit. W
have been studying marijuana for nultiple decades
and have the evidence to prove this is not a safe
medi cati on.

Normally, a pharnmacist receives an
FDA- approved package insert to be able to assess
t he appropri ateness of the nedication. 1'll talk
nore about this shortly. [It's our duty to assure
the nmedi cation and dose is appropriate for the
patient and properly counsel the patient on the
proper use, storage, and nonitoring issues.

Next slide.

Again, this is not U S. nedical therapy.
| -- 1 don't hand over periw nkle plants.
Periw nkle plants do contain vinca al kal oi ds t hat
| used i n chenotherapy.

The next is eucal yptus. W know t hat
there are cough and cold preparations that cone
from eucal ypt us.

Digitalis foxglove is the next one that
we can -- we've created digoxin, an antiarrhythmc
and -- and heart agent from

And the Pacific yewtree there at the
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end, | was in practice at the tine when -- when
those plants were actually being harvested for
Taxol, and -- and they were becom ng short-I|ived
because people were going out and cutting them
down to make the Taxol before the -- before it
becane synt hesi zed. Again, Taxol is used as
chenotherapy in -- in patients.

The whol e plants are not used as nedici ne
In these cases. The active nolecule is renoved
fromthe plant and | ater usually synthesized for
the active chem cal.

Next slide.

This is not a route of admnistration for
medi cat i on, agai n, but It S bur ni ng a
car bon- based conpound that's -- that is -- that is
not the route of adm nistration for nedication.
Common routes of the flower or concentrates are to
be adm nistered by this route.

These net hods generate toxic chem cals
by burning the carbon-based plant materials and
which others can also breathe in through
secondhand snoke. This is also especially
concerning for other people around, especially
children in the househol ds.

So, again, what we see here is a joint,

Neal R. Gross and Co., Inc.
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we see here a bong, and then we see here at the
end a bloworch in which they're -- they'r
heating the high concentrates of THC.

Next slide, please.

This is froma nedical nmarijuana state
store only. This is from Arkansas. And you can
see the various products that are avail abl e then
in a nmedical marijuana state. And so notice the
categories of products available, proposed
medi ci ne: fl ower form vapori zed form
concentrates, edibles, tinctures, and topicals.

As you can see there, the RVR flower is
31 percent THC. As you undoubtedly know, the
standard marijuana was 0.5 to 2 percent in the
1960s of THC. The Deli-style flower is listed at
26.4 percent. The maxi num FDA provi ded
nmedi cati on, nedical marijuana product, has been
hal f of that value. |'mtalking about those that
are com ng out of the M ssissippi |ab.

So about 13 percent THC or |ess is what
t hey' ve been providing and what the researchers
have used in their studies. They are not using
t he vape pen-provided concentrates that reach 80
to 90, up to 99 percent THC

Next sli de.

Neal R. Gross and Co., Inc.
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This is also available -- readily
avai |l able on the -- on the internet as products
that people are selling. And these -- the industry
has been selling and continues to sell these
products with very close nanes that are normal to
candi es or food and can easily be -- lead to
confusion in small children.

Not only these products, you can see that
they don't contain childproof caps |ike what |
have to provide as a pharnmacist when |'m
di spensing, you know, dangerous nedications
to -- to people. And as a result, we -- we've
seen nmany issues with children accessing these
pr oducts.

Next slide, please.

Again, now |l'mgoing to go into -- again,
we have no Food and Drug approval for narijuana
currently.

Next slide, please.

A pharmaci st, a provider, a nurse, or
patients or caregivers need the FDA-approved
information to be able to accurately dispense,
prescribe, and adm ni ster a nedicine, especially
a controll ed substance.

So what's in the package insert is what
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| have listed here, things |like indication for
use, description of the active nol ecule, the
clinical pharmacology of that nolecule, the
phar macoki netics of that active ingredient, the
absorption or bioavailability of that product
dependi ng on the route of adm nistration, the
distribution. So that's how it gets distributed
t hroughout the body, that active ingredient. The
nmet abol i sm how that product is being broken down.
The elimnation out of the body, whether, you
know, through G route or urine or other nethods.
The dose of the active ingredient is in there.

The route is then specified that this is
oral or this is topical. The frequency is
specified. The adjustnents that may be necessary
dependi ng on the type of patient, so things |ike
children or people with kidney failure or hepatic
or liver failure, how to adjust the dose.

Can -- is it safe in pregnancy, and can
you give it to a pregnant woman? That i nformation
Is in the package insert. Adverse effects. The
clinical trials that were used to approve the drug
are also listed in that package insert, so | can
review themto see the types of trials that were

used to then create those indications that created
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t he approval .

Agai n, contrai ndi cati ons, war ni ngs,
precautions, drug-drug interactions are |listed on
this package insert. Overdosage nmanagenent is in
this package insert as well as how to store the
product, and there usually is a section, too,
maybe on patient instructions on how they can take
it and understand -- not the -- not the nedical
use that's in the rest of it.

Next slide, please.

So, again, these are true of what | call
nmedi cal marijuana products. Again, what this is,
is they're -- we're showing a picture there of the
tablets, the gel formcaplets, if you wll, of
dronabi nol, which is also known as Delta-9 THC,

' m sure you're aware.

One thing that -- that's interesting to
note is that dronabinol itself is in two different
cl asses of controlled substance. Syndros, the
liquid version, of 5 mlligrans per nL, is a CS ||
wher eas dronabinol, the oral tablet, is a CS III

And 1'Il tell you nore about this |ater
because that's very interesting, that the DEA has
al ready made that designation that it's different

because liquids tend to be absorbed qui cker than
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oral tablets. Oal tablets nust be broken down
in the -- in the stomach before it's released into
the intestines, which then it begins to get
absorbed. So you reach peak |evels nmuch faster
with liquids than you do an oral tablet, okay?

And, again, stomach acids al so break down
then the product, too. So, again, I'll talk nore
about this later.

The snoked marijuana, if truly is -- is
deened to be a drug, which it hasn't, is actually
cl oser to the phar macoki netic absor ption
characteristics to a liquid version of THC t han
the solid. The -- so a CS || wuld be potentially
nore appropriate level for nmarijuana because of
Its rapid absorption.

It also, if it's snoked, goes in through
the lungs. It does not go through the liver where
the netabolismoccurs. And so it goes right then
up to the brain and other parts of the body w thout
that first pass netabolismthat oral products
undergo, okay? And, again, I'll talk a little bit
nore about that |ater.

So, again, it's those -- those el evated
|l evels that tend to lead to the adverse effects

and -- and addiction potential in people, too.
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Next slide, please.

So this is the package insert of -- of
Syndros, again, readily avail able out on the
internet. And, again, just to point out, you can
see there | highlighted thisis a CSII and -- and
this was revised as of 2020. This is the | atest
version that |I found on the internet. And other
drugs that are approved at nmultiple controlled
substance status | evel is codeine.

So, again, Ty-Co Nunber 3s and 4s or

Tyl enol with codei ne Nunber 3s and 4s are -- are
a CSI1Il. But when codeine is above 90 mlligrams,
it becomes a CSIlI. So there are many substances.

There's nore than 10 ot her substances that cross
mul tiple controll ed substance |evels. So please
don't feel that because it's Delta-9 THC, but,
again, they're claimng other conponents are
necessary, that it needs to be a CSIII I|ike
dr onabi nol i s.

There are many drugs that are nultiple
| evel s, okay? And so things I|ike the
bar bi t ur at es, anobar bi tal , pent obar bi t al ,
secobarbital, they cross the CS Il and CS ||
| evels. Okay? So barbiturates do this as well.

Dext r opr opoxyphene does this. It's a CS 1l or a
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CS IV. Again, depending on dosing, depending if
it's added to other products, that tends to bring
the | evel down because providers know they can
only give, for exanple, with Tyl enol w th codei ne,
so nuch acetam nophen in a day; otherw se, it
damages the |iver.

So that's why -- that's why it's been put
in a lower class, because the -- they've limted
t he anmount of codeine, but also the doctors know
they can't over-prescribe it.

This i s what happened w th oxycodone, for
exanple. Percocet, before it becane oxycodone by
itself, Percocet had the Ilimtation, having
acet am nophen wi th oxycodone. Wen they pulled
out the oxycodone al one, that's when we hit the
fan and had problens in the 1990s, then on, because
now it wasn't being protected by having the
acet am nophen in it.

Per codan was the sane way. Percodan had
aspirin with oxycodone, but once they pulled that
oxycodone out alone and clained that it wasn't
addi ctive and could be used for pain at all |evels,
that's when the wusage went through the roof
because there was no cap on it like there was with

Per codan and Percocet.
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Provi ders knew they couldn't give too
much Percodan and Percocet because of the
acet am nophen and aspirin. Get it?

So, again, there's other products.

Again, GBis al or all -- or alll. Sorry.
LSD precursors by itself is al, but it's also a
CSI1Il. So there are nultiple products that cross

control | ed substance | evel s.
Next sli de.
And so wth ny exanple that | showed you

previously, 10 mlligranms is the |argest size of
dronabi nol. Actually, you know what? Did | mss
sonet hing? Actually, | did. |If we could go

back -- sorry. |Is that okay?

JUDCGE JULIUS: Yeah.

DR. DRUM Go back two slides. |
mssed -- | mssed the bottomportion of -- one
nore slide. That one.

Just to add, again, we know that the
FDA- approved indication is increased appetite from
H V wei ght | oss, not general anorexia. Again,
nausea and vom ting associ ated w th chenot her apy
for dronabi nol .

Nabi | one, which is Cesanet, it's also now

been around so |ong. Again, these drugs canme out
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in 1985, so they're generic, but it's really no
| onger used in the United States. That's a CS ||
It's a cannabinoid that's a CS I

Cannabidiol, again, as we -- as |
mentioned, in 2018 was approved. Again, it was
originally comng out of the FDA as a CS V, and,
again, that was then changed to a non-controll ed
substance. Again, that's available as a liquid
and, again, it's for those three indications
listed there.

Next sli de.

And the next slide again. Sorry for
t hat .

So what's the equivalence of an
FDA- approved THC product to one of these, you
know, products that they have out on the internet?
So here's an exanple of 42 marijuana approved
products or nmarijuana nedicine that | -- |
consi der, you know, nedical marijuana is Delta-9
THC -- is 10 mlligrans, and it takes 42 of them
to make that one bar, the 420 bar that's |isted
down there at the bottom That bar contains
420 mlligranms of THC

In California, and I'll tal k nore about

this later, they claimto have a serving size of
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10 mlligrams. So that would nean that there has
to be a designation for what is 10 mlligranms in
a bar, and in this case, they would have to have
42 designations to identify those 42 individual
10-m |l ligram doses. Again, |I'll talk nore about
this |ater.

O her issues are things |Iike cookies
that -- that it's being placed in. And, again,
who eats a tenth of a cookie? So people then are
easily able to consune the whole cookie,
especially children, and not knowi ng that they're
getting a 100 mlligrams worth of THC.

Next -- next slide, please.

Agai n, we have no FDA-approved products
for -- or package inserts for any of these
products. Again, these things are avail able on
the internet.

So this S ganja gum Agai n,
bi coavailability differs on the way that a drug is
adm ni stered. So sonething that's a gumthat's
kept in the nouth is kind of nore |ike an oral,
subl i ngual version, if you wll. And the
subl i ngual versions, again, bypass that first pass
ef fect going through the liver, can get absorbed

in the nouth, and then can go back up to the --
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you know, goes to the heart, then back up to the
brai n, and goes throughout the body.
There are tanpon products that are out

there with THC in them Again, the vaginal route

Is a-- 1s an approved route for adm nistration

of nmedi cati ons, especial ly comonl y
over -- overseas. But they've placed THC in --

or -- or conponents of marijuana into tanpons,

into inhalers that |ook |ike normal nedication
products that are inhaled, and those |last three
there are transdermal patches.

I know it's smal |, but , again,
it's -- and it's various types: CBG THCA, THC
| ndi ca patches that are placed on. Again, we know
that -- that those are -- are readily -- we have
estrogen patches, testosterone patches.

So, you know, nedication is absorbed,
especially fat-sol uble nedications, are absorbed
t hrough the skin. Again, they're going to bypass
that first pass effect as well. But the skin
typically acts as a very good barrier from
absor bing too much chemcal into the body, and it
al so starts getting netabolized as it's going
t hrough those routes.

Agai n, the nore dangerous ones are the
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ones that are in the nouth and those inhal ed
products. So, again, they avoid that first pass
liver effect, too, unlike the oral agents, and
they tend to then be -- you give themin -- in
smal | er doses because, again, the dose could be
very | arge.

Next sli de.

Ckay. So this is now Exhi bit Nunber 2.
On page 5 is Figure 1. And, again, |I'msure you've
heard this already, so | don't want to bel abor the
poi nt, but the THC content has been rising over
time. And that's what -- that horizontal axis is
years starting in 1995 and going to 2012. And
then on -- on the vertical axis is the THC content
I n percent going up over tine.

What's interesting, though, | see, is
what happened over those tinme periods as well.
kay? So in 1996, in California, it was approved
as a nedical product. So back then, you could see
It was around 4 percent THC. Again, these were
products that were taken in by the DEA, and this
Is reported by the DEA ,what were the percent THC
at that tine.

So prior to 1996, the DEA was sayi ng

marijuana i s about 4 percent. GCkay? Seventeen
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years later, in 2012, we know the first two states
t hen approved narijuana recreationally, and by
2012, the THC content being captured by the DEA
had tripled, up to 12 percent by that tine.

Wiy did that happen? Well, again, |
woul d propose that, again, in 1996 we had nedi cal
marijuana, and they quickly found that that wasn't
controlling the people at those |ower anounts, and
t hey began synthesizing it, and we started seeing
then other nedical problens cone about.

In 2004, we started seeing things |ike
t he cannabi s hyperenesis was being -- was being
seen, first papers in Gut com ng out in 2004,
because, again, they were now starting to create
very high THC content to keep these people on the
mari j uana products because they were -- it -- it
wasn't working. It wasn't as effective anynore if
they -- they kept themat the | ow THC percent, and
they had to continue to rise -- raise those |evels.

This is now seen as well over tine in the
ot her graph that's seen on page 5 of Figure 1 that
Is showing the energency room visits for
marij uana, cocaine, and heroin. ay? And so you
could see then over tine, the marijuana val ues

alone in red were -- were continuing to increase
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every year, again, the energency roomvisits for
marijuana. The blue bars are the -- is when it's
bei ng used in conbination wth other products, and
you coul d see those are going up as well.

The next area is the -- the cocai ne use
that's been seen in energency roons. And, again,
you can see that it's kind of gone up and gone
down, and -- and it kind of vacillates. And you
can see then it's al so being used in conbination
as well, the blue bars.

Finally, heroin is there at the end, and
you can see that heroin has been a very slow clinb
up over tine. And, again, the conbination
products, the conmbination is -- is seen as well.

But only marijuana was associated with a
statistically significant increase in the nunber
of visits during this tinme period. There was a
62 percent increase when used in conbi nati on and
100 percent increase when being used al one.

Next slide.

kay. So | usually do this as well.
You're -- | probably can buzz through this really
qui ck for you because |I think you understand this
quite well. But, again, sonething that I would

do to the lay public to get themto understand,

Neal R. Gross and Co., Inc.

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



© 00 N oo o b~ W DN PP

N DD 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

1922

you know, what was that old marijuana |ike? And

| usually relate it to -- to alcohol because the
-- the industry |l oves to conpare thenselves. You
know, we're |like alcohol. Let's treat us like

al cohol. And so | do. And -- and so, again, that
old marijuana was |i ke a Budweiser. GCkay? Again,
not hi ng agai nst Budweiser. |[|'d put any standard
beer up there. But it was |ike that, whereas the
new marijuana is nore |ike Jack Daniels.

The 20 percent THC in a joint is nuch
hi gher than the 0.5 to 3 percent, which was in
those original joints back in the '70s. Ckay?

And so then they created a product call ed
but ane hash oil, and they started creating this
product in the late '90s in -- in [larger
guantities, again, to be able to keep these people

on the marijuana products, and that's nore |ike

Everclear, which is 90 to -- a high percentage
of -- of -- percent alcohol. That's what your BHO
or butane hash oil is really like.

And they have these creative nanes:
shatter, wax. They call it snake tails if they
put it on top. They put the BHO on top of a -- a
j oint.

Again, sone of the estinmates that are out
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there on the internet state that 64 joints are
equal to 4 blunts, which is equal to 1 dab of -- of
80 percent THC. Again, the -- the -- the weight

of these dabs is very mnuscule in that it takes

50 dabs to nake the weight of one penny. So that's

how smal | and |ight these dabs are. Ckay?

Next sli de.
Agai n, GRASE products. [|'msure you
recogni ze this as well. These are generally

recogni zed as safe and effective. Once marijuana
is made a CS |11, wll it be conferred as having
current nedical use? |Is the next pillar that we're
going to then take it out of the controlled
substance status and allow the industry and others
touse it? WII it becone the next drug |ike henp?
Agai n, as we saw what happened to henp
in 2018 is that in the FarmBill it was then noved,
henp and any of its netabolites, which tends to
be CBD, and then they -- they convert it by using
chem cals to other active netabolites, sone that
are even nore psychoactive than Delta-9 THC, by
t he way.
And so, again, these are sold now
They -- they are -- have been deened by the

gover nnment as bei ng GRASE products, generally safe

Neal R. Gross and Co., Inc.

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




© 00 N oo o b~ W DN PP

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

1924

and effective. And, again, they're sold in gas
stations all around -- around the United States at
this tinme. And so, again, GRASE products really
to nme are, again, over-the-counter products |ike
Tyl enol, Oreprazole, aspirin, ibuprofen, cough
syrup. Those are GRASE products in ny view.

| n Europe, these products are only sold

in -- in pharmacies. They're not sold in gas
stations there. They're sold -- if you've been
to Europe -- |'ve been to Europe a fewtines -- you

see the green signs, and you know that's where you
have to go to get, you know, Tylenol and ot her
products |ike that.

Next sli de.

What |1'd like to do nowis shift gears a
little bit and talk to you about the first patient
that | experienced wth the use of a cannabi noi d,
whi ch was dronabi nol or Delta-9 THC

As | nentioned, | was an oncology
phar maci st. And, again, nost people don't
understand what it is that | do. M parents didn't
even understand what | did. | worked in a
hospital, and | had various roles, but one of the
things | would do is | would go on rounds with the

oncol ogi st. So when he saw the patients, | was
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right there with him

And so when we wanted to use -- well, the
physi ci an wanted to use dronabi nol on a patient.
And so | said, you know, you got to be careful
doing this. This is our first patient, and let's
start it with 2, 2-1/2 mlligranms, the |owest
dose. Again, 2.5, 5s, and 10s were dronabi nol
back in the day.

This is 1986, just approved in '85,
and -- and so we gave it to a cancer patient that
was receiving Adriamycin, which I'll show you in
a bit is very what we call enetogenic, highly

nausea and vom ting inducing, and was bei ng used

I n breast cancer very commonly, and still is
today. Call it red death. It's just -- it's
horri bl e.

And, again, we gave the 2.5 mlligram
dose to this pati ent, and It caused
hal | uci nations. The patient said --

MR. SVWAN:  (nj ecti on.

DR DRUM -- and | was in the room at
the tinme she said it.

JUDGE JULIUS: One second. Wiat's the
obj ecti on?

MR. SWAN. Hearsay, Your Honor.
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JUDGE JULIUS: Understood. But hearsay

iIs admssible in admnistrative proceedings.

It'1] go to weight.

MR. SVWAN.  Very wel | .

JUDGE JULI US: Thank you. Pl ease
conti nue.

DR. DRUM So, sir, | was in the room at

the tinme the woman said it, so it's not hearsay.
The patient said it, and | heard it.

And she said, quote, "I would rather
throw up all night than experience that again,”

t hat she was experiencing hallucinations. Wen I
asked the nurse what happened, she said there were
danci ng el ephants on the wall according to her.
And so she was experiencing hallucinations.

Agai n, another part of ny role that -- |
had the i nmune-conprom sed patients on ny floor.
So back in the day, again, we're tal king 1986,
prior to AZT even comng out in '88, | had the
Al DS patients on ny floor. Many of them had
cancers as wel | . And so they wer e
I mmune- conprom sed. And, again, | know how to
treat imune-conprom sed. So did the nurses that
then cared for those patients.

So they were on ny -- ny floor, ny

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

1927

nursing units that | covered. And so with that,
| did see sonme dronabi nol use.

| could tell you fromny experience, for
Al DS wasting syndronme it was not very effective
because, | think in part, | only saw themfor a
short period of tinme when they were in the
hospital. And so we were treating themfor
their -- their, you know, their cancer that they
may have devel oped. And, you know, we were just
trying to save them

Again, we didn't have the drugs |ike we
have now for treating AIDS. And that cane out in
the md-90s, and | treated patients with that.
The protease inhibitors revol utionized how we
treat AIDS patients. And there's really not a
need anynore for dronabinol in those patients

because we don't see that AI DS wasting syndrone,

the cachexia like we used to see. Again, | saw
t hat .

Again, | was in school in San Francisco
from'82 to '86, and so, you know, | -- | was on

units and saw those patients and know exactly, you
know, what -- what, you know, | was -- | was seeing
there. And we had no drugs at that tinme. AZT

came out in '88. More drugs cane out in the early
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90s. And, again, |I'mexperienced in -- we're using
t hem
Since then, since |'ve gotten out of that

practice, nore drugs have cone out, and

it'"s -- it's nmuch better controlled. It's al nost
| i ke diabetes now. It's amazing.

Next sli de.

So what I'd like to hear -- hear

today -- this is Exhibit Nunber 3. This is from
ASCO guidelines, or the Anerican Society of
Cinical Oncology. This rates the risk of
chenot herapy agents that cause nausea and vom ting
and the agents to use to prevent or reduce that
nausea and vom ti ng.

So page 3 has this statenent that -- that
you see here on the slide. And this is again,
In -- in 2020, "Cannabi noid use as an antienetic
agent for chenotherapy nausea and vonmting.
Evi dence remains insufficient for a recomendati on
to use nedical marijuana" -- again, we're talking
about the snoke versions -- "for nausea and
vomting for cheno and radiation. Evidence is
also insufficient for using dronabinol and
nabi | one for nausea and vom ting caused by cheno

and radiation." So they're very clear that we
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don't even recogni ze this product.

Well, later on, on page 3, |ower down,
It discusses the breakthrough nausea and vomti ng.
It says that for those who still use -- who
experience nausea and vomting despite opti mal
prophyl axis that the only other area of potenti al
use of dronabinol and nabilone use is only after
trying the -- another agent, ol anzapi ne.

The evi dence quality for t hat
recomendat i on IS I nternedi ate quality as
determ ned by the use of -- of the group creating
t he docunent, and the strength of recommendati on
IS noderate, not strong.

So the bottomline is no use of nedical
marijuana is still recomended. Even the
FDA- approved dronabinol is a last resort to
consi der in breakthrough nausea and vomting after
ot her agents have failed. Wy? Because we've
gotten nuch better agents since 1985 when
dr onabi nol was approved.

And | saw that with the -- with the
agents that started comng out in the early 90s.
We started getting other products that have nuch
| ower side effect profile. Again, renenber the

hal | ucinations in ny patient. And I'Il talk nore
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about that incidence of hallucinations |ater.

Next sli de.

So this is also fromExhibit 3. And,
again, if you look at this -- this chart -- this
IS -- this table -- Table 3 on page 9 and 10 is
Table 3 on the recommendation of agents to use as
antienetics for nausea and vomting for specific
chenot her apy drugs.

So based on the enetogenicity of the
agent, these are the products then that you shoul d
use for nausea and vonmiting is what's on here.
Ckay? And if you |l ook through this, you do not
see dronabi nol nor nabilone I|isted.

So, again, it just reiterates what | just
told you is that we don't use this commonly at all
anynore. Potentially for breakthrough is the only
time that they would ever consider using
dr onabi nol . So it's not wused for highly
enetogenic, it's not used for the noderately
enmet ogenic, or the | ow enetogeni c agents. Ckay?

Next sli de.

Next slide is Exhibit 4. |, as a
phar maci st, have a duty to warn about drug-drug
Interactions with THC, and this is a -- an article

that's specific for THC. [I'Il talk about CBD next,
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which is also found in -- in marijuana.

So this is Exhibit 4. Figure 1 on page 5
is this table here. And as a pharmacist, | have
a duty to warn the patient and provider and
prescri ber about specific itens.

One of them is about the drug-drug
interactions. And so if I'"mseeing the patient's
nmedi cal records and seeing the other nedications
they're on, | need to warn that provider based on
the dose and things that he's wusing how we
may -- what we nay need to do to avoid these
I nteractions, and there are nmany.

So those are -- there are sone that may
I ncrease the THC effect, so it increases the
l'i keli hood of side effects from-- from THC. These
drugs include AIDS drugs, antifungals, blood
pressure meds, over -t he-counter st omach
nmedi cati ons, and cheno. So they can increase the
THC ef f ect s.

There are those drugs that decrease the
THC effect and nakes the THC then seem | ess
effective or potent. These include seizure
medi cati ons and di abetes nedi cati ons.

Then there are neds that the THC w ||

I npact, and they wll nmake the other nedications
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| ess effective. And so these are things |ike bl ood
thinners and cholesterol-lowering agents |I|ike
sinmvastatin. So those drugs then don't work as
wel |l as we were anticipating them because THC i s

I nteracting, affecting what we call the enzynes
that are then netabolizing them and stinulating
themto then chew up those drugs quicker.

They al so increase the effect of other
drugs, too, by leading then -- then to side
effects. So these drugs then becone nore potent,
if you will. And so those drugs include opiates,
anti depressants, seizure nmeds, over-the-counter
stomach neds, and the blood thinner warfarin, and
that's very dangerous because warfarin, if it
becones nore effective, it now | eads to bl eeds,
and sonebody could have a -- a cerebral bl eed and
have a stroke, essentially.

Next slide.

This is the sane with ny duty to warn
about drug interactions nowwth CBD. So this is
Exhi bit Nunber 5, Table 2 on page 5. CBD is
anot her conmon cannabi noid, again, that's in -- in
the marijuana products, that also has several
drug-drug interactions just |like THC. It's also

bei ng used over the counter now that henp is
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federally approved. But it's also in the nedical
marijuana product. CBDis in there. 1It's one of
t hose 100-pl us cannabi noi ds, right?

So antifungal heart nedications and
antienetics make the CBD readily nore absorbed and
can lead then to increased CBD side effects. Those
side effects I'lIl go over shortly, but one of the
nost concerning ones i s hepatic damage, so liver
damage.

So if you're giving themthis dose, it
becones this dose higher, and nowit can lead to
i ver damage and other CNS side effects that are
caused by CBD. Central nervous system side
effects. Sorry, I'm Ilike, dropping in sone
medi cal terns here.

Some decrease the CBD levels, like
sei zure nmeds and AIDS drugs w il decrease the CBD
| evel s, making the child then that's using CBD
nore prone to having a seizure because now,
instead of the |level being here, it's going to
drop, and the person -- now the child' s going to
have seizures that the CBD is not going to work
for themin Dravet or Lennox- Gastaut.

Some nedications increase the |evels

and, t herefore, I NnCr ease t he si de ef f ect
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risks -- are being raised by CBD. And so those

i ncl ude chenot herapy, antipsychotics, opiates,
and statins. So, again, their |evels go up when
CBD is around. And, renenber, CBD is only one of
t he many cannabi noids stated to be necessary in
the nmedi cal marijuana products that are in unknown
anounts in the marijuana product for that
ent ourage effect.

| suspect that there's going to be nmany,
many nore drug-drug interactions with -- with
cannabi noi d nunber 3 through 100-plus. And,
again, we don't know about the terpenes and the
ot her flavonoids as well that may cause drug-drug
I nteractions as well.

Next sl i de.

So, again, wth that duty to warn,
wth -- wth marijuana, again, |'m just
reiterating that, again, 100-plus cannabi noi ds,
200-plus terpenes, and flavonoids. Again, it's an
unproven claimthat all chem cals are needed to
produce the individual interactive and entourage
ef fect.

So, again, if we know cannabinoid
nunmber 1 is THC and cannabi noid nunber 2 is CBD,

what's the dose for cannabinoid 4 and 20? Wat's
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the interactions wth nunber 88? Wat are
the -- what's the maxi num dose for 92? W don't
know. W have no package insert to tell us what
are the drug interactions, what are the doses,
what are the adverse effects.

So wthout that information, we're
really handcuffed on being able to use these
products. And we also know fromthe plants that
there are various amounts of those other various
products as well. [It's not consistent.

Next sli de.

So nowl'd like to tal k about sone of the
mari j uana products and the adverse effect risk.
Again, with -- these are the ones that, again,
we -- we know about, the dronabinol, for exanple.
So, again, ny duty to warn is to warn about with
oral dronabinol or Delta-9 THC, the adverse
effects and -- pardon ne.

Next slide.

And so I'mgoing to tal k about now --
this is Exhibit Nunber 6. This is the package
i nsert fromdronabinol. GCkay? And on pages 8 and
9 -- and, again, this -- this evidence was al so
present in the HHS docunent that you saw earlier.

They -- they went over these adverse effects as
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wel | .

But what's interesting to ne is how they
did not point out sone of this information. And
so |, as a pharmacist -- | don't understand what
It nmeans. \What does 1 percent -- greater than
1 percent nean to you? To ne, that could be
50 percent incidence. It could be 75 percent
I ncidence. It could be 99 percent incidence or
1 percent incidence or 100 percent incidence,
right? And so they didn't say that.

It says probably causal -rel ated i nci dent
greater than 1 percent, and then lists a whole
host of adverse effects: asthenia, palpitations,
tachycardi a, vasodilation, facial flushing.

Now, those that | just listed, those
cardi ovascul ar effects are very concerning to ne
if I have a -- if | have a, a heart patient because
| don't want to be causing palpitations and
tachycardia in a cardiac patient. In fact,
typically we're giving beta bl ockers to slow their
heart rate down, and here dronabinol wll increase
it and could potentially then I ead to angi na
or -- or, you know, the pain, you know, in the
heart type of sensation. And so that's very

concerning. You know, the FDA is saying it's
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greater than 1 percent.

What's al so interesting on here is they
do then give an asterisk and say the incidence of
events is 3 to 10 percent. So clearly it's
probably greater than 10 percent, because if it
was 3 to 10, they would have asterisked it as such.
You foll ow ne? kay?

So, agai n, abdom nal pain, nausea and
vomting, dizziness is |isted. Paranoid reaction,
euphoria, abnormal thinking, and somol ence is the
3 to 10 percent range. But notice hallucinations
Is not listed as a percent, nor is anxiety,
nervousness, ataxia, confusion, and which there's
clains that we use it for anxiety, but yet this
clearly shows you on -- the HHS docunent showed
you that this is greater than 1 percent incidence.

Agai n, the other side, just for, you
know, conpl eteness sake, it says the incidence is
|l ess than 1 percent for the other types of adverse
effects. But the side |I'm nost concerned with is
that | eft-hand side going, whoa, really? Geater
than 1 percent? Wat does that nean? GCkay?

Next sli de.

This is also in Nunber 6, Exhibit
Nunber 6 on pages 4 and 10, that -- this talks
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about the usual dose of dronabinol. Again, this
is an oral. The dosage nay be gradual ly increased
to a maxi mumof 20 mlligrans a day. ay? So
remenber that nunber: 20 milligrans a day
adm ni stered in divided oral doses.

So, again, 2.5 mlligranms every 4 hours
as needed for pain, not to exceed 20 mlligrans,

woul d be sonething like | would see as an order.

kay? O 5 mlligrans twce a day, not to
exceed -- or 5 mlligrans 4 tinmes a day, not to
exceed 20 mlligranms, okay, is what a physician

would wite. Ckay?
Ckay. So now let's also | ook then for
the other, the -- in the next section, the overdose

section, which is defined as the estimted

lethal -- lethal -- so they do acknow edge a | et hal
human dosage of intravenous dronabinol. And there
is an IV THC product -- I'Il talk nore about that

inabit -- is 30 mlligrans per kilo or 2.1 grans

or 200 -- 2,100 mlligrams in a 70-kilo person.

So, again, that's what we call an average
person, although nowadays the average Anerican is
probably a tad bit nore than that.

But | ook at the next line. |t goes on

to say, "Significant CNS synptons in antienetic
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studies foll owed oral dosage of 0.4 mlligrans per
kilo." And they spell that out for you:
28 mlligrans in a 70-kilo person or a 154-pound
person. So they're saying significant CNS
synptons occur in sonebody that gets 28 mlligrans

of THC. kay?

So r emenber t hat nunber NOW.
20 mlligrans a day, 28 mlligrans is going to
cause central nervous system significant -- this

Is the FDA talking here. This is the FDA package
I nsert.
So I'lIl show you later, marijuana in

California, nedical marijuana is deened a

2,000-mIlligram product, is allowed, and I'll show
you that -- that evidence. It's in -- it's in
our -- it's in our docunents in California. And,
again, as | nentioned, 70 kilos is a 154
person -- a 154-pound person.

So 2,000 mlligrans IS 71
times -- 71 times that 28-mlligramdose. Okay?

And the 420 bar that | showed you, that's 15 tines
that 28-m I ligram CNS-inducing product. Ckay?

So this is what's allowed in our current
state-run marijuana prograns. Anericans are at

risk, and they are suffering fromit. W know
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that we've seen, you know, nental health issues,
driving crashes, and others as a result of
allowng the states to continue to wuse this
product in these huge doses that are conpletely

I nconsi stent with what the FDA warned about.

Next sli de.

Now, here's the duty to warn. Again,
this is Exhibit 7. Pages 1 and 3 go into the
damage that's seen with CBD. Okay? So these are
t he adverse effects, and this is sonmething that |
found a | ot of people don't knowis that there's
a hepatic injury under warnings and precautions.

So, again, hepatic |iver damage. So
Epi di ol ex can cause transam nase el evations.
Concom tant use with val proate and hi gher doses of
Epidiolex 1increases the risk of transam nase
el evations. See the full prescribing information
for serumtransam nase and bilirubin nonitoring
recommendat i ons.

And so they recommend a baseline, and
then they recommend it typically nonthly or -- or
maybe a little less frequently, but that -- you
do have to followthis to nmake sure that the liver
dysfunction is not occurring.

One of the concerning things that | have
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Wi th dronabinol is back in -- in 2018, they |isted
-- the FDA listed 17 post-marketing surveill ance
requi renments for -- for CBD. Ckay? Only
seven -- seven of themare still outstanding.
That's 41 percent are still outstanding today of
those -- of those 17 concerns that they had, that
they said, "You guys need to do post-marketing

surveillance on this."

And the areas that are still outstanding
iIs kidney and liver risk. Those are still
out st andi ng. Animal enbryo fetal 1is still

out st andi ng, pre- and postnatal studies, aninal

t oxi col ogy, ani mal carcinogenicity, and use in
pregnancy. Here we are eight years |ater and we
still don't know the risks of that to patients,
but the FDA has approved this drug.

Agai n, somol ence and sedation is |listed
as an interaction wwth -- as a -- as an adverse
reaction to CBD. And -- and notice where it says,
"Moni tor for somol ence and sedation and advi se
the patients not to drive or operate machinery
until they have gained sufficient evidence on
Epi di ol ex." \What does "sufficient evidence" nean
to you?

JUDGE JULI US: | think the word is
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"experience. "

DR. DRUM (Okay. Experience. |'msorry.
Sufficient experience.

JUDGE JULI US: Just to «correct the
record.

DR. DRUM Yes. So what does "sufficient
experience" nmean to you? |s that a day's worth,

a week's worth, a nonth's worth? What does that
nmean? So it's very inconsistent and very uncl ear
fromthe governnent telling the people, you know,
until you gain enough sufficient experience to be
able to drive.

We know from-- from THC studi es that
t hey cannot appropriately determne if they're
i mpaired or not. There's Marcotte studi es out of
UC San Diego that state that. They think they're
able to drive within 90 m nutes, and they've been
proven that they can't drive for hours.

Sui ci dal behavior and ideation is |isted
for CBD as well. Ckay? And so, again,
these -- these are the warnings that are out there,
and, again, it goes into nore detail on the other
side on the hepatic injury and damage that can
happen from CBD

Next sli de.
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This was -- this was what | provided you
about the concerns that | had with the dose of
THC. So this is Exhibit Nunber 8, and if you go
to page 80, you'll find this. This is the
cannabi noid concentration limts in the state of
California. "THC concentration limts in edible
cannabi s products shall not contain nore than
10 mlIligranms of THC per serving." So there's
that serving size, whichis, again, I'll rem nd
you, the maxi mum oral dose of dronabinol.

100 mlligrans per package. So what
they're tal king about here, neaning you can have
the 10-m | ligram gunmmy bears and have 10 of them
In a package. O you could have a cookie that's
In a package, and it'd be all 100 mligrans.
Ckay?

And then, if you go further down, you'll
read about how a cannabis or a cannabis
concentrate may contain nore than 1,000 mlligrans
of THC per package but not nore than 2,000
mlligranms of THC per package if the product is
| abel ed for nedical use only.

Now | go back to 20 mlligranms a day from
the FDA and 28 mlligrans to cause the -- the CNS

adver se ef fects. And t hey' ve al | owed
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2,000 mlligrans of a concentrate to be used.
Ckay? And that's the shatter and wax and ot her
things like that, right?

And so this -- if we're going to | eave
this back to the states to control this, we are
putting our popul ation at risk.

MR. SWAN.  (nj ection, Your Honor.

JUDCGE JULIUS: Basis of objection?

MR. SWAN:  Your Honor, | understand that
the witness -- | nean, Dr. Drum-- is reading from
the exhibits that are already admtted, but |
think the -- the coomentary or the testinony
| eaving things to the states, that's outside of
his expertise, that the Court has taken under
consi deration, and we're now tal ki ng about the
| egal enf or cenent of di fferent states on
marijuana. And | would -- | would argue that
Dr. Drumis no |legal expert at this point.

JUDGE JULIUS: What is the basis for your
opinion with regard to states?

DR DRUM M -- ny concernis -- is the
risk that I've -- |I've already shown you fromthe
FDA, that they've -- they've told us that these
doses are the maxi num doses that should be, and

the state of California has -- has gone beyond
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t hat .

JUDGE JULI US: | understand the -- the
nature of the objection, | think.
DR DRUM And | -- | retract "states"

and say the state of California, if that's better.

JUDGE JULIUS: No.

DR. DRUM Because that's clearly what
| " m show ng.

JUDCGE JULIUS: Yeah. | think with regard
to state regulation, | think is alittle bit
outside the scope of this. | think to the extent
you want to focus your testinony nore on the -- the
dangers --

DR. DRUM Sur e.

JUDGE JULIUS: -- that you perceive --
DR. DRUM Right.

JUDGE JULIUS: -- or -- or opining on --
DR. DRUM  Sure.

JUDGE JULIUS: -- based upon a potenti al

reschedul i ng, that woul d be nost hel pful --

DR. DRUM  Ckay.

JUDGE JULIUS: -- to this Court in making
a determnation in this case.

DR. DRUM Right.

JUDGE JULIUS: | under st and.
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MR. SWAN: Thank you, Your Honor.

JUDGE JULIUS: Thank you, Counsel.

Pl ease proceed, Doctor.

DR,  DRUM Ckay. So next slide,
Exhibit 9, is the report and recommendati ons of a
hi gh- pot ency cannabis thinktank in the state of
Cali fornia.

This was an Cctober 2024 report. And
this was a i ndependent science -- scientific
comm ttee conprised of scientists and nedical
experts convened by the California Departnent of
Public Health to Ilook at issues surrounding
hi gh- potency products that have been in the state
already for eight vyears after recreational
approval in 2016.

Figure 1 is on page 9 and -- and reports
the display again at what we've seen before. On
the horizontal axis is over tine, and on the
vertical axis is the percent THC as it's been
rising over tinme. GCkay? So we constantly see
this reported.

And, again, P.S., the M ssissippi
federal labs is -- is providing the nedical
marijuana for the NIH study, was providing 2 to

6 percent THC in the 2010s, and now in the 2020s,
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they're providing a 13 percent THC product.

So those studies that are being done are
woef ul 'y underreporting the adverse effects that
we are seeing in the real world. Since the
researchers are not using the state-approved
products, they tend to be using the M ssissippi
| ab products, which are |lower percent THC
concentrations for their studies.

They claimthey can't because they' ve

said, "The federal governnent can cone after us,

and so, therefore, we're -- we aren't using our
state products. W're using" -- even though they
are funded by the states, they still are using

products that are fromthe M ssissippi |ab, the
federal products.

Wth that in mnd, again, they |ooked at
68 California sanples taken from San D ego and the
Central Valley retailers. They sanpled. The
average was 21 percent in San Diego and 24 percent
in the Central Valley. O the 68 California
sanples, only 23 were below. So 23 out of 68 were
bel ow 20 percent, and none were bel ow 10 percent.
Ckay?

And so t he federal , again, THC

concentrations that we -- they were providing in
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a Mssissippi lab, 2 to 6 percent in the 20-teens,
and now up to 13 percent. But still, there's no
-- but none -- none are being sold in the flower
formless than 10 fromthis study. GCkay?

Next slide.

So in nost states, this -- how-- howis
your product being selected? This is the person
now in nost states is -- the budtender is the
person that's actually selecting the product for
the patients, not a pharnacist. And the
physi ci ans, when they're r econmendi ng, a
recommendation is different froma prescription,
as |'msure you're aware.

And so this is who's legally allowed to
sel ect medi cal products, and usually the anounts
and frequency for the patient, and educate the
patient. So, again, we don't know that they're
recei ving these nedications. They're not putting
these products into the prescription drug
nmoni toring prograns that we as pharnacists are
required to do in all 50 states. [|'ll talk nore
about that |ater.

But, again, we're not seeing necessarily
their marijuana use that's going on. And so it

makes it very difficult for us to be able to
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provide the informati on when we don't know t hat
they're getting it. Ckay?

Next sl i de.

This is Exhibit 10, page 1. Again, our
duty to warn. This is a study about cardi ovascul ar
effects. | don't know, again, what -- what you' ve
heard, but this is fromJournal of the Anmerican
Heart Association study in 2024. So a fairly
recent study by Jeffers, which | ooked at the
associ ation of cannabis use with cardi ovascul ar
out cones anong U. S. adults.

This is a self-reported study of over

430, 000 people from 27 states and -- and
territories -- and two territories. This was a
t el ephone survey in which the nean age of the -- of

the patients were 45, a range of 18 to 74 years
old. Four percent were daily cannabis users,

7.1 percent were non-daily users, with a nedi an of

five -- five doses per nonth. GCkay? So maybe
once a week -- just a little bit nore than once a
week use.

The daily wuse of cannabis had a
statistically significant increase in the risk of
myocardi al infarction, known as a heart attack.

There was a 25 percent increase and a stroke risk
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I ncrease of 42 percent. Ckay?

The -- the higher the use, the nore days
per nonth, was associated with a higher risk even
when controlling. So they did control for tobacco
use, age, sex, diabetes, alcohol use, education,
and physical activity. So they did, you know,
account for that in the -- in the non-users. kay?

Next sli de.

This is Exhibit 11 on page 1, nore issues
about cardi ovascular effects. So this is cannabis
use for chronic pain patients, cardiovascul ar
safety in a nati onw de Dani sh study out in 2023.
They | ooked at the first six nonths or 180 days
of first use of nedical marijuana in over 5,000
patients that were using it for pain. The nedi an
age was 59 years of age, with 63 percent wonen.

They conpared to a control group of equal
age and sex. So they did conpare it to a group,

t hen, non-users of equal age and sex, and they
found a doubling in the risk of arrhythm as that
was occurring. The biggest risk were those that
had cancer and cardi onetabolic di sease or -- which
iIs known as, you know, insulin resistance,
obesity, and chronic inflammtion.

So, again, the concerning issue here
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IS -- is that they did match this, and they saw

an incidence of arrhythm as doubling within six

nmont hs.

Next slide.

Exhibit 12, page 1. These are adverse
effects of head and neck cancer. This was -- these
were patients they -- they looked -- this is

20 years worth of data in 64 healthcare
organi zations. And they reviewed the charts for
patients W th and wi t hout cannabi s use
disorder -- you're famliar wth that term
correct? kay -- who had head and neck cancer and
conpared it to those that didn't have cannabi s use
di sorder.

And so what they found was, in 116, 000
cannabi s use patients with a nean age of 46 years
of age, they conpared 3.9 mllion people,
non- cannabi s users, wth a nedian age of 60. Ckay?

I n the cannabi s use disorder group, they
found higher rates of oral cancer, relative risk
of 2.5. That neans two and a half tines nore
likely to have devel oped the -- the oral cancer.
Ckay? 4.9 tines nore oropharyngeal, 8.3 tines or
8.4 tinmes nore | aryngeal cancers. And -- and then

these patients that they were | ooking at had
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conpar abl e al cohol and tobacco use in the non-CUD
patients. Ckay?

Next sl i de.

This is Exhibit 13. Again, a -- a nore
recent study on page 1, and then on page 8 is the
Fi gure Nunber 9 over there to the right-hand
corner. Again, these are North Anerican rates in
cannabis and the states, and they were | ooking for
breast cancer patients that were diagnosed with
breast cancer or testicular cancer.

And, again, the age range is |isted
there: 20 to 34 in breast; and, testicular, 15
to 39. The tinme period was for 19 years from 2000
to 2019. And they found a high correlation between
i ncrease in the rates of cannabis to the nunber
of cannabis legalizing jurisdictions.

And so because cannabi s has al ready been
| egal i zed federally in -- in Canada, they tended
to have a broader and earlier full |egalization
than we did. And the Canadian rates are actually
seen to be in -- even nore increased than we've
seen in the U S in these areas. And so the rate
in | egal cannabis states, there was a 26 percent
increase in breast cancer and a 17 percent

I ncrease -- as conpared to a 17 percent increase
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I n the non-cannabis | egal states. So 26 versus
17; and, testicular, 24 percent increase versus
14 percent i ncrease.

So overall there tends to be increasing,
but those that are cannabis |legal states tend to
have hi gher incidence of breast and testicular.
And we are seeing this in -- in cell lines, the
ri skiness of -- of marijuana use in causing that,
and 1'lIl show you that Ilater as well. I n
California are -- are reports, which apparently
t he governnment doesn't want you to see.

MR, SWAN: (bj ection, Your Honor.
(bj ecti on, Your Honor.

JUDGE JULIUS: Sustained on that | ast
coment .

DR. DRUM Okay. You'll -- you'll see
it inthe -- it's in our California reports.

Agai n, another duty to warn that we need
to warn people about is the issue of operating
heavy machinery and driving. And so -- next slide.

This is, again, readily avail able from
our cannabis departnent. That this is for
the -- fromthe California Departnment of Cannabis
Control, readily avail able out on the internet

about the -- the need to warn about pregnancy and
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| act ati on. In both CBD and THC, active
ingredients in marijuana have warnings in their
FDA- approved package inserts about driving, as |
poi nted out previously. They both have that,
whi ch al so I ncl udes t hat operati ng heavy
machi nery.
They list this here as well, and they say
the effects of cannabis may include trouble with
t hi nki ng, seeing or hearing things that aren't
real -- again, hallucinations -- feeling like it's
time -- that tinme is noving slower or faster for
them again, things that nay be dangerous in
sonebody that's driving and operating a vehicle.
We've al so seen that their hearing is

affected: their visual fields are affected as

well. And so that's very dangerous. And their
ability to judge di st ances, and heari ng,
and -- and vision that's necessary to operate a
car.

Next slide.

This is, again, also fromthat sanme site
that has the pregnancy and lactation risks. So,
again, the warnings fromthe California Departnent
of Cannabis Control. And they -- they state about,

again, the risk of -- of, you know, applying
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cannabi s-i nfused creans or |otions.

No matter how much you consune, cannabi s,
THC, and other chemcals wll be passed to your
baby t hrough placenta and breast mlk. Very
clear. If -- if you use nedical cannabis, make
sure you talk to your doctor about alternative
treatnents duri ng pregnancy or whi | e
br east f eedi ng.

And they go on to warn about the punping
and dunping that you may have heard about as the
way people then can consune sonething, and then
they -- they -- they punp that -- that mlk, and
instead of giving it to the baby, they dunp it.
Well, the concern, again, as we know, Delta-9 THC
is a fat-sol ubl e nol ecul e, and they recommend
agai nst that, because, again, for you to get rid
of that THC, it takes a long tinme, and so it is
mai ntaining in that breast mlk for a while.

Next sli de.

So this is Exhibit Nunmber 15, and go to
page 6. This is Figure 3. And so what this is
Is the high feeling after 1V, oral, or inhaled
marijuana. So | warned you, here cones the |V
marijuana that was done in studies.

So, again, these are ol der studies, and
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this gives you then the -- on the horizontal axis,
It's tine after admnistration in hours, and so it
goes from zero to six hours that they were
nmeasuring this over. And then on the verti cal
axis is the relative high. They asked the person
on a relative scale of 0 to 10, How high are you
ri ght now? Ckay?

And so they admnistered intravenous
5 mlligrans. A snoked version was 19 m i granmns,
and an oral version was 20 mlligrans. And as you
can see, both the intravenous and snoked version
peaked early on, within about 10 to 15 m nutes,
right? 1It's very quick within -- within that first
hour that you see that peak.

The difference then seen with the oral,
that the peak is between two to four hours, is
where it finally peaks and at a nuch | ower |evel.
So you could see that the -- that the |V version
has the hi ghest I evel. The snoked version is just
a step belowit at a |level of seven, whereas this
is a level of four as to the projected high
sensation. Okay?

And so very inportant to -- to -- to note
this: that this is not going to peak like -- |ike

a snoked version when you' re taking an edi bl e.
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And a |l ot of people have gotten into trouble
because they were expecting that 15-m nute
reaction wwth an edible, and that's not what
happens. And so they take nore and nore, and then

they end up getting into trouble as a result of

t hat .

Next sli de.

Al so, from Nunber 15 is another very
interesting study that's related in here. [It's on

page 6. It's Figure 4. And what this is, again,
on the vertical axis, again, is that subjective
hi gh, but in this study they went fromzero to
five. And then on -- on the horizontal axis is
the plasma THC concentration in nanograns per L,
and it's going fromzero to six nanograns per ni.
This is a perfect exanple of why bl ood
I's insufficient evidence in cases and shoul d be
throwmn out. The Departnent of Transportation does
not use blood for marijuana for THC, right? They
use urine netabolites. And by the way, you don't
get a urine netabolite of even an inactive carboxy
THC, psycho-inactive. You don't get that THC
nol ecul e wi t hout having taken THC. Your body does
not naturally nmake THC in its body, okay? So it

makes anandam de, which is a different conplete
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structure than -- than the CBD -- or, sorry, than
the THC nol ecule. Ckay? Than the cannabi noid
structure.

So, again, with this one, what they did
was they had the person eat a cookie of
15 mlligrans of THC. Okay? So it was an edi bl e.
And what they did was after every 30 m nutes they
asked the person, "Wat's your |evel of high now?"
and they drew bl ood. Ckay?

So what you could see after 30 m nutes,
which is that first dot, is that the level was --
say it's about one. Sorry. Their -- their
subj ective high was about one, and the |evel was
three. Do you see that? Ckay.

And so then what happens after an hour
in this study, after an hour, they were getting
the peak plasma level of, let's call it, about
six, five sonething. ay? After an hour. And
the subjective high was three, 60 percent of max.
Ckay?

But as the tine went on, their -- their
relative high kept going up and finally peaked at
three hours. GCkay? Like what we've seen before,
that the high is, you know, two to four hours.

So, again, it's repeating the sane issue is that
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at about three hours is when we see the peak

subj ective high, but |ook at what the bl ood |evel
was at that tine. It was the same level it was
at 30 m nutes: three.

So this shows you that the subjective
high is at its maxi num but yet the bl ood |evel
is the sane level it was when the subjective high
was at one. Ckay? So this then shows you bl ood
| evel s are worthl ess because you don't know. Was
It taken -- did that person take that 30 m nutes
ago, or did they take that three hours ago? kay?

Next sli de.

This is Exhibit 16, page 158. Agai n,
this one, again, is marijuana use and driving
because, again, | need to educate sonebody, and
sone -- people should be educating themon the
ability to drive and operate heavy machi nery,
right, if they're taking this substance.

And so this was from"Mnitoring the
Heal th Concerns Related to Marijuana in Col orado,"
a study that canme out in 2016 in which they
convened a group of experts to | ook at the data
that they had at that tinme. And it says in nunber
9 on page 158, on tine to wait before driving, it

says, "W found substantial evidence that del aying
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driving for at | east six hours after snoking |ess
than 18 mlligrams of THC allows for the
THC-i nduced inpairnment to resolve or nearly
resolve for users who use | ess than weekly." Not
daily users. Ckay?

Then they al so found, under nunber 11,
"We found substantial evidence that delaying
driving at |east eight hours after oral ingestion
of less than 18 mlligranms of THC all ows the THC
I npairment to resolve or nearly resolve for users
who use | ess than weekly."

So for infrequent users it's six or eight
hours, again, versus snoking versus oral. Ckay?
Very inportant.

So what's the -- what's 18 mlligrans?
Agai n, that gummy bear exanple, 10 mlligrans in
a gummy bear. It's a gummy bear and a gummy bear
Wi thout its head. Rough estimate. So that neans
then you should not be driving for eight hours if
you took that nmuch. Ckay?

So, again, less than two serving sizes,
okay? Wiich is 10 mlligranms, they claim okay?

Snoked version. So let nme kind of walk
you through this. Twelve percent THC. [|f you

have 12 percent THC in a joint, how nuch is
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18 mlligranms? |If a joint is 500 mlligrans,
about half a gram Ckay? So then we nultiply
0.12, 12 percent, tinmes 500 mlIligranms. That
nmeans there's 60 mlligrans of THC in that
12 percent THC product. Now renenber, you can
only do 18 and not be able to drive for six hours.
So that neans you and 2.3 of your best friends
have to consune that joint for you to still get
18 mlligrans. GCet it?

kay. And now let's do 23 percent THC
|f you run the sane nunbers, again, it's you and

5.4 of your best friends. So neaning you can only

consune one point -- one -- one over 6.4,
one-sixth, if you wll, 6-1/2 percent of that
joint for you to have consuned 18 mlligrans.

kay? That's how little it takes and for how | ong
you have to wait. Okay?

Next slide.

So now |l'd like to kind of wal k you
t hrough the controll ed substance studies that are
being done currently on the CS | substance,
because | know many people want to claimyou can't
study it, you can't study it, and it's just
conpletely false.

JUDGE JULIUS: So it's al npost 10: 30.
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DR DRUM  Ckay.

JUDGE JULIUS: | don't know if you want
to start looking for a place that m ght be a good
pl ace to pause for our confort break. | don't
know if nowis a good tine --

DR DRUM How about -- how about --

JUDGE JULIUS: -- before you launch into
this or?

DR. DRUM Yeah. How about | do three
nore slides, and then we'll get into the veteran
stuff afterwards, or we'll start the veteran stuff
and -- so just a couple nore, | think. GCkay?

JUDGE JULIUS: Fine with nme. Thank you.

MR DRUM Al right. So can a CS |
subst ance be studied? GCkay?

So Exhibit 17. Again, ny code of ethics
requires that a pharmaci st mai ntain professional
conpetence, and |'mrequired to maintain 30 hours
of continui ng educati on, pharmaceutical or nedi cal
education, every two years. As such, | -- |I'm
very famliar with maintaining ny pharnaceuti cal
know edge by perform ng drug i nformation searches
usi ng PubMed searches of the Library of Medicine
or NIH Reporter for current and past N H sponsored

research studies. GCkay?
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So ny Exhibit 17 is an affidavit that
|'ve -- |'ve created of how !l did this search

Ckay? So this is a PubMed search, which conprises

nore than 40 mllion citations for bionedical
literature from Medline, life science journals,
and online books. It's fromthe National Library

of Medicine that | wal ked past the other day here
in D C

It provides scientific articles and
reports froma | arge nunber of peer-revi ewed
articles of the search termfor nedical marijuana.
So I put that search termin PubMed and it resulted
in 11,608 results for nedical marijuana. Ckay?

And that was -- that was a search
performed on June 20th of this year, 2026. The
maxi mum nunber of reports in one year was -- was
in 2019, in which there were 945 reports. However,
t he nunber has been declining each year since.

And in 2024, there were 805 reports,
which is a 15 percent reduction in the nunber of
articles witten since its peak in 2019; this
despite the DEA offering additional federally
| egal nedical marijuana cultivation sites other
than the M ssissippi |ab over these |ast four

years, as well as increasing federal funding.
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Exhibit 18 is the other affidavit that I
performed on the NIH Reporter. This is a database
of research sponsored by the U S. Governnent since
1985, commonly through the National Institutes of
Heal t h.

And so, in May of this year, | perforned
a search on marijuana alone, just the term
“marijuana,"” and the reports yield 9,566 research
projects and contracts and the publication at a
cost of $4.2 billion, okay, is how nuch the U. S,
taxpayer paid for that research. This is in
addition to any privately sponsored research
proj ects.

This result proves that one can study
CS | substances despite what people are saying.
That's still not approved by the FDA. | conpared
this to other anal gesic agents, including norphine
and i buprofen, and you can see the nunber of -- of
projects, contracts, publications, since 1985.

Mor phi ne did have sone nore, and the
reason why i s because norphine is commonly used in
a lot of surgical procedures and it gets listed
in there. So just 500 nore, but at a cost of
2.8 billion, t hose st udi es, and has an

FDA- approved i ndi cati on.
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| buprofen, 1,120 studies, you know,
one-ninth of the nunber of studies that narijuana
has, at a cost of $336 mllion, and that has three
FDA- approved i ndi cati ons.

Oneprazole, that purple pill that's over
the counter, 395 research studies. Again, these
are non-drug conpany sponsored studies. But
92 -- $90 mllion, seven FDA-approved indications.

And Semaglutide or Ozenpic, right,
everybody knows that drug, 149 projects at
$105 mllion, six FDA-approved indications.

And so ny -- ny point is here, you can

study a CS | substance nuch | arger than these ot her

conmon drugs at a much higher cost to -- to U S

taxpayers with still no FDA-approved indication.
The next slide, | just want to -- we'll

end on this one -- is the results of the VA results

fromthe NIH Reporter. There were 76 studies, and
that Exhibit 19 shows you those 76 studies that
were perforned at the VA And so you could read
through themas the -- as to the types of studies
and the VA that was involved in those studies.

So, again, this is being perforned at
the -- at the Veterans Adm nistration. Again, |

wor ked there. | was an investigational pharnacist
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when | was in -- in -- in Fresno and under st and
that investigational drug process at the VA

And so | -- | think we could end here,
and 1'lIl come back and tal k about those -- sone
of those veteran studies.

JUDCGE JULIUS: Sounds good. Doctor,

t hank you.

We're going to take a 15-m nute break.

DR. DRUM  Ckay.

JUDCGE JULIUS: |If you need to wal k
around, stretch your | egs.

DR DRUM  Sure.

JUDGE JULI US: Just, you know, anything
like that. Just don't discuss your testinony with
anyone during the 15-m nute break.

DR. DRUM  Absol utely.

JUDGE JULIUS: We will cone back at
10:50. That will be the 15 mnutes. W'Il be in
recess until 10:50.

(Wher eupon, the above-entitled matter
went off the record at 10:34 a.m and resuned at
10: 51 a. m)

JUDGE JULIUS: Dr. Drum if you'd |ike
to resune where you left off.

THE WTNESS: Certainly. Slide 45. So
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what |'d like to take you through, next slide

pl ease, are sone studies that were perfornmed at
the VA M dad was a veteran for 20 years, was
In Korea and Vietnam and | worked at the VA  So,
|'"d like to go through these VA studi es.

This is Exhibit 20, and this was a study
that was a cannabis use disorder and suicide
attenpts in Iragi and Afghani stan veterans by
Kimbrel at the VA Durham \Wat they did here was
this was a study of over 3,200 Iraqi Afghan vets.
Cannabi s use disorder was associated with both an
I ncrease by 68 percent suicidal ideation, with a
very significant P value of .008, and lifetine
suicide attenpts of a 230 percent increase, with
an extrenely significant P value. The study did
account for sex, PTSD, depression, alcohol use,
non- cannabi s drug use disorder, history of child
sexual abuse, and conbat exposure. CUD was a
uni que predictor of suicide attenpts in this group
of veterans. You can see on page 9, figure 1 that
no lifetime cannabis use had half the rates of the
current suicidal ideation and |ifetinme suicidal
attenpts conpared to those with a lifetine history
of cannabis use disorder. Next slide.

UNKNOWN FEMALE: Excuse ne, Your Honor,
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the m crophone is not in the back?

JUDGE JULIUS: Oh, thank you, ma'am Can
the court reporter hear okay?

COURT REPORTER It's working fine for

JUDCGE JULIUS: COkay. So it appears to
be a m crophone issue with the gallery. W' ve got
a thunbs up. GCkay. So, sorry. Thank you, Doctor.

THE W TNESS: Ckay.

JUDCGE JULI US: Pl ease conti nue.

THE WTNESS: Next slide. This is
Exhi bit 22, cannabis and cannabi noid for pain and
PTSD in mlitary personnel and veterans. This was
done at Walter Reed. This is in 2023.

I n 2023, the cannabis use in the mlitary
was | ess than one percent. Again, this was a neta-
anal ysis done on pain. In particular, they |ooked
at pain results in 36 random zed control trials.
Most showed no benefit. Two trials of low quality
had an N of 231 patients, but they only used for
7 days in this study, so there was a | ow nunber
of patients in this study and a very short
duration. Six trials, also deened of |low quality,
had 1,400 people in it, and they were using | ow

dose THC and CBD. There were 28 trials that showed
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no benefit.

Wth regards to PTSD, there were two
random zed controlled trials. Again, both with
very small nunbers. One had an N of 10, in which
t hey used nabil one, which inproved ni ght mares, but
again, we're not using nabilone in the U S. Again,
the other study that had 80 patients in it, they
used high THC, high CBD versus -- so it was high
THC versus high CBD versus noderate THC and CBD
versus placebo. Unfortunately, they were unable
to blind this study because 100 percent of the
patients that were on the THC product recognized
they were on the THC product. Sixty percent of
the placebo or CBD al one were al so recogni zi ng
that they weren't on the THC product. So that's
an inherent bias. They found no difference
bet ween the groups in PTSD control synptons. All
four had statistically significant noderate-to-
| arge reductions in synptons, but this displayed
a significant placebo effect due to bias.

Therefore, the current body of evidence
does not support the wuse of cannabis or
cannabi noids for treatnent of pain or PTSD in the
mlitary personnel or veterans was the concl usion

of the study. Next slide, please.
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Associ ation anong trauma, PTSD, cannabis
use, cannabis wuse disorder in a nationally
represented epi dem ol ogi ¢ sanpl e that was done out
of the Richnmond VA. This, they |ooked at 34, 000
vet erans, again average age of 48 years of age
across the VA and the nation. There were
interviews. Two tines they did interviews with
vets in ‘01 and ‘02, and then again, they foll owed
up in ‘04 and ‘ 05.

They assessed cannabi s use, cannabis use
di sorder, trauma history, PTSD, and ot her nental
heal t h di sorders such as anxi ety, pani c,
depression, alcohol, OCD, et cetera. O the
34,000 of those with trauma, they had an increased
l'i keli hood of cannabis use, an odds ratio of
1.215, which is a 21 percent increase. Then, in
those that had trauma plus cannabis use plus PTSD
and i ncreased use for cannabis use disorder, an
odds ratio again also of 1.21. So again, another
21 percent increase in those 2,990 veterans.

Agai n, PTSD was associated with greater odds of
cannabi s use disorder in this study. Next slide,
pl ease.

Correlates of recent and lifetine

aggr essi on anong veterans with co-occurring PTSD
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and substance use disorder. This was out of the
Charl eston VA. Again, a small N sanple size of

97. They were | ooking at the preval ence of a
recent, which was within the |ast 30 days of

aggr essi veness, as conpar ed to lifetinme
aggressi veness. Thirty-ni ne percent had recent
aggr essi ve behavior, with 57.7 percent having
lifetinme aggr essi ve behavi or. What was
I nteresting was those factors that concl uded were
t hose who had recent aggressiveness were anong the
cannabi s use people, in addition to younger age,

| ess education, severe PTSD, nunbing synptons,
suicide ideation, nore frequent alcohol and
cannabis use, higher physical sexual abuse,
greater conbat exposure and aftermath. Again, the
bottomline is here, this is a small study with

hi gh rates of aggressive behavi or anong veterans
wi th PTSD, substance use disorder that were nore
frequent al cohol and marijuana users. Next slide,
pl ease.

Again, if we're considering noving the
drug and calling it a nedicine, we need to make
sure that we have fail-safes in our systens then
that we're using the marijuana and again, right

now we're considering with | ack of FDA oversi ght
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and w thout their information. Next slide.

| just want to show you what's been
happening in the States. This is Exhibit 25. This
Is a study that was done. On page 2 of Exhibit
25 is table 1 here. These are non- FDA- approved
products that are being regulated by the state.
The FDA' s accuracy in dosing has to be 95 percent
or above accurate in the dosing concentration.
Ckay? These were purchases nade in 2014 of, again,
this is edible -- and they were | ooking at the THC
content in this study, okay? 1In 2014, they bought
then 75 products in total from San Franci sco, Los
Angel es, and Seattle, and they were |ooking at the
THC content. They tested it the accuracy with an
HPLC, a hi gh-performance |iquid chromatography, to
anal yze how much THC is in those products. The
LA products had nore over-| abel ed, neani ng they
contained | ess THC than they said on the | abel,
and the Seattle had nore under-| abel ed products,
meani ng they contai ned nore THC than the | abel
stated. The true pharnaceutical all owance, again,
Is 5 percent, and these were off by 23 percent
when under-1| abeled or off by a total of 13 percent.
So again, bottomline is they were off by 13

percent, and then they were off by 29 percent when
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they were over-1|abeled. Again, very concerning
results that we are relying on these products to
be accurately | abel ed and again, we need to be
careful with these products that are out there
because they're not consistent with what an FDA-
approved product woul d have. Next slide, please.
Exhi bit 26, table 1 on page 1. The sane
study group in 2016 now purchased CBD online. They
found simlar results. They were | ooking at oils,
tinctures, and vaporized products. Twenty-siXx
percent contained | ess CBD than was | abel ed or
wer e over-| abel ed, and 43 percent contained nore
CBD than was | abel ed. They were under-1 abel ed.
Thirty—one percent were accurate. Again the
totals were off by 5 to 13 percent, and so agai n,
they can only be off by 5 percent for an FDA-
approved product. This shows that, again, the
states are not adequately able to protect
consuners from products that can cause inpairnent,
the liver disease that we see with CBD products
i f, again, 43 percent contain nore CBD than what
t he product said. Very dangerous then for people
to experience then adverse effects from CBD. Next
sl i de.

Exhibit 27 is from the State of
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California Environnental Protection Agency. Page
4 shows t hat cannabi s snoke can cause
devel opnental or is a reproductive toxicant. This
Is what we call our, in California, our Prop 65
list. This then has to be posted in any facility
that has any of these chemcals init. Wat
they're |l ooking at is carcinogenic or reproductive
toxi cant effects, okay, are the drugs that are in
this list. And so cannabis snoke can cause

devel opnental. If you go to page 13, you'll see
mar i j uana snoke can cause cancer. |If you go to
page 21, you will see THC can cause devel opnent al
effects. So both cause devel opnental effects, AKA
reproductive toxicants. Both are placed on the
list after the public voted in 2016 for
recreational marijuana. These were placed on the
list, as you see, in 2020.

The cancer-causing effects of marijuana
snoke was in 2009 after nedical nmarijuana was
approved in 1996 by our Prop 215, which was our
nmedi cal marijuana in the State of California.

Next sl i de.

Exhi bit No. 28 on page 1. This is from

California, again, regarding the Prop 65 warning

from the Ofice of Envi r onnent al Hazar d
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Assessnent, which goes into detail about the risk
I n pregnancy that THC has and al so warns how THC
exposure can occur and the various ways babies are
exposed to THC. Mdthers eating, drinking, snoking
products with THC, or breathing in the air that
has THC in it fromothers. It affects the baby's
brai n, behavior, or learning ability, makes the
of fspring nore susceptible to drug addiction.
kay? It says it right there in the warnings on
this slide and this page. Next slide, please.
Exhibit 29 is also from OEHHA in
California. This is the one regardi ng cannabis or
marijuana snoke. Simlar warning, but notice the
hi ghlighted section on the additional toxic
substances admttedly found in cannabis or
mari j uana snoke that cause cancer or reproductive
harm  They include benzene, fornal dehyde, and
carbon nonoxi de, these are chem cals. They also
acknow edge that there are netals in narijuana
such as cadm um chromum |ead, nercury, and
nickel. These are all admtted here on this

docunent. Next slide, please.

Again, as a duty to warn that |, as a
phar maci st have IS for FDA recalls
phar maceuti cal s, and I receive not only
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phar maceutical s but al so nedical devices on a
daily basis fromthe FDA. R ght now | deal wth
medi cal devices in ny facility. | help build drug
libraries, and so | have to keep up on those

medi cal devices as well and if there's recalls.
Bottomline is | receive these on a daily basis
fromthe FDA.

There are three levels of recalls that
are sent out fromthe FDA. Cass | are the nost
serious. There wll be reasonable probability
that they wll cause serious adverse health
consequences or death. Okay? These are the
exanples that are given by the FDA include
contam nated drug with a |ife-threatening dosing
error or mal functioning device or failure during
use and food with botulinumor listeria. Gay?

Class Il may cause tenporary or nedically
reversible harm The probability of serious harm
Is renote. So that's a class Il error and a
medi cation wth incorrect, but non-dangerous
| abeling, such as wunderdosing a patient, is
danger ous, and you nmay have seizures then if
you' re not providing adequate CDD. Ckay, so that
would fit into a class I1.

Class IIl are lowrisk, not likely to
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uncl assi fi ed,

them that cone in that

1977

and there's many of

| evel as well. Class | and

Il recalls require a pharmaci st nust contact the

retrieve and repl ace the product.

(202) 234-4433

Ckay? Next slide, please.
This is Exhibit 30. This is from
California Departnment of Cannabis Control and was

taken off of their website, which they claimas

to what they do wth a nmandatory recall. GCkay?
Thi s occurs when there's an i nmedi ate and seri ous
kay,

consistent and simlar to what the FDA does with

threat to human life or health. SO0 very

a class | recall. They talk about notifying the

| icensee to cease distribution. DCC posts the

recall information and the |ist of mandatory

recalls on its website and sends a consuner

advisory to provide information to |icensees and
about the recall.

custoners They're not

collecting the data on who the patients are; how
are they getting that to the patients other than
potentially just posting it on their website and
expecting themto go and read it fromthere? So,
this sounds t hat
handl ed,

good, but this is why |

good products are

properly

remedi ated, and di sposed of. This sounds

needed to show you what
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they do in practice. Okay? So, this is what they
do for a mandatory recall. Next slide, please.

Exhi bit 31, pages 1 through 3 then show
a report that | pulled in Novenber of 2024 from

their website. This was readily avail able and

it's still there if you go back and | ook through
the dates. To find the recalls, you'll see these
dates included as well. These were 63 entries of

vol untary and mandatory recalls since January 26th
of 2022, okay, over 34 nonths. So that's 1.8
recalls a nonth. Less than one every two weeks

is what they were recalling. Okay? Next slide,

pl ease.

This is an exanple of California
Departnment of Cannabis Control recall. These are
all voluntary recalls. This is sonething |
accessed on June 22nd of this year. | went onto

their website, again, readily available, and these
were the products that were show ng up then.
They're all voluntary. If you notice, it's
vol unt ary, vol unt ary, vol unt ary, vol unt ary,
voluntary. These are not mandatory recalls and
what were sonme of those? Well, the Karova edible
says adul terated prohibited product was found in

the product. Voluntary recall. How about the
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West Coast Cure pre-roll? Adulterated m crobial
contam nation, Aspergillus niger. Vol unt ary
recall. Aspergillus can kill you. If you're an
I mmune- conprom sed patient, that bacteria can kill
you, and it's a voluntary recall. Next slide,
pl ease.

It's not only happening in California.
Thi s i s happeni ng throughout the United States,
and that's what the next slides are show ng you
Is to let you know that this is happening el sewhere
as well. This is consistent that this is
happening, and it's concerning to ne that our
patients nmay be getting these products even from
other states that are then now infected with these
potential problens.

Again, this is Exhibit 33 from the
Col orado Departnent of Revenue Health and Safety
Advi sory for Slow Burn Farns. This is one of their
exanples of their reports that they nade. On page
one, it's the recall of a product on August 30th,
2024, of a pre-rolled marijuana product. It was
found then to have, as you see, have Aspergillus
and the pesticide thiabendazole in that product.
Ckay? Thi abendazol e was above the Iimts all owed

by the state. The product was sold between
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February 8th of 2024 and July 22nd of 2024. One
to six nonths later is when this product recall
came out. That's what's concerning to ne is that
iIs this a tinely enough recall for these products.
Pages two and three show that this product was
sold at over 35 legal nmarijuana shops. Next slide,
pl ease.

This is Exhibit 34 fromthe Cannabis
Control Commission from the Comonwealth of
Massachusetts. This discusses a nold issue in a
product from Holistic Laboratories on page one.
|f you turn to page three, they describe the nold
I ssue existed in the facility under 11A since
Novenber of 2020. It was finally verified and
renmedi ated by May of 2022, one and a half years
later. Initial renmediation started on April 21st,
six nonths | ater.

Under 11E, they admtted that they knew
to ask for specific types of testing to avoid
detection, and they did so. Again, N, it says
they did not cease production while it was
remedi ated at the facility. Then sonething to
note, we in pharmacy have to operate under USP
St andards, United States Pharnacopeia. Sorry.

And so the | atest version that cane out is USP
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797, which really highly regulates us if we're
conmpoundi ng products. W have to, you know, have
essentially close to a clean roomli ke standard
drug conpani es do and have to suit up and gown up
and have air quality and pressure controls and
things in our IVroons in all hospitals. GCkay?
W can't afford to have nold in our products. W
can't afford to have nold in our IV roons. In
fact, we test for nold and bacteria regularly in
t hese roons and have outside conpanies cone in to
make sure that our roons are safe.

What woul d happen if a person cones in
the hospital and if it's a CS- Il substance, it
may be comi ng out of the pharmacy to deliver to
the floor, and there's one pharnmacist at 3:00 in
the norning, and | get a call fromthe ICU to nake
a conpound, have to go into ny clean room and then
have to al so di spense cannabis to sonebody up on
the floor that has nold in it? That's the concern.
Next slide.

Exhi bit 35 then are exanples of what |'ve
pulled off the internet, this is not just
sonet hi ng that's happeni ng In California,
Col orado, and Massachusetts. These are websites

from 20 states that have had nmarijuana show
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recalls. This is not an oddity or a rare
occurrence. Again, the nold issue is highly

probl ematic because of how nuch water the
mar i j uana plant uses and consunes. Mol ds are very
commonly found. Next slide.

Exhibit 36 is an editorial fromthe LA
Times entitled California' s Cannabis Regul ators
Failing the Legal Market and the Public. And from
page one, again, it acknow edges that there's
pesticides at |evels above the state that exceeded
federal standards for tobacco. The test found
chemcals tied to cancer, liver failure, thyroid
di sease, and genetic and neurol ogic harmin unborn
children. Sone vape pens had pesticides |evels
hi gh enough that could cause harmfroma single
exposure and that there were a few recalls that
were occurring previously, 8 recalls in 2022 and
2023, and then finally there were 28 recalls so
far in 2024.

They have picked up their nunber of
recalls, but again, this has been getting sold in
the State of California since 2018; approved in
2016, the sales started in 2018. By 2022 and 2023,
they were doing mnimal work in resolving these.

Again, they tal k about on page two, it took 41

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

1983

days for the departnent to issue its first ever
pesticide link recall. Next slide.

Exhi bit 37, on pages one and two, again,
this goes into the LA Tines later that year, who
al so report again in 2024 how the California
regul ators have largely failed to address the
contam nation issues. They found high | evels of
pesticides in very popul ar vape brands. And
again, this thing's reporting that their |ab
division chief that was seeking to involve
crimnal investigations was summarily fired in a
| awsuit that was filed. The testing |abs were
wlling to falsify testing results to allow
products to nmake it to nmarket.

So again, it's very concerning that
there's pesticide contam nation, allegations of
lab fraud, illegal cultivation, and investigation
of atip of fentanyl in licensed products that are
j ust being unheeded. Next slide.

This is Exhibit 38, page 4, the
California Departnment of Cannabis Control received
85 contam nation conplaints fromprivate |abs on
the safety certificates fromprivate | abs. Again,
in the State of California, on page 6, they admt
the lab testing is only perfornmed in 2024 at
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I ndependent | abs. There were no state-run labs to
accredit to test pesticides. Okay? So they're
relying on i ndependent | abs.

Agai n, i ndependent |abs have found 45
toxic chemcals in | egal cannabis products, 29
exceeding state cannabis |imts or the federal
tobacco |imts. Page five, table three, show the
first five rows of 36 rows of chemcals that are
tested. It displays how one chem cal is not even
being tested, but it's found; pynetrozine.
Pynetrozine is an insecticide. It's the second
one down there. [It's an insecticide that's used
on food crops, but it's not even screened in
California cannabis and it's a reproductive toxin
and carci nogen. Causes damage to endocrine organs
in rats.

At page seven, it talks about Stiiizy
maki ng a vape product that carried nore than 60
times the maxi num federal |evel of pynetrozine,
but it's still untested, and again, it's not on
the list of 66 pesticides required to be tested
in California. Next slide.

This slide again shows nore testing
probl ens, and again, it's not just California,

even though that's where | cone from it's

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

1985

t hroughout the nation that we're constantly seeing
this. 1n 2024, Maine had no testing for a nedical
marijuana programthat they |egalized back in
1999. That's Exhibit 39.

Exhibit 40 is a lab of 15 illegal weed
vape carts; 13 contained dangerous addictive
substances, and all 15 were contamnated with
cyani de. Again, the issue here is these things
are making it to the market even though they're
i1legal and we’'re not stopping these fromgetting
sold, and again, sone patients are resulting in
t hem bei ng hospitalized and put on ventil ators.
Sone patients nmay even need |ung transpl ants,
which typically only last |ike six years.

Exhi bit 41, why California shut down
testing at the majority of the pot labs. 1In a
2024 report on page one, they stopped two-thirds
of the labs fromfurther testing flower in the
state of California, but did allowthemto test
edi bl es and vape pens. They did not neet the
hi gher standards required of the flower at the
time that they were inplenenting, so they shut
down two-thirds of the |abs, |owering the nunber
of approved labs to 12.

Page two then tal ks about what happened
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as a result of that that 87 percent of the 150
products tested | ower for potency than what was on
the label that they saw in 2022. So again, the
accuracy was seen not to be there.

Exhibit 42, recall order of pot products
after lab is caught faking test results in 2018.
Agai n, pages one and two di scuss how 850 bat ches,
tens of thousands of pounds of flower, edible
marij uana products had to be destroyed or retested
because Sacr anent o- based Sequoi a Anal ytical |ab
was caught falsifying their reports. Articles
even admt that the netal testing had not even
started in 2018. When sales started in 2018, they
weren't testing for heavy netals at that tine in
the state of California, and I'll explain why
that's inportant.

Exhibit 43, California marijuana recalls
threaten state cannabis industry. Another article
from Decenber of 2018 di scussing the Sequoia Lab
and al so nentions the self-proclained |eading
cannabis testing center, Steep Hill Labs in
Ber kel ey, was suspended for 10 weeks for failing
to neet state testing protocols for two
pesticides. Next slide.

This is about fungal infections with
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cannabis. A 2016 report displayed nmarijuana users
were three and a half tinmes nore likely to have
fungal infections than non-users. So this was
| ooki ng at a dat abase perforned in 2016 of over
27 mllion people in the U S and their clains
from outpatient visits and prescriptions and
hospitalizations. They were |ooking at 1CD 10
codes. Do you know what those are?

JUDCGE JULIUS: |If you could explain that,
pl ease.

THE WTNESS: Ckay. |CD 10 codes are
codes that we use in the hospital for diagnoses
of issues. Things |ike fungal infections and nold
infections have a certain ICD 10 code. Wat they
did was they | ooked for those ICD- 10 codes and
conpared themthen to cannabis users versus non-
users. Again, cannabis use has a specific |CD 10
code that then the hospitals will acknow edge this
person was a cannabis user versus not. kay? They
then | ooked at the i mune-conprom sed patients
age, sex, U S. regional |ocations, and tobacco
use, and they found three and a half tines increase
in nold and fungal infections in users conpared to
non-users of cannabis in this study, by | ooking at

the | CD-10 codes.
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Exhibit 45, | don't knowif you're aware
of this case, but UC Davis researchers were
finding mold and fungi in nedical nmarijuana
products and warned of the health risks in a 2017
Sacranento Bee article. On pages 1 and 2, warning
that bacteria and nold were found in 20 Northern
California marijuana growers and in di spensari es.
This is especially lethal in people that are
I mmune-conprom sed, and they need to avoid
snoki ng, I nhal i ng, and  vapi ng aer osol i zed
marijuana. Aspergillus species, which is the type
of nold, is an especially deadly formof nold and
fungi, and it's very difficult to treat. They
nmention the death of a patient fromthis nold that
they related genetically back to his marijuana
product that he was receiving.

Exhi bi t 46  tal ks about cannabi s
m cr obi onme sequenci ng and reveal s several nycotic
fungi native to dispensary cannabis flowers. So
in 2018, there's a research paper from F1000
researchers discussing that they identified the
fungus found in cannabis products. Page 4
di scusses how they anal yzed t he DNA sequenci ng of
the nold of 17 cannabis products from Anst er dam

and Massachusetts. They found presence of nold
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products differed by different nethods being used
for testing. They showed that current testing
measures may not be accurate for detecting the
nmold in products. That's concerning.

Exhibit 47, A warning to nmarijuana
consuners. O egon and Nevada recall nold-infected
fungus and tainted cannabis. It's a 2023 news
article. Page 1, not only are they discovering
nol d, nanely Aspergillus, but also heavy netals,
such as cadm um and nercury, in cannabis flower
products. Seventy-five recreational retailers in
Oregon sold the products over the precedi ng six
nont hs.

Page 2 starts with the warning of the
mol d, Aspergillus, being sold in specific
products, displaying this is a conmon probl em
t hroughout the industry and may be probl ematic due
to fal se negative reports admtted on page 3 of
the report. Next slide.

This is Exhibit 48. It tal ks about
potential of industrial henp for phytorenedi ation.
Again, industrial henp is Cannabis sativa and so
for phytorenedi ati on of heavy netals. This is a
review article fromPlants in 2022. On page 1,

how t he pl ant, Cannabis sativa, can be used to
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capture netal from the environnent. It's a
process called phytorenediation and it's due --
the U S Governnent's been doing this for
decades, where they have an industrial waste site,
and they'll put Cannabis sativa plants out there
to absorb these heavy netals in those sites to
clean up the ground, if you will. And the reason
why they do this is that, again, that plant can
take up these tissues, as it says.

Onh page 3 of the report, table 1
di scusses the netals that are taken up and by which
tissues of the plant; the root, the flower, the
shoot, the |leaves. It displays then chrom um
zi nc, copper, selenium cadmum lead -- Lead' s on
t he next page, page 4, and nickel accunulates in
Cannabi s sativa plants.

Next, Exhibit 49 blood and urine netals
anong exclusive marijuana use in the Miine study
from 2005 to *18. This is a 2023 report fromthe
Environnental Health Perspective discussion, how
in the National Health and Nutrition Exam nation
Study, also known as NHANES, showed that when
conparing over 7,200 participants by nmarijuana
use, non-marijuana versus non-tobacco versus

excl usive marijuana, versus exclusive tobacco, and
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dual marijuanal/tobacco users, they neasured for
five nmetals in blood and wurine, Excl usi ve
mar i j uana users had higher cadm um and | ead | evels
in the blood and urine conpared to non-users of
both marijuana and tobacco. Cadm um excess can
lead to kidney failure, weakness, headaches,
respiratory damage, vomting and di arrhea, anem a,
and osteomal acia, which is |like, you know, thin
bones. Lead excess, as you know, is dangerous.
It can cause kidney failure, neuronuscul ar and
neur ol ogi c I ssues, nmenory | oss, chil dren
intellectual disability. Yeah, that's why we took
the lead out of paint, right? Gkay, next slide.
Marijuana workers are also having
reactions fromsone of these exposures. Exhibit
50 talks about highly toxic cannabis in
Massachusetts. |It's a G obal News report from
2018. On page 1, it talks about the workers at
t he New Engl and Marijuana Shop reporting to OSHA
about being regularly exposed to nold and that
they were being instructed by their supervisors to
use hydrogen peroxi de, who, |ater on, on page 2,
tal ks about the workers breathing in the nold.
Supervi sors confirmed the use of hydrogen peroxide

to treat the nold was an industry standard. People
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were experiencing allergic reactions, throat
irritation, and to go ahead and sell the products
that were contam nated nearby that noldy material.

On page 3, the organi zation denied the
presence of nold to authorities, clainmed not to
use hydrogen peroxide to authorities, and they
also talk about the conpany using banned
pesticides. Page 5 tal ks about one enpl oyee
testing positive for cadm um and experiencing G
and neurol ogi ¢ synpt ons.

Exhibit 51 is G een Thunb | ndustries,
where they tal k about a worker dying at an Illinois
facility in 2023. Pages 1 and 2 tal k about prior
to their death, the worker was renoved from a desk
job to one in the production area of the grow.

The worker died fromchronic obstructive pul nonary
di sease, or COPD. Anot her enpl oyee also
conpl ai ned of experiencing coughing fits while
wor ki ng at Green Thunb I ndustries. The paper goes
on to discuss another cultivation worker dying at
True Leaf in Massachusetts froma respiratory
reacti on of inhaling ground cannabis dust. Again,
these are OSHA vi ol ations by the workers. Again,

| can't afford to have this happen in ny

pharmacies, to bring marijuana products into a
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phar macy.

W have sterile areas, and we have very
small vault roons. | don't know if you've ever
seen one where we have to keep our controlled
substances in a hospital pharmacy and that's what
| am They're very small roons. They' re maybe,
like, six feet by ten, in which we keep all of our
control |l ed substances in those room W have to
keep accurate counts. And if we would have to put
a CS-1Il substance in that room it would
contam nate everything else that's in this room
And again, we deal wth inmmune-conprom sed
pati ents, cancer patients, and we're pulling out
t he norphi ne and other things out of that room
that are now going to have nold fromthese ot her
products that are in that room Next slide.

Prescription drug nonitoring prograns
are sonething that we've inplenented as a result
of the opiate problem This has been instituted
inall 50 states now. It's a state-run electronic
database that tracks C2s through 4s or 5s,
depending on the state. This docunents who
prescri bed the nedication, who received it. Are
you famliar with prescription drug nonitoring

pr ogr anf
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JUDGE JULIUS: |If you would describe it
for the record?

THE W TNESS:. Sure.

JUDGE JULIUS: Please. Thank you.

THE WTNESS: GCkay. So who prescri bes,
who received it, who dispensed it, the date, the
amount, and | ocation where it was received. So
that way we collect -- this information is sent
into the state, okay? It started again, as a
result of the oxycodone and opiate issues of the
doctor shopping, where people were going to
mul tiple pharmacies, seeing nultiple doctors, and
nobody ever putting that together.

So, what we used to do with C2s is we
woul d get what was called a triplicate in the state
of California, where the doctor would wite on the
triplicate, and keep a copy for thenselves, and
the patient cane in with the two pieces left. |
would then fill the nedication out, keep a copy,
and send the third copy to the state. That's how
the state was collecting the C2 information
before. This nowis all electronic, and so what
happens is, is the provider then prescribes the
nmedi cation, cones to a pharnmacy. W then put it

into the systemto say, okay, we're dispensing
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this drug fromthis doctor at this date, this tine,
this anount, and we send it off to the state. Now,
the state is running reports, and they can see the
pharmaci es that are dispensing. W are supposed
to | ook to nmake sure that the person's not doctor
shoppi ng and getting opiates and things from ot her
pl aces, right? |If we see that, then we need to
contact that doctor back and say, hey, are you
aware that they got this? They were supposed to
| ook. When they prescribed it, they're supposed
to look for the first tinme, at least in California,
not every tine that they prescribed a new opiate
for a patient, they were to go in there and | ook
and see that nobody else is prescribing it, and
then they prescribed it. W would then contact
that provider and go, Hey, Dr. X, Y, and Z are
al so prescribing this. Do you really still want
to do it? Because |'mnot going to be able to
fill it. And so they would then usually say no,
and then we would stop the prescription right
there and say, it appears that you're getting
opi ates fromother people, and I can't fill this
prescription, right?

What ends up happening at the state |evel

Is the state is looking at this as well
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el ectronically and seeing is sonebody over-
prescribing now? |s sonebody over-di spensi ng now?
They can cone down on you for doing this and wll
come after you for over-prescribing, over-

di spensing of opiates, okay? So that's how
they've kind of put a kibosh then to that doctor
shoppi ng.

Ri ght now, CS-1}J}- substances are not in
that system Marijuana's getting a free ride here
wi th a hal | uci nogeni c substance in which they're
being able to dispense this, and nobody knows.

And so | don't know if they're on narijuana unl ess
the patient tells ne. |I'mnot going to know, okay?
So, if it gets made to CS-111, it should be going
into the prescription drug nonitoring program

And if that happens, |, as a pharnmacist, you know,
aren't going to be -- | can't be rung up on H PAA
violations for |ooking and seeing other neds that
they're on, other opiates, because that's ny role
as a pharmacist. But is the budtender then going
to have access to see that this person's al so
receiving -- or is receiving, you know, other C4s
-- Ativan, Valiunf? Are they receiving Percocet or
ot her opiates? That's what | do because | could

see that, the other controll ed substances that
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they're receiving. kay, so that's a concern.
Next sli de.

One of the things | always do as a
phar maci st whenever | talk to a provider is | don't
just say, oh, you know, this prescription' s w ong,
and throw it back at them You always then tell
themwhy it's wong and how to correct it. So,
|'"d like to throw this out as a potential for a
way to correct the way things are working now.
Okay? A potential way forward. Next slide,
pl ease.

This is called REMS program it's by the
FDA. It's called Ri sk Evaluation and Mtigation
Strategy program Again when | cane into ny new
position --

MR. SWAN:  nbj ection, Your Honor.

JUDGE JULI US: Basis of objection?

MR SWAN:. We would argue that this is
not relevant to the rescheduling of marijuana.

JUDGE JULIUS: Yeah. Can you explain how
this line of testinony is going to be rel evant
t owar ds whet her marijuana, not already in Schedul e
11, should be noved to Schedule 1117

THE WTNESS: Ckay. So we're basically

going to designate it as a Schedule IIl as a
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medi cation now, that now has the federal
gover nnment approves that it's a nedication and
that this is a way to handl e those other two
pillars of the risk for addiction and adverse
effects. Wat this is going to do is this is going
to help regulate the dispensing anmounts that we
can now quickly identify the amount that they're
prescribing to nake sure it's an accurate anount,
as well as checking for the positivity that it's
wor ki ng, as well as the adverse effects. And if
we see this, then we can't continue to dispense
the drugs. That's what a REMS programw || do.

A REMS programlimts the anount that the
patient can receive. R ght now, there's no limt
on the anount that the patient can receive other
t han what the state says. You saw that the state
amounts could be 71 tinmes the CNS effects. A REMS
programw |l help control that. | say start with
the vape products, and let's see if we see adverse

effects and efficacy. That's what a REMS program

will do for you.

JUDGE JULIUS: | understand, | think,
what you're saying. | think the question nowis
this seens |ike an after-the-fact sort of

potentially regulatory systemthat would need to
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be i npl enent ed.

THE WTNESS: Potentially, yeah

JUDGE JULIUS: So, | think it's perhaps
| ooking a little too far --

THE W TNESS: Ckay.

JUDGE JULIUS: Down the road as to what
we're looking at in this hearing.

THE W TNESS: kay.

JUDGE JULIUS: Wiich is whether there's
a commonly accepted nedical use, whether marijuana
shoul d be noved froml to II]

THE W TNESS: Ckay.

JUDGE JULIUS: | think this maybe | tend
to agree with M. Swan that this seens to be

venturing into sort of specul ative, maybe down the

road --
THE W TNESS: Ckay.
JUDGE JULIUS: Kind of things if --
THE W TNESS: Under st ood.
JUDGE JULIUS: A certain pathway is
t aken.

THE W TNESS: Sure.
JUDGE JULIUS: | wll go ahead and
sustain the objection.

MR. SWAN. Thank you, Your Honor.
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JUDGE JULI US: Thank you.

THE WTNESS: Gkay. Next slide. So this
Is my summary slide. Again, let's not put the
cart before the horse. There's no standard FDA-
approved information on the plant's activity
chem cal s that have been deened necessary. W
don't know what the dose is for, you know, No. 4
and what the dose is for No. 20, and adverse
effects of 98, and drug-drug interactions on 67.
W don't know that. Again, we've allowed public
vote and legislatures to determ ne nedi cal use
thus far, and not the FDA

By making it a Schedule Ill, it confirns
its nmedical use status. Current risks outweigh no
scientific evidence of benefit at this tinme. It
should maintain the current status as a CS-|H-,
and again potentially could use a programthat
would help to mnimze the risks that we're
currently seeing. Again, | think |I've shown you
that without federal oversight, we are seeing that
we have faulty testing procedures that are
happeni ng that are putting the American public at
risk. There's no prescription drug nonitoring
programto capture who's receiving how nuch and

where they're getting it from and naking sure
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that it's not interacting with other controll ed
subst ances, whi ch was agai n causi ng probl emns.
Again, one of the first guys that did this, his
children were killed as a result of a person doctor
shoppi ng and recei ving benzodi azepi nes from here,
opiates fromthere. And so that's what the person
was doing. Now, you could be getting nmarijuana
fromhere, there, and everywhere, and there's no
comruni cation to anybody right now as to them
receiving this.

Agai n, wi t hout an FDA- appr oved
i ndication in that package insert that we in
medi ci ne need, | don't know that we should be
nmoving forward. Let's do what we did with CBD
Wth CBD, we approved the drug by the FDA and had
t he package insert. Then we noved it fromthe CS-
V to a non-controll ed substance. That concl udes
my tal k.

JUDGE JULIUS: Thank you, Dr. Drum |
think I heard you say early on that your opinion,
your views are based upon your understandi ng of
the CSA definition of marijuana.

THE W TNESS: Correct.

JUDGE JULIUS: Did | hear that correctly?

THE W TNESS: Yes.
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JUDGE JULIUS: GCkay. | just wanted to

confirm

THE W TNESS: Yes.

JUDCGE JULIUS: Thank you. M. Swan, |
don't know, it's now 11:33. | don't knowif you

have a sense of how | ong cross-exam nati on may
take. Do you want to --

MR SWAN. Can | get a mnute to confirm
with the teanf

JUDCGE JULIUS: Sure. W could either do
that before lunch. W could take early I unch,
cone back. Just confer, let ne know how you'd
i ke to proceed.

MR. SWAN: Thank you. Yes, Your Honor,
we can take an early lunch now because ny
understanding there's another wtness this
af t er noon.

JUDGE JULIUS: M understanding, from
court staff, is that your second witness i s not
avai |l abl e until -- as schedul ed on the original
publ i shed schedule -- until tonorrow.

THE WTNESS: That's correct.

JUDGE JULIUS: So Dr. Drumwi |l be the
only w tness today.

MR SWAN. Okay. Can | have a m nute,
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Your Honor ?
JUDGE JULIUS: O course.
MR LONI CH: Yeah, you're right.
MR. SWAN.  Your Honor, we can go.
JUDGE JULIUS: Okay.
MR. SWAN:.  Yeah.
JUDGE JULIUS: M. Swan, whenever you're
r eady.
CROSS- EXAM NATI ON
MR. SWAN.  Thank you, Your Honor. Good
norning, Dr. Drum
THE W TNESS: Good nor ni ng.
BY MR SWAN
Q Have you received any of the proceedings,
the transcripts in this matter?
A As a designated party, | have, yes.
Q OCkay. D d you get an opportunity to
review t hen?
A No.
Q Ckay.
A W were informed not to read other
W t nesses’ materi al s.
Q Ckay.
A | nean, | did review what was sent to ne

-- you know, that were the non-w tness issues,
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right? Because we were instructed not to read the
W t ness.

Q \Wat exactly did you review?

A I'muncl ear of your question.

Q You testified that you did review sone
materials that were sent to you, correct?

A Yes. They were the ones that gave ne
directions as to howto send in information, ny
exhibits, et cetera.

Q Thank you. Dr. Drum vyou'd agree with
me that the study of marijuana is a conpl ex
subj ect, correct?

A No, not really.

Q So, it's not conpl ex?

A No, it's like any other substance, it
should be treated |i ke any other substance. The
conplexity conmes with what's being attenpted,
where we're attenpting to say that we need all 100
cannabinoids and all terpenes and all that.
That's where the conplexity conmes in, if |
under stand the question right.

Q You would agree with ne that there are
di fferent met hods of studi es and et hi cal
consi derations that cone into play in the study of

marij uana, correct?
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A That's kind of conplex. Can you break
It down?

Q Sure. There's different nethods to study
marij uana, correct?

A Dfferent nmethods? Sure, scientific and
non-scientific. Absolutely.

Q Doctors study marijuana, correct?

A  Sure.

Q Pharmacists i ke your sel f st udy
marij uana, correct?

A  Under guidelines, yes.

Q Researchers, academ a study narijuana,
correct?

A  Yes.

Q Different considerations cone into play,
correct?

A | don't understand what you nean by
consi derati ons.

Q The individuals that are studying it at
the tinme --

A Yes.

Q ~-- they're considering different things,
correct?

A Correct.

Q GCkay. And you would agree with ne that
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t hose professionals may have different of opinion
in the study of marijuana, correct?

A Have a difference of opinion? If they're
studying certain disease states, sure. You know,
they may be | ooking for certain efficacy, and it's
di fferent.

Q And you would agree with nme, anongst
t hose studies, whether it's two doctors or two
phar maci sts, they nay have different of opinions,
correct?

A  Sure.

Q Ckay. Now, you testified briefly about
your corresponding responsibility. Can you
explain a little bit about that?

A Corresponding responsibilities nean that
| have to assess the anount of product that a
pati ent receives and, especially with regards to
opi ates, that | have to cal cul ate how nuch opiate
that they're receiving, and | have a correspondi ng
responsibility to be abl e to st op t hat
prescription because it exceeds what's recomended
for a daily anount. So for exanple, we commonly
use a 90 mlligram equival ent of norphine and we
have a correspondi ng responsibility, nmeaning even

t hough the physician recommends it, we have a
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responsibility to say that we're not going to fill
it. That's our corresponding responsibility, that
we do not have to fill a prescription if we feel
It's out of the realm --

Q Ckay.

A -- of appropri at eness.

Q And based on your testinony, is it safe
to say that marijuana i s dangerous?

A |Is marijuana dangerous? | believe it is.
| believe that as far as we know, it has no proven
medi cal use.

Q Sir, | didn't ask you that part. Is it
safe to say opioids are dangerous?

A Yes, but in a different manner.

Q Ketam ne is dangerous?

A Yes, it's a controll ed substance.

Q So it's safe to say all controlled
substances can be dangerous, correct?

A Yes.

Q GCkay and it’s safe to say that all
control |l ed substances, if not used properly, can
| ead to harms, correct?

A Correct.

Q Ckay.

A Specific harns that have to do --
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Q Sir, sir, sir, as -- just please --
A O can | finish ny --
Q You will get the opportunity.
JUDCGE JULIUS: You'll have an opportunity
for what's called redirect, and you can --
THE W TNESS: (kay.
JUDGE JULIUS: Add to or --
THE W TNESS: kay.
JUDCGE JULIUS: darify any of your answers

THE W TNESS: Ckay.
JUDCGE JULIUS: The questions that M. Swan

THE W TNESS: Ckay.

JUDGE JULIUS: -- is asking.

THE W TNESS: Ckay.

MR. SWAN: Part of that correspondi ng
responsibility is that you, as a pharmacist, can
deny any prescription, correct?

THE WTNESS: That's correct.

BY MR SWAN:

Q |If a patient cones to you wanting to fill
a prescription, and if you're not confortable with
it, as you testified on direct exam nation, you

can say, I'mnot going to be able to fill that?
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A Correct.

MR. SWAN.  Okay. No further questions,
Your Honor .

JUDCGE JULIUS: Thank you, M. Swan. Dr .
Drum as | explained, you'll have an opportunity
at this tine to do what's called redirect.

THE W TNESS: Ckay.

JUDCGE JULIUS: |If you had an attorney,
that woul d be your attorney's opportunity to ask
you foll owup questions or to clarify anything
regarding M. Swan's questions.

THE WTNESS: Yeah, | just --

JUDGE JULIUS: At this stage, I'Ill just
l et you --

THE WTNESS: Ckay and it was the issue
about the special, what was it again? | tried to

jot it down really fast. Special types of harnmns.
Wth regards to that, you know, each drug has
speci al types of harns and so yeah, narijuana has

speci al types of harns. Opiates have speci al

types of harns. | know the industry likes to try
and claimthat opiates will kill you, and our
product will not.

|'"'malso aware that it does |ead to other

types of harnms and risks. So, when a coroner
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wites that sonebody that comm ts suicide by
junmping off a building, that that is --

MR. SWAN:  nj ection, Your Honor.

THE WTNESS: -- that's a risk.

JUDCGE JULIUS: Hold on. W have an
obj ection. Basis of the objection?

MR SWAN. | think we're starting to get
beyond the scope of ny cross-exam nation. |
understand he's tal king about the risks --

THE W TNESS: The har ms.

MR. SWAN. But he's incorporating now
hearsay of what a coroner nmay testify to or propose
to the court. So | guess it's one of those things
where | understand that there is a | ot of rope
Wth ny redirect, so to speak, but I think we m ght
be getting too far. And maybe it's premature,

"Il sit down if Your Honor --

JUDGE JULIUS: | understand where you're
coming fromw th your objection. | think he's
using this as an illustrative exanple to nake a
point. 1'lIl allow himto continue with his answer.
If ultimately it doesn't go where | imagine it's
going, then we'll revisit.

MR. SWAN:. Thank you, Your Honor.

JUDGE JULIUS: Please continue, Dr. Drum
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THE WTNESS: Sure. So it has to do
with, again, what's already in the package insert,
the risk of suicide ideation is in there. And so
that's a risk and potential harmthat soneone
coul d experience as a result of using marijuana
products, THC and CBD in particular, Because it's
I n the package inserts, as | showed you. There
are different risks and harns that, yeah, you may
not stop breathing |i ke what an opiate causes with
the central nervous system but it does raise the
risk of a suicidal ideation. That's clearly in
t he package insert. That's clearly associated
with marijuana. That clearly has resulted in many
deat hs.

JUDGE JULIUS: Anything else you'd |ike
to say?

THE WTNESS: | think that's really it.

JUDGE JULIUS: GCkay. Thank you very
much, Dr. Drum Any other procedural matters
before we recess for the day?

MR LONICH  Nothing fromthe governnent,
Your Honor.

JUDGE JULIUS: Thank you.

MR. MCNI CHOLS: Not for us, Your Honor.

JUDCGE JULIUS: Thank you, Counsel. You
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are excused, Dr. Drum | understand you'll be
back with us tonorrow.

THE WTNESS: Correct.

JUDGE JULIUS: You'll be asking questions
of your w tness.

THE WTNESS: Correct.

JUDGE JULIUS: And she'll be appearing
renotely, | understand.

THE WTNESS: Correct.

JUDGE JULIUS: Ckay.

THE WTNESS: And she will have --
because | asked for that as well -- that she'll
be using a Power Point presentation as well.

JUDCGE JULIUS: Sounds good. All right.
Thank you very nuch for your testinony.

THE WTNESS: You' re wel cone.

JUDGE JULIUS: We will be in recess until
9:00 a.m tonorrow norning. Everyone have a good
afternoon, and we w |l see you back here bright
and early. W'Ill be in recess until then. Thank
you.

(Wher eupon, the above-entitled matter

went off the record at 11:43 a.m)
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was duly recorded and accurately transcri bed under

my direction; further, that said transcript is a
true and accurate record of the proceedi ngs; and
that | am neither counsel for, related to, nor
enpl oyed 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 enployed by the parties, and
| amnot financially or otherwise interested in

t he outcone of the action.

Janes Cordes
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