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Court File No.: T-2030-13

FEDERAL COURT
BETWEEN:
NEIL ALLARD
TANYA BEEMISH

DAVID HEBERT
SHAWN DAVEY

and

HER MAJESTY THE QUEEN IN RIGHT OF CANADA

AFFIDAVIT OF YEHUDA BARUCTL

Plaintiffs

Defendant ‘

I, Yehuda Baruch, medical doctor, of the City of Bat Yam, Israci, SWEAR

THAT:

1. | am a medical doctor, instructor at the Sackler School of Medicine at Tel Aviv

University and CEO of the Abarbanel Mental Health Center in Israel. As such, 1 have

personal knowledge of the matters hereinaffer deposed {o by me, except where same

are stated to be based on information and belief and where so stated 1 verily believe

them to be true.

2. 1 have been retained by the Aftorney General of Canada in the above

proceading to provide an expert report for the Court. Attached at Exhibit “A” is my

expert report, dated 26 October 2014,

"1




2.

3. On June 2, 2014, the Attorney General of Canada provided me with an
instruction letter to complete my expert report. Attached as Exhibit “B” is a copy of

the instruction letter.

4. Further, on fune 2, 2014, 1 was provided with a copy of the Code of Conduct
for Expert Witnesses. Attached as Exhibit “C” is a signed copy of the Certificate

Concerning Code of Conduct for Expert Witnesses.

5. Attached as Exhibit “D” is a copy of my Curriculum Vitae.

SWORN before me at the City of Tel Aviv, \
fgrael, this 26 October 2014.

> A—oaf"*’?

C:;_::y MM Baruch

Moshe Ostrower, Notary
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YEHUDA BARUCH MD La 16584
EXPERY IN PSYCHIATRY Ln 12317
EXPERT IN HEALTH MANAGEMENT Ln 18882
PIKUS ST. 10/1 GEDERA ISAEL 76700
" tel: +972-88596947
yharuchmd@gmail.com

A short curricutum viiae:

¥iead of the Ysraeli Medical Use of Cannabis Program, 20032812

MD degree, Sackler School of Medicine, Tel Aviv University — 1981 — L, N, 16584
Expert in Psychiatry since 1992, L. N. 12317 ‘

Chief Psychiatrist, IDF, 1995-1997

Chief Medical Officer, Northern Command {Ltc.), 19971599

CEOQ, Beer Yaakov Mential Health Center, 19992001

BExpert in Health Management, L. N. 18882

Head of the Medical Division, Israeli MOH, 20012004

CEQ, Abarbanel Mental Health Center, 2004 to present

CEO, Israeli Psychiatric Association — Te! Aviv branch, 2006-2012

CFO, Israeli Society for Treatment of Addiction — ILSAM [SRAEL, 2012 to present
Head of the [sraeli Mental Health Centers, 2008 to present

f was asked to give an eipert testimeny on behalf of the Attorney General of Canada in

the Allcrd el al. v. AGC [itigation ({ile no. 2-280575) on the following;

A. lssues to addressed:

1.

2.

L

How fsraet’s medical cannabis program was developed, including the policy
rationate(s) behind any rules that govern.

The process by which individuals become authorized o consume medical
mariuana. : 7

The amount of medical marihuana an individual user is permiited to possess
and/or consume and how those amounts are determined.

How individual dosages are determined,

Restrictions, if any, on the forms of medical marihuana that may be
consumed.

Resirictions, if any, on the medical conditions for which the consumption of
medical marihuana may be authorized.

Whether the production of medical marihuana in residences is permitted and,
if not, how medical marihuana is supplied to the user.

The dosages of cannabis thai have been prescribed to patients through the
{sraeli medical cannabis program and the medical justification for these

“dosages.
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YEHUDA BARUCH MD Ln 16584
EXPERT IN PSYCHIATRY Ln 12317
LXPERT IN HEALTH MANAGEMENT Ln 18882
PIKUS ST. 10/1 GEDERA ISAEL 76700
tel:  +972-88596947
yharuchmd@gmail.com

B. Qualifications on the issues to be addressed:

I served in the lsraeli army up to 2004 in the Medical corps and rose to be colonel.
1In 1999 1 was fent by the army to the Ministry of Health to serve as the director of
Beer Yaakov Mental Health Center. At 2002 [ was asked to serve as the director
of the Medical Management Division of the MOH. I have seniority and expertise
(according to the Israeli law) in Psychiatry and Medical Management.

At 2003 I was asked by the director general of the MOH at the time (Dr. Boaz
Lev) to be in charge of the [sraeli program for the medical use of cannabis (in
accordance with the lsraeli drug law sections 6 and 7 specifically ). During my 10
years of being in charge of the program the number of acfive permits rose from 64
to approximately 14,000. The whole system of the current program was erected
by me under the supervision of the MOH .In that regard [ was in charge of
evaluating atl the request for medical use of cannabis and issuing the permits that
were approved {by 2010 I had to colleagues working with me on these tasks — by
now thers more than 30 physicians).in order to fulfill this obligation I built the
first indications for medical use of cannabis (up to then each case was evaiuated
individually by a committee with no approved indications. . [ was in charge of
how to supply the cannabis to the patients and later on issuing the permits for
growing cannabis including issuing the agricubture standards and the security
standards. | was also in ¢harge of building education programs on medical use of
cannabis for health workers- mainly physicians and nurses. { was also the head of
the first infer-ministerial committee on medical use of cannabis in 2010 which
later became the steering committee headed by the deputy general director of the
MOH).

I have also written most of the drafts of communications of the Israeli Minisiry of
Health, Pharmaceutical Department: no. 165! and 106% of the Department of
Pharmacy in the Ministry of Health.

[ have atiended many medical conferences in Israel and lectured on the subject. ]
have published one article on the use of medical cannabis, submitted another one
and involved in 5 more ongoing studies. My Tull CV is attached as an appendix to
this report,
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YREHUDA BARUCH MD Ln 16584
EXPERT IN PSYCHIATRY Ln 12317
EXPERT IN HEALTH MANAGEMENT Ln 18882
PIKUS ¥, 16/1 GEDERA 1SAEL 70700
tel: +972-88596947
ybaruchmd@gmail.com

Addressing the issues:

1. How Israel’s medical cannabis program was developed, including the policy
ratienale(s) behind any rules that govern

. a) The process by which individuais become authorized to consume medical
marilipana
The Israeli program for consumption of cannabis due to medical needs (MCP—
Wedical Cannabis Program) started after a court order in 1992 that ordered the
State to atfow patients who need cannabis because of medical reasons to consume
it. The process that was erected at the time was that each request witl be passed to
a specific committee that was appointed for this mission. The committee had to
review the request and decide whether or not to approve and issue a license for
consumption of cannabis. Up tc 2003, there were only 64 requests that were
processed by the committee. In 2003, the number of requests started to rise
substantially, and this procedure took too long a time, from time of request to time

" of reply. For this reason, it was decided that instead of a commiltee, only one

physician (who was appointed by the director general of the Ministry of Health in
accordance with the iaw, especially the drug directive law) will review the
request, If he approves the request, a license for consumption of cannabis wili be
issued 1o the patient. This process continues fo this day with around 20 physicians
appointed to perform the task. Because there are already 20 physicians assigned to
handle the task, in order to achieve interobserver reliability (inferobserver
reliability = the ability to ensure that different reviewers will give the same
answer to the request, and that the answer to the same request will not differ
between reviewers) on one hand and public transparency on the other hand, a list
of indications for the use of cammabis for medical reasons was issued, and an
indication commitiee was erected serving as the formal agency 1o add or delete
indications and their specifications.

b) The amount of medical marihuana an individual nser is permitied to possess
and/or consume and hew those amounts are defermined

In Israel, under the MCP, a patient is permitted fo possess up to 100 g of dried
Cannabis, each according to his own license issued by the lsrasli Medical
Cannabis Agency. The amount was determined by trial and error, by me. in the
beginning, ] issued permits for 200 g a month. When [ asked for feedback, A
most patients replied that they used much Iess and no more than half the amount.
At that dose (200 gr a month), there were also much more side effects reported.
One can still request a permit for more than 100 g a month, but his physician
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EXPERT N PSYCHIATRY Ln 12317
EXPERT IN HEALTH MANAGEMENT Ln 18882
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tel: +972-88596947
ybaruchmd@gmail.com

neads to explain the medical need and state that there is no state of abuse or
addiction.

How individual dosages are determined

All patients start with a dose of up to 20 g per month or 0.66 g per day, divided to
one to four times a day. The dose can be elevated once a month in steps of up to
20 g at the most. With each increase of the dose, the requesting physician has to
describe the benefits of the cannabis treatment so far and what further benefits the
physician expects from the increased dose. As stated, the dose can be increased in
steps of 20 g each. Doses can be increased up to a total of 100 g per month. Doses
above 100 g per month have 1o be approved and certified by an exception
committes (usually the same members of the indication committee).

Restrictions, il any, on the forms of medical marihuana that may be
consumed
In Israel, cannabis for medical reasons can be consumed in one of several ways:
. Smoking of dried cannabis flowering tips '
2. Vaporizing dried cannabis flowering tips {at this point in time, there is only
one vaporizer certified by the Israeli Ministry of Health)
Cannabis oil for consumption by oral pathways
4. Consumption of cannabis cookies allowed only for juveniles

(W]

Restrictions, if any, on the medical conditiong for which the consumption of
medical marihuana may be authorized '

The medicinal use of cannabis in Israe! is allowed only within a specific set of
indications and their specifications {communication of the Israeli Ministry of
Health, Pharmaceuticat Department: no. 105! and 106* of the Department of
Pharmacy in the Ministry of FHealth). An application has to be done by a specialist
in the medical field related to the request, which will also do the medical follow-

up.

The mdications allowed at this point in time are as follows:

I. Chronic newropathic pain with a lnown organic origin. The patient has been
in treatment in a pain clinic or under a pair specialist for at least a year with
less than adequaie success, The follow-up for success of cannabis treatment
has to be done with an accepied pain scale.

2. Malignancy—A. Treatment of chemotherapy-induced side effects,

B. Malignancy-related pain. '
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Crohn’s disease (ulcerative colitis to a [esser degree) unresponsive to

conventional treatment.

4. Patients with HIV who are registered and treated in one of the centers for
treatment of HIV infection. The patient has to exhibit either loss of weight of
more than 10% or CD4 < 400.

5. Multiple selerosis with spasticity that is unresponsive to conventional
freatment. -

6. Parkinson’s disease with a duration of more than a year, with severe pain and
unresponsive to conventional treatment. '

7. Tourette syndrome—Long-standing and interfering with daily life activities.
Patient has to be older than 18 years. A recommendation has been issued by
both a neurologist and a psychiatrisi.

8. Fibromyalgia patients—Duration of the disease for more than a year and at
least two therapeutic trials with one of the three known agents for the
treatment of fibromyalgia (duloxetine, pregabalin, or miinacipran). The
request has to be authorized by a committee of at least two rheumatologists
appointed by the Ministry of Health and the Israeli Rheumatologist
Association.

9. PTSD has been added only lately by the indication commitiee (fune 26, 2014)
and is still waiting confirmation by the director general of the MOH. Duration
of the disease at least for three years. Severity ol disease: eligible for at least
30% of the disability according to standards of the sacial security. Has tried at
least two separate drug trials, known for the treatment of PTSD, of sufficient
longevity, that is, of at least two months® duration, and of adequate dosage.
Has been treated for a sufficient time with at least one short-term
psychotherapy. :

10. End-of-life patients—Less than half a year of life expectancy.

(W8]

Whether the production of medical marihuana in residences is
permitted and, if not, how medical marihuana is supplied to the nser

When the cannabis project was initiated, the patients were supplied the product
fiom what was caught from police confiscations. Since the origin of those
confiscations was unworthy {from clinical perspective) at best, it was decided that
the patient will get a permit for residential growth. At that point in time, patients
received a Hcense allowing them to grow up to 10 plants, up to the height of 150
em each, and to hold up to 200 g of dried cannabis flowers at any point. Since
most of the permits were issued to patients with malignancy, the MO started to
pet complaints that patients who suffer from malignancy have no time to start
growing by themselves and that actually the MOH is stirring them to buy
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cannabis Trom criminal sources. Because of those reasons, when Tsachy Cohen, in
2006 (now known as Tilkun Olam Company), offered to grow cannabis for .
patients for free, | accepted his otfer. Up to 2010, seven more growers

were allowed by me 1o operate, supplying paiignts free of charge. In 2010, they
were allowed to charge for their services a fixed amount of 360 NIS per month
{around US $100) with no connection 1o the amount of cannabis supplied (the
same systesn continues up to this day with the exception that the price is now 370
NIS per month). From that time, the health ministry decided that no new
residential growing licenses will be issued . In addition, any residential grower
that for any reason needs to buy cannabis from one.of the growsars (usually
because of crop failure) had to concede his residential growing license and gei a
license to buy cannabis from one of the growers instead.

The economic burden to the patient is not an issue in Israe! because the cost

for the patient for his medical-grade cannabis is very low in comparison with the
Western world. Even if the patient receives orly 20 g a month, the average

cost per gram will be around $5 and will go down as the patient’s month}y
prescription of medical-grade cannabis goes up.

The bottom line is that now no new residential growing permits or licenses are
being issued and there are less than 25 residential growing licenses left.

2. The dosages of cannabis that have been prescribed to patients through the
{sraeli medical cannabis program and the medical justificaiion for these dosages

In the beginring {1992-2003), only 64 permits were issued, each allowing a
person to hold up 1o 200 g of dried cannabis at each point in time. The permit did
not state the medical regimen for the cannabis, that is, the amount per day or per
month. At that time, the carmabis was supplied to the patients from police holds.In
2003, I decided (with the consent of the deputy general and the forensic
department of the MOH) to  allow patients to grow camnabis by themselves since
the origin of the cannabis from police holds is unreliable at best (manufaciured
by usually unknown outlaws). T'decided to be in keeping with the amount allowed
of 200 g to be held at any point in time because in home agriculture, you cannot
foresee the coming corps and T wanted to make sure the patients have enough

for the continvation of therapy. Around 2003, when [ started allowing patients

to grow cannabis for other patients, by law, I had to define the amount or
allowance that a grower can pass (o a patient. Initially, it was decided (with the
help of the above mentioned committee) on a 100 g allowance per month. When [
started the program with commercial growers who at the start (for three years)
gave the patients thetr product for free, it was needed to know exactly what is the
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amount needed for the permits that have already been issued and are still valid
{some have become redundant due to discontinuation due to death, no significant
medical results, side effects, and so forth) and also to foresee the future needs for
at least the coming year (in order (o know the quantities of product we will
demand from the growers and 1o issue them the certificates needed for growing
lawfully). | noticed, by questioning the patienis and their physicians, that mest of
them did not need 100 g per month (we also had partiat data based on how many
times per year did the patient used his right to get the monthly allowance of 100
g). Because of that, | gradually decreased the starting dose simultaneously using
the proverb “start low go slow,” understanding and stressing that in medicine you
want to use the minimal adequate dose. The Medical cannabis agency now siart
up to 20 g a month and increase gradually 10 to 20 g a month in accordance with
the following physician report on improvement.

Because we saw nearly no further improvement with doses above 106 ga
month [ decided that the maximal dose will be 100 g a month. The Minisiry (due
to the request of the legal department) left the option to file a request 1o an
exemption commitiee (whose members ave those of the indication committee} to
permit a higher maximal dose. The physician who is treating the patient has to put
in writing his explanation for the need of using a higher dose in this specific
patient and take full responsibility for the freatment.

The policy on dosing emerged organically over time. It was also based on
the desire to minimize side effects, concerns about liability due to the unlmown
long term effects of cannabis consumption and the emerging scientific evidence
on the use of cannabis for medical purposes.

The number of active permits in Israel (July 2014) is 13,553 listed in the
main registry and additional around 4,000 in the oncological registry. There are
86 permits for amount of cannabis exceeding [00gr. A month, the highest dose
nol exceeding 200gr. A . The average dose is 33.5.2r. A month. One should
remember that up o this point in time there is a specific venue for permits issued
by head of oncology departments in general hospitals (the reason I allowed that
options is that oncology patients needed a fast venue for permits since it was
needed for their chemotherapy and could not wait for the application to take the
usual time of processing their application by the lsraeli cannabis agency which
can take up fo five weeks,

Fear of side effects

Most of the side effects of cannabis use are considered minor like—vertigo,
dizziness, red eyes, and so on—ithat pass after discontinuation. The major side
effects are psychiatric, mainly triggering psychesis and schizophrenia®®3 and the
risk of cardiac ischemia or infarction®?, There are at least two kinds of receptors
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for cannabinoids in the human body. CB1 is located mainly in the CNS and is
implicated mainly with the psychoactive component and pain management of
cannabis treatment. CB2 is located at the peripheral nervous systems and other
organs of the body and is implicated mainly pain management, inflammatory
processes and immune veactions, [t is stated that CB1 and CB2 receptors

have opposing roles in cardio metabotic risk and atherogenic {generation of

- plaques in the asteries) inflammation.®

i3)

¢)

Fear of future litigation

We do not know at this point in time, the consequences of long-term medicinal
use of cannabis, for instance, hazards to the developing brain® or the cognitive
effects in patients with multiple sclerosis.'® That is why it is advised to avoid as
much as possible prescribing cannabis to children, adolescents, and young adulis.
Because of this and the fack of knowledge on the long-term adverse effects of
cannabis, physicians prefer using the lowest effective dose. There is also the
unsettled debate of higher involvement in motor vehicle accidents®™! especially -
lethal ones, among cannabis users (up to now, it has not been checked specifically
among medicinal cannabis users). :

Scientific evidence

I, Pharmacokinetics: After smoking, venous blood levels of THC fall rapidly,
and an hour later, they are 5% to 10% the peak level. Plasma clearance is
relatively high. The rapid disappearance of THC from the blood is mainly due
to redistribution to other tissues in the body, especially the brain.)? that is why
plasma level is not an efficient estimate for the longitude of cannabis effect.
The most extensive research that has been done 50 far on dosing and
preferences of a medical cannabis user is that of A. Hazekamp!? published in
2013, The survey in this study was completed by 953 patients (ail using or
used medical cannabis) from 31 countries (see Table 2 below from the same
paper). Concerning doses, the mean dose for all forms of taking cannabis
(smoking, vaporizer, swallowing (per 05)) is around 3 g per day.
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3. One of the questions on cannabis therapy is how many times a day should 315
cannabis be administrated. Ware et al.'* show that at least in pain from 316
noncancerous origin {(which is one of the main indications for cannabis 317
treatment), it is usually up to once daily. Cannabis affects last four to six howrs 318
so there is no apparent scientific reason fo use cannabis more than six times a 319
day. 324

4. Tolerance and dependence: There is a growing literature conceming the 321
development of tolerance, dependence, and withdrawal from cannabis use, 322
especially among heavy cannabis users.'™1%!3 Because of this, physicians 323

preseribing cannabis should be extra cautious when starting the medication or 324
increasing the dosage. The physician should be able to do a full assessment of 325

the success rate without relying only on the subjective rating of the patient or 326

his demands for dose increase. 327

5. Inverted U curve with escalating doses: There is cumulating evidence that the 328

response o escalating doses of cannabis has an inverted U shape, for instance, the 329

hyperalgesia that is seen in normal volunteers treated with higher doses of 330
cannabis as opposed {0 medium doses.'® Mare evidence can be seen in the work 331

of M. A. Huestis'® showing an inverted U dose curve (inverted U dose is when 332

with escalating the dose the response is better up 1o a point when escalating dose 333

is lowering the response i.e as the dose increases above a certain point the 334

sffectiveness of cannabis decrease and risk side effects increase);) and the effect 335

on the cardiovascular system. This is one more reason why physicians preseribing 336

carmabis should be extra cautious when using escalating doses especially when 337

reaching high doses (above 2 g. per day). 338

_ 339
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By Email to

Dr. Yehuda Baruch
Abarbanel Mental Heaith Center
Keren Kayemes Street 15,

" Bat Yam, Israel

Dear Dr. Barach:

Re:  Allard ef al. v. Her Mujesty the Oueen in Right of Canada
Anstruction Letter for Expert Report

Thank you for agreeing to provide the Attorney General of Canada (“AGC”) with an expert
report in the matter of dllard et al. v. Her Majesty the Queen in Right of Canada. As discussed,
this Federal Court litigation involves a constitutional challenge 1o the Morihuana for Medical
Purposes Regulations (the “MMPR™).

Backoround Information

The plaintiffs in this litigation, all of whom are medical marihuana users, are challenging the
constitutionality of the MMPR on the basis that they cause several unjustified violations of their
rights to liberty and security of the person under the Canadian Charter of Rights and Freedoms.

" The plaintitfs’ constitutional challenge in Allard focuses on four aspects of the MIVPR that differ

from the old medical marihuzana regime: (1) the elimination of personal cultivation of marihuana
in favour of requiring approved individuals to purchase from licensed producers; (2) the
restriction that licensed producers may not cultivate marihuana in dwelling places or outdoor
areas; {3) the limit on possession of marihuana to either 150g or 30 times the amount prescribed
for daily consumption by the individual’s medical practitioner, whichever is less; and {4) the
failure of the MMPR to permit the production and pessession of non- drled marihuana such as
cannabis oils, salves, tinctures and edibles.

The plaintiffs have obtained an mjuncnon from the Court that permits them to continue personal
production of medical marihuana until the constimtlonalzty of the MIMPR is decided by the
Court.

The AGC is the defendant and it is the AGC’s position that the current medical marihuana
regime is constilulionally sound, a position that will be defended by legat counsel




Facis and Assumptions

The facts alleged by the plaintiffs are outlined in the Amended Notice of Civil Claim which is
enclosed,

QCuestions for Your Expert Report

Please address the following matters in your expert report:

(1) How Israel’s medical cannabis program was developed, including the policy
rationale(s) behind any rules that govern:

a) The process by which individuals become authorized to consume medical
marihnana;

) The amount of medical marihuana an individual user is permitted to possess
and/or consume and how those amounts are determined;

oy How individual dosages are determined;

d) Restrictions, if any, on the forms of medical marihuana that may be consumed;

¢} Restrictions, if any, on the medical conditions for which the consumption of
medical marihuana may be authorized;

f) Whether the production of medical marihuana in residences is permitted and, if
not, how medical marihnana is supplied o users.

{2) The dosages of cannabis that have been prescribed to patients through the Israeli
medical cannabis program and the medical justification for these dosages.

Format of Your Expert Report

Your report must be prepared in accordance with the Federal Courts Rules. As such, we ask that
you do the following in the body of your report:

Set out the issues to be addressed in the report;

Describe your qualifications on the issues to be addressed:

Attach your cwurent curriculum vitae as a schedule to the report;

Attach this letier of instruction as a schedule to the report;

Provide a summary of your opinions on the issues addressed in the report

et out the reasons for each cpinion that is expressed in the report;

Attach any publications or other materials specifically relied on in support of the
opinions;

If applicable, provide a summary of the methodology used in the report;
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including those relating to any jnsufficiency of data or research and an indication of any
matters that fall cutside of your field of expertise; and,

10. Particulars of any aspect of your relationship with a party to the proceeding or the subject
matter of your report that might affect your duty to the Court,

Please number each paragraph of your report as this will aid us in referring to your report in
Court.

Set out any caveats or qualifications necessary to render the report complete and accurate,

»
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Please sign and date your report.

Duty to the Court

As an expert witness, you have a duty to the Court which is set out in the attached Code of
Conduct for Expert Witnesses. Please carefully review this Code of Conduct and, after doing so,
sign the attached Certificate and send it back to us.

Due Dates and Procednral Matiers

We are required io file our expert reports on or before November 1, 2014. The trial has been set
for three weeks commencing February 23, 2015. You may be required to attend the trial for
cross-examination and, if so, we will attempt to accommodate your schedule fo the extent
possible.

Please keep ail correspondence pertaining to this assignment in a separate “Expert Withess
Report” folder,

We look forward fo recéiving a draft of your report the first week of September, 2013.

Please do not hesitate 1o contact me by telephone at 604-666-4031 if you require further
information or have questions regarding the foregoing,

Yours tmly,

Robert Danay
- Counsel

Enclosures: Certificate for Expert Witnesses; Code of Conduct for Expert Witnesses; Amended
Notice of Civil Claim
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1, Yehuda Baruch, having been named as an expert witness by the Defendant, Her
Majesty the Queen in Right of Canada, certify that I have read the Code of Conduct
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