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I Production and distribution model !
Office of Medicinal Cannabis
’ {OMC)
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s collection
/
/
/
Laboratory
Sterilization
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Growers - criteria for contracting

* Screening procedure;

* Directives for cultivation of medicinal cannabis (based on
GACP).

5 1EFEER 53 DRk
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Contracted third parties:

Cultivation (Bedrocan BV)

!

Quality control (Proxy - Eurofins)

!

Packaging and distribution (Fagron BY)

!

Pharmacy/Research/Product development

2 AT B E R KA PE
MBI ET(2)

M 4 KRR (2)

Products - varieties

* Cannabis flos, variety Bedrocan: 22% THC, <1% CBD

* Cannabis flos, variety Bedrobinol: 13,5% THC, <1% CBD

* Cannabis flos, variety Bedica granulated: 14% THC, <1% CBD
* Cannabis flos, variety Bediol, granulated: 6,3% THC, 8% CBD

* Cannabis flos, variety Bedrolite granulated: <1% THC, 8% CBD

Note: all varieties are also available in ‘placebo”

6 Bedrocan #1235 2 1= 5 H Kbk L 5L O FlFH




Laboratory analysis

(GMP certified; FDA audited; ICH compliant, etc)

> Monography available (version 7.1; 2014); (concept European

Pharmacopeia monograph)
> Validated testing methods;
> Every batch tested;

> Approval by OMC;

> Certificate of analysis for pharmacists

(www.cannabisbureau.nl)

7 BER RO

i B L HE(D)

Clean rooms

9 PEJR R R G D ELEE (1)

Medicinal cannabis complies with pharmaceutical
guality guidelines

+ Standardized product with constant content (tetrahydrocannabinol,
cannabidiol and other)

- Within ranges of regulatory authorities
* Very low concentration of degradation compounds (e.g. CBN)
* Free of contamination

- Micro-organisms

- Pesticides
- Heavy metals

8 = KIBR DB L YE(2)

10 [ 55 ] R0 B dh D EL3E (2)

Prescriptions 2008 — 2018 (national)

60.000

50.000

40.000

30.000

20.000

uflos
molie

10.000

2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018

Retrospective study 2011-2016 (de Hoop et al, 2018)
Average duration of  Average daily use
N
use (days) (grams)

Study population 10,826 (100) 254 0.73
Male 5257 25 0,77
Feinale 5569 Z35) 0,68
ldge
<20 189(1.7) 151 079
21-40 2006 (18,5) 323 0.82
41-60 4640 (42,9) 306 0.72
61-80 3348 (30,9) 175 0.69
> 80 643 (5.9) 113 0.68
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Dutch policy rules concerning export

Export of Medicinal Cannabis

«Import license (original copies in duplo);
eContract;

*Apply for an export license.

For patients use: Canada, Finland, Germany, Israel, Italy, Poland, Czech Republic, Macedonié, Sweden

For research/preduct development: Australia, Belgium, Germany, Israel, Switserland, UK, USA, e.0.

13 IR AHERE T KB
i B E (1)

- Countr

- Cannabis may only be used for patients, scientific

- Quantity per country / year:

Request(s) for higher amount are taken under consideration (ministerial level).

( ~of import is member of UN and supports
international treaty on narcotics and psychotropic
substances;

research or product development;

+ 0-40 kg: no limitations
« >40 kg: maximally 100 kg a year for three
consecutive years.

Reimbursement status 2015-2016 Health Insurers

14 FZ0 2B ITAHER T K
i B E (2)

General conclusions

Health Insurer Reimbursement Type of Insurance Amount Ther. Indication

A 100% after commitment Standard 1005 after commitment 1 OIC Paln; nasea, Neuralogls, pain
diowsiness specialist

B No No No No Ne

c 100% after commitment Standard 100% up 10 5 gefweek Palliative care Specialist

0 100% after commitment standard Differs per patient Indications OMC specialist

€ 100% after commitment coulance 100% after commitment c"'":fxi?;:;”saa‘ N""g’l‘l‘i‘:i‘;("ai"

F Yes partly Additional insurance Max. € B40,- a year Indications OMC Sspecialist

s ves partly standard Max. 75% Indications OMC NE"S'SZ?::;{“ "

H No No Ha Ho No

1 100% after commitment coulance 100% after commitment Palliative care Speialist

154 Z 2 2212330 % [ I K R oD P 5 i T 451

Supply of information in the Netherlands

* Leaflets for physicians, pharmacists and patients;
* Presentations for organizations involved;

* Direct contact with patients, general practitioners and
specialists;

* Website and callcenter OMC;

* Important shortcomings in evidential value of the studies;

= Only very few dlinical studies performed with cannabis (products) meet modern

criteria for clinical studies;

Negative advice to the Minister of Health (2017);

U

Health insurance companies changed reimbursement status:

from ‘coulance’ towards ‘out-of-pocket’

16 4T X\ HERH KO

Additional information for health care provider

(Dutch Institute For Rational Use of Medicine in cooperation with OMC)

* Interactive module (Pharmaco Therapeutic Consultation)
(https://mediciingebruik.nlf)

- Source of information for professionals to achieve knowledge
about therapeutic use/prescription of medicinal cannabis

- Education and counseling
- General guidance

= Special issue ‘Medicinal Cannabis’ for professionals (2017)
(https://mediciinbalans.nl/iournaal/)

- Quality issues and therapeutic indications
- Available varieties
- Route of administration

17 OMC IZLAELDFH 7(1)
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