"Notary") certify that on 13 October 2014, in my presence:

(@) Hendrik J. van den Bos, a Counsel in the law firm of Hogan Lovells
international LLP, Keizersgracht 555, 1017 DR Amsterdam, holder of
passport of the Kingdom of the Netherlands number NX706J745 (the
"Appearer') signed the affidavit to which this notarial certificate is
attached (the "Document"); and

(b) the Appearer’”ut this oath into my hands (heb ik de esd afgenomen) and
under the ‘oath fjxe Appearer\declared (heeff onder ede verklaard) that
/*"’the content} ofthe Document/are true and correct.

[

/
Signed in A;nsterdiam ! ?3 Cctober 2014

JB. de Sriaijey,
1’/ 3

i
7
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Court File No.; T-2030-13
FEDERAL COURT
BETWEEN:
NEIL ALLARD
TANYA BEEMISH
DAVID HEBERT
SHAWN DAVEY
Plaintifts
and

HER MAJESTY THE QUEEN IN RIGHT OF CANADA

Defendant

AFFIDAVIT OF HENDRIK J. VAN DEN BOS

I, Hendrik J. van den Bos, a Counsel in the law firm of Hogan Lovells
International LLP, Keizersgracht 555, 1017 DR Amsterdam, the Netherlands,
SWEAR THAT:

1. 1 am a Counsel in Hogan Lovells International LLP, resident in the firm's
Amsterdam office. | am an attorney admitted to practice law in the Netherlands. |
have personal knowledge of the matters hereinafter deposed to by me, except where
same are stated to be based on information and belief and where so stated T vertly

believe them to be true.

2. 1 have been retained by the Attorney General of Canada in the above
proceeding to provide an expert report for the Court on the regulation of medical
marihuana in the Netherlands. Attached at Exhibit “A” is my expert report, dated 10
October 2014



el

3. On June 3, 2014, the Attorney General of Canada provided me with an
instruction letter 1o complete my expert report. Attached as Exhibit “B” is a copy of

the instruction letter.

4. Further, on June 3, 2014, I 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 current Curriculum Vitae.

Hein van den Bos
Dated 13 October 2014
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Lovells _ MEMORANDUM
From Hein van den Bos TELEPHOME +31(0Y20-55 33 675
AMS
DATE 10 October 2014

SuBJECT  Exhibit A: expert report from Hein van den Bos regarding the regulation of cannabis
for medical use in the Netherlands

Background o reguiation of cannabis for medical use in the Netherlands

1. The Netherlands is a party 1o the Single Convention on Narcotic Drugs (New York, 30
March 1961) as amended by the Protocol amending the Single Convention on Narcotic Drugs
(25 March 1972) (hereinafter referred to as the *Single Convention"). The Single Gonvention was
ratified in the Netherlands by law of 2 March 1964." The protocol was rafified in the Netherlands
by law of 19 November 1986.%

2. The implementation into Duich law of the Single Convention on Narcotic Drugs is laid
down in the Controfled Substances Act (" Opiumwet', hereinafter referred to as "CSA”).

3. The CSA prohibits the import, export, growth, manufactuting, processing, sale, supply,
transport and having present of inter alia, cannabis.® | will use the wording "cannabis® instead of
"marihuana® as the wording "cannabis” is used in the CSA and as the Dutch legislator and
competent authorities use the wording "cannabis” in order 1o, as the legislator noted, make a
distinction between the use for medical purposes and the use for recreational purposes, for
which it mentions that the words "marihuana’, "hash" or "weed" are commonly used.*

4. Cannabis or hemp ("hennep"), defined as every part of the plant of the species Cannabis
{hemp), from which the wax has been removed, excluding the seeds, is listed as a controlled
subsiance in List Il to the CSA. List Il to the CSA is the least restrictive List.

Violation of this prohibition of the CSA constitutes a criminal offense and may be punished by
criminal penalties.

5. In 2001, the Office for Medicinal Cannabis ("Burgau voor Medicinale Cannabis®,
hereinafter referred to as "BMC") of the Ministry of Health was established. The Minister of
Health is the national agency in the Netherlands within the meaning of Article 28 read in
conjunction with Article 23 of the Single Convention. The Minister of Health is assigned with the
task to supply cannabis for medical use and the Minister of Health has appointed the BMC 1o
perform these tasks on the Minister's behalf.’® The BMC's tasks relate to scientific research
regarding the medical use of cannabis and supply of cannabis for medical use to pharmacists in

' See Staatsblad 1964, 111,

? See Staatsblad 1986, 720,

® See CSA, Articls 3.

* See Kamerstulden I, 2001-2002, 27 874, nr. 8.

® See Kamerstukken i, 2000-2001, 27 400 XV, nr. 80.

AMSLIBOT/BOSHEIN/1338810.1 Hogan Lovelis
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order for the pharmacists to be able to dispense cannabis for medical use o patients upon a
physician’s prescription.

6. In her letter to parliament of 19 October 2001, the Minister of Health explained her policy
initiative to alow medical prescription of cannabis.® The Minister noted that there was a demand
in society for cannabis for medical use. She noted that in practice patients used cannabis for
medical purposes and that in several instances physicians prescribed and pharmacists
dispensed cannabis to patients, despite the fact that this was in violation of the law at the time.
The Minister considered that this situation was undesirable, because (i) it was illegal, (i) there
was often no medical support or treatment for patients using cannabis for medical purposes, (iii)
there was no control of the quality and composition of the cannabis and (iv) there was no control
of the distribution of the cannabis. The already established BMC would be assigned with the task
to arrange for the growth of cannabis for medical use as well as with the wholesale distribution,
i.e. supply to pharmacists. The statutory framework for controlled substances of the CSA was
subsequently amended io allow the prescription of cannabis for medical purposes. Since 1
September 2003 cannabis has been made available in the Netherlands through the BMC for the
treatment of patients.”

The process by which individuals become authorized to consume medical maribhuana

7. It folows from the CSAS read in conjunction with Annex 1 under b of the Controlied

Substances Act Decree ("Opiurmwetbesiuit', hereinafter referred to as "CSAD"), that physicians
may prescribe cannabis to patients. There is no specific process that must be followed for a
physician to be aliowed to prescribe cannabis to a patient. The physician's prescription
authorizes the patient to consume cannabis for the medical use prescribed by the physician.

The amount of medical marihuana an individuai user is permitted to possess and/or
consume and how those amounts are deiermined

8. When prescribing cannabis to a patient, the physician must include in the prescription the
amount of cannabis that is being prescribed.® The prescription must contain a clear description of
the way the cannabis should be used, including a description of the maximum amount of
cannabis that may be used in a period of 24 hours.'

How individual dosages are defermined

9. There are no statutory restrictions regarding the dosage of cannabis for medical use. The
physician determines the dosage for an individual patient. The BMC has provided
recommendation that the initial dosage should be low and that it can subsequently be increased.

10. The BMC recommends the oral use of one cup of tea (0.2 liter) in the evening. The BMC
recommends preparing the tea by boiling 0.5 grams of cannabis in 0.5 fiter of water. The BMC
notes that on average it takes two weeks before the maximum effect is reached and that if after
1-2 weeks the effect is insufficient or unsatisfactory one additional cup (0.2 liter) can be taken in
the morning. The BMC further notes that the dosage can be slowly increased if necessary."’

® Spe Kamerstukken il, 2001-2002, 28 600 XVI, nr. 10.

? Ses Kamersiukken i, 2004-2005, 24 077, nr. 140.

® See Controlled Substances Act, Article 4.

¥ See CSAD, Article 3(2)(b),

" See CSAD, Article 3(3)(b).

™ See Ministerie van Volksgezondheid, Welzijn en Sport, Bureau voor Medicinale Cannabis, Medicinale Cannabis: Informatie
voor medische en farmaceulische bercaepsbeoefenaren, versie maart 2014 and CIBG, Ministerie van Volksgezondheid,
Welziin en Sport, Medicinale Cannabis: Informatiebrochure voor arisen en apothexers.

AMSLIBO1/BOSHEIN/1338510.1 Hogan Lovells
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11. Alternatively the BMC recommends the inhalation once or twice daily of a few puffs at the
start of treatment. The BMC notes that in principle it advises against smoking the cannabis for
medical use and that nebulizers can be used for the inhalation.'?

12 According o information available on the BMC's website, the following four types of
cannabis for medical use are currently available:"®

% dronabino? {THC) | % cannabidiol {CBD)
Bedrobinol Approx. 13.5 <1
Bedrocan Approx. 22 <1
Bediol Approx. 6.3 ' Approx. 8
Bedica Approx. 14 <1

13. These types of cannabis for medical use are available to patients through the pharmacist
and upon a prescription from a physician and may thus legally be provided within the conditions
set pursuant to the CSA and CSAD. No marketing authorisation has however been granied for
these forms of cannabis as a medicinal product ("geneesmiddel’} pursuant to the Duich
Medicines Act ('Geneesmiddelenwet') in accordance with the EU regulatory framework for
medicinal products laid down in Directive 2001/83/EC of the European Pariament and of the
Council of 8 November 2001 on the Community code relating to medicinal products for human
use.

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

14. The four avaitable forms of cannabis for medical use all consist of the dried flower buds
of the female cannabis plant. Of those available products, Bediol is the only one that differs in
form: the dried flower buds have been crushed. Although the CSA and the CSAD do not contain
restrictions on the forms of cannabis for medical use that may be produced, sold and consumed,
the only forms of cannabis that are legally available in the Netherlands for medical use are dried
cannabis, i.e. no oils or extracts.

15. The BMC recommends that cannabis for medical use should be consumed either orally
in the form of tea or by inhalaion for which a nebulizer may be used.”

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

16. There are no statutory restrictions on the medical conditions for which the consumption of
cannabis may be authorized. The physician is free to decide in each specific case whether he or
she believes the medical use of cannabis is appropriate for an individual patient. The BMC
however issued an information document for medical and pharmaceutical healthcare
professionals, which states that reatment with cannabis is only appropriaie if regular treatment
and authorised medicinal products are not effective or are related to too many adverse reactions.

* foidem.

¥ See wwwi.cannabisbureau.nlMedicinaleCannabis/

™ See Ministerie van Volksgezondheid, Welziin en Sport, Bureau voor Medicinale Cannabis, Medicinale Cannabis: Informatie
voor maedische en farmaceulische beroepsbeoefenaren, versie maart 2014, and CIBG, Minisierie van Volksgezondheid,
Welziin en Spoit, Meadicinale Cannabis: informatiebrochure voor artsen en apothekers.
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According to the BMC, sufficient evidence is available that cannabis for medical use can be
sifective in the following situations:

- Disorders of spasticity in combination with pain (multiple sclerosis, spinal cord injury);
- Nausea and vorniting, as a result of inter alia chemotherapy or radiotherapy;

- In addition to HIV combination therapy or in addition to medication for hepatiis C; -

- Chronic pain {in particular of a neurogenic nature);

- Gilles de la Tourstte syndrome;

- Palliative for cancer and Aids inter alia in order to arouse the appetite, reduce pain and
prevent weight loss and nausea; .

- Therapy resistant glaucoma.

17. The BMC further notes that experience of patients and physicians indicate the potential
clinical efficacy of cannabis for medical use for a range of other conditions. The BMC also noles
that cannabis for medical use does not cure the disease but that it may help to reduce the
symptoms of the disease and/or to reduce adverse reactions of other medication.'®

Whether the production of medical marihuana in residences is permitied and, if not, how
medical marihuana is supplied o users

18. The Dutch Minister of Health has a duty of care to ensure that sufficient cannabis is
grown in the Netherlands for scientific research regarding medical use or for the manufacturing of
medicinal products.™

19. The growth of cannabis is prohibited, unless one holds an exemption from the Minister of
Health.!” The Minister of Health may grant an exemption from the prohibition to grow cannabis if
the applicant needs such an exemption in order io produce cannabis on the basis of an
agreement with the Minister of Health.'®

20. The agreement between the State of the Netherlands (Minister of Health) and the endily
that grows the cannabis, shall coniain an obligation for the entity that grows the cannabis to sell
and deliver the grown cannahis exclusively to the Minister of Health and to desiroy any remaining
cannabis.'® The Policy rules on exemptions to the Controlled Substances Act ("Belsidsregels
opiumwetontheffingen™) contain further requirements for the growth of cannabis for medical use,
including for example requirements regarding personnel, premises, machinery, seed, s0il,
fertiliser, irrigation, harvest and first processing which includes for example washing, cutting,
freezing and drying. These requirements were derived from the Good Agricultural Practice of the

~Working Group on Herbal Medicinal Products of the European Medicines Agency. The Policy

rules on exemptions to the Controlled Substances Act provide that these requirements
concerning the growth of medical cannabis should be read in relation to the European Good
Manufacturing Practice (GMP) Guidelines.

& See Ministerie van Volksgerondheid, Welziin en Sport, Bureau voor Medicinale Cannabis, Medicinale Cannabis: Informatie
voor medische en farmaceutische beroepsbeoefenaren, versie maart 2014, and CIBG, Ministerie van Volksgezondheid,
Welzijn en Sport, Medicinale Cannabis: Informatiebrochure voor arlsen en apothiekers.

8 See CSA, Article 8h.

7 See CSA, Articie 3,

% See CSA, Article 8(2).

"% See CSA, Article 8i(4).
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21. The Minister of Health has a statutory monopoly right_io sell and supply cannabis, which
monopoly was introduced into Dutch law as a result of the Single Convention.

22. The Minister of Health has appointed the BMC to perform these tasks on his behalf and
the BMC can thus supply cannabis for medical use to pharmacists. Pharmacists may dispense
cannabis to patients upon a medical prescription.®’

23. The production of cannabis for medical use in residences is thus not permitted.

24, Pursuant to criminal enforcement policy, the priority for criminal prosecution of illegal
growth of cannabis lies with commercial growth.? The growth of up to five cannabis plants by an
adult for personal use is considered to be non-commercial if the growth does not have a
commercial purpose and if the growth is not considered commercial on the basis of the way it is
performed (e.g. in view of lighting, heating, ventilation, irrigation etc.). If the growth is considerad
non-commercial it does not have priority for criminal prosecution, but there is no statutory legal
basis allowing for such smali-scale growth of cannabis. In a letter to parliament, the Minister of
Security and Justice confirmed in April 2014 that any form of growth of cannabis, except by the
BMC, is and remains iflegal

Conclusion

25. The growth and supply of cannabis is prohibited in the Nethertands. By way of exception,
physicians may prescribe cannabis for medical use {0 patients and pharmacists may
subsequently dispense the cannabis to the patient. The cannabis for medical use may only be
grown by a company that has an agreement with the Minister of Health.

* See CSA, Aricte 8i(8).

2 See CSAD, Article 4.

% gee Indication Conjrolled Substances Act ("Aanwilzing Opiurmwet").
B See Kamersiukken I, 2013-2014, 24 077, nr. 317.

AMSLIBO1/BOSHEIN/1332910.1 . Hogan Lovelis

G




La3



cadv b ustiey

o pdeiafrhind REET

y e

pieb TS

June 3, 2074

By Emuil o0 heinovandenbesa hoganlovells.com

Heins van den Bos
Hogan Lovells Internaibonad, LLP
Ketzersgrucht 335
HOT? DR Amstendamn
Netherlands
Phone: 31-20.33-3 3600
;

Fax: 3120530

Rer  Aliard et al. v. Her Majesty the Quees in Right of Canada
Instraction Letter for Expert Report

Thank vou for agreeing 1o provide the Attomes General of Canada {7 AGC™) with an expert
reporl by the matter of Hlard o wl v Her Majesty the Quecs: Tn Righs of Canada, As discussed,
this Federal Cowrt litgation involves a comnstitutional challenge to the Ak ifnana jor Medica!
Purpases Kegadations (the "MMPR™

Buckeround Information

Fhe phantts o dus Hdgaton, all of whem are medical marihuana users, are challenging the
vonstitttionality of the MMPR on the basis that thwy canse several unjustilied vielstions of thar
righis te liberts and security o the person wnder the Canadian L arrer of Righs amd Frovdsns,

The plaintifts” constitutional challenge in Hard Tocuses on Tour aspects of the MMPR tha Jiffer
from the odd medical marihueng regimer () the climination of persanal culti ation of maribuuw
in lTwvowr of requinng approved individeals wo purchase from licensed producers: ) the
restriction that licensed producers may 1ot cudlivate marihoamt in dwelling pleces or cutdoor

areast (3 the Himit on possession of manbuana o olther T30 or 30 mes the amount preseribed
fatiure of the MMPR 0 permit the production and possession of non-dried marthuana such as
vannabis oils. salves, tinctires and edibies,

Fhe plainiifts hove obtained an injuncion from the Cowrt that permits them w continue personal
production of mredical maribuana usiil the constitutionatity of the MMPR is decided by the
Court.

Fhe AGC s the defendant amd Bt is the AGU s position that the carrent medical maribuana
reghime is constittionafly sound. u pesition that will be defended by Tegal comsel on behall of

ii‘lL’ 51(;?(




Facis and Assumplions

The tacts alleged by the plamitils wre owtlined in the Amended Notice of Civik Claim which is
enclosed.

Cruestions for Your Lapert Report

Mt
ey

Please uddress the tollovwing matters m your oxpert report:

Prscuns the law in the Netherfonds with respect 1o the use of medicn! maribuana and. in
particular, the following issues:

ay  The provess by swhich indiv iduals beceme autharized w consume medical
marihsana:

by the umoeunt of medical marihuang an individos! uzer is permitied 1o possess
and-or consume and how those mmounis are deteomined:

<) How ndividual dosages are determined:

i Restrictions, ifamv. on the terms ol medival masihuons that may be consumeds

e Resictions, i amy, on the medical conditions for which the consumption of
medical marthuana may be authorteed:

D Whiether the production of medical marihuuna in residences is permitted and, if
not ow medical mazthuana s supphicd 1o users,

Format of Your Expert Report

Your report miust be prepared 1nscconlonee with the Federel Courts Rules. As such, we ash that
s do the following within the bods of vour repart:

Cad T

=

)

j

[ ol

Q,

10,

Setout e issues w be addressed in the report:

Deseribe vour qualibic: ‘iwn\ o1 the issues 1o be addressed:

Atlach your current varricaium vitae as g schedule W the repors

Attach this fetter of insteuction as a schedule 10 the report;

Frovide a summary ol vour opintons on the issues addressed in the report:

Setogt the reasons or each opinton that 13 expressed inthe report

Mtach wmy pablications or other materials specificaliy relied on in support of the

opLlion::

[P applicable. provide g summany of the methedology used in the reporn:

Bel ottt any caieats or gualifications necessary Lo render the report complete and accurate,
inciuding those relating to any fnsufficiency ol data or research and an indication of ans
matizrs that 0l outside of vour field of expertise; and,

Particulars of any aspect of your relationship with & party o the proceeding or the subject
matier of vour report that might alfeer vour duty to the Cour,

Please number cach paragraph of vour report as this will aid us in referring to your report in
Lot



i
L

Pleage sign and date your repost,

Dty to the Court

A expert witness, vou e g duts to the Coart which is set out i the atached Code of
Conduct tor Expert Witnesses, Please varefully revies this Code ol Condiies and, alter doing o

sten e attsched Certificute and send it back o us,

Pue Bates and Procedural Maiters

W are required o Tl vur expert reports on or bolfore November 122004 The triad has been set
for three wevks commwneing Febrnaey 230 20150 You may be required 10 atiend the triad for
crugs-examination and. 1 sewe will attompt o accomimediie vour schedule o the extent

;Mh.mi’ |

Please Revp aff correspondence peraining o this assignment in g separate “Fxpert Wiiness

Report”™ {older,
W ook Toraand (6 receiving o drall of vour roport the first week of September, 2013

Please do not hesttite 1o conuet me by selephone at 60-4-600-4 3001 Vo require turther
mformation or have guestions reganding the foregiing,

Yours trudy,

Bl %

ot

Frctosares: Certificute for Laprert Witnesses: Code of Conduct for Fxpert W iinesses: Amendes

Mottoe of Ol Cham
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Court File No. T-2030-13
FEDERAL COURT
BETWEEN:
NEIL ALLARD
TANYA BEEMISH
DAVID HEBERT
SHAWN DAVEY
PLAINTIFFS
and

HER MAJESTY THE QUEEN IN RIGHT OF CANADA

DEFENDANT

Certificate Concerning Cede of Conduct for Expert Witnesses

I, Hein van den Bos, 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

for Expert Witnesses set out in the schedule to the Federal Courts Rules and agree to
be bound by it.

Date: lo Ora. 2014 A B
Aetf van den Bos

Hogan Lovells International, LLP
Keizersgracht 555

1017 DR Amsterdam
Netherlands

Phone: 31-20-55-33-600

Fax: 31-20-55-33-777
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Exhibit D: CV
Hein van den Bos

Counsel, Amsterdam

Hein van den Bos specialises in European and Dutch regulatory law in the Life T +51205533675
Sciences sector {pharmaceuticals, bictechnology, medical devices and food). ~ F+31208633777
He assists companies in this sector with advice, litigation and contracts in
matters relating to, e.g. marketing authorisations, product classification,
regulatory data protection, cross-border EU regulatory litigation,

hetn.vandenbos @ hoganiovells.com

pharmacovigilance, clinical trials, advertising and compliance, pricing and Practices
reimbursement, privacy and inspections and enforcement by the competent Heaith _
authorities. He regularly lectures and publishes about these topics. Food, Drug, Medicas Device and Agricutture

Hein also has experience in advising about regulation of conirolied substances Government Regulatory
in the Netherlands, for example concerning prescription, pharmacy dispensing, — Globai Policy Advocacy
distribution and promotion of controlled substances.

Industry Sectors

Life Sciences and Heailthcare
Medical Devices

Pharmaceutical and Biotechrnology

Hein obtained a law degree from Groningen University in 2003 and graduated in
International Relations at the same university in 2004, Before joining Hogan
Lovells in 2011, he had worked as a Life Sciences regulatory lawyar with Dutch
law firm NautaDutith since 2004,

Hepresentative Experience Education
) Master of Laws, University of Groningen, 2003
s Hein assists innovative pharmaceutical cornpanies with Dutch and Master of Arts, Intemational Relations, University

European law advice and cross-border litigation throughout the European of Groninger, 2004

Union concerning marketing authorisations and regulatory data protection.

. . . . . . ) ) Awards/Rankings
¢ Hein assists pharmaceutical companies with setting up and implementing 0. who L egal, Life Sciences, 2012, 2013

compliance programs conceming pharmaceutical advertising, anti- 2014
corruption and interaction with healihcare professionals.

»  Hein advises on pharmacovigilance related questions and drafts and Memberships ‘
negotiaies safety data exchange agreements. ' Dutch Association for Pharmacy and Law

Languages
Dutch
Engiish
French
Spanish
German
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