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Unlocking the
potential of cannabis.

Empowering our partners
to make better business

decisions.

ABOUT US

Prohibition Partners unlocks the potential
of cannabis through data, intelligence and
strategy. We provide strategic solutions to
an international client base of investors,
operators, blue chip companies, FMCG
brands and government bodies.
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SERVICES
DATA

Market Forecasting | Patient Data |
Bespoke Research | Polling |
Regulatory Insights | Consumer Insights

INTELLIGENCE

Market Analysis | Government Licensing |
Supply Chain Analysis | Market Entry Strategy |
Business Development

STRATEGY

Investor Relations | M&A Advisory |
Virtual Conferences | Physical Conferences
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PROHIBITION Our consultancy team -
PARTNERS works with Fortune 500

TEAM companies, industry-

— leading investors and global

policymakers to identify
and execute opportunities
across multiple jurisdictions.

CONTACT DETAILS:

London

A: 20-22 Wenlock Road,

London, N1 7GU, United Kingdom
T: +44 20 3928 2814 ‘r
Barcelona

A: C/ de Bailén, 11,

08010 Bargelona, Spain

T: +44 20 _3928 2814

Sao Paulo

A: Travessa Dona Paula, 13 - Higiendpolis
Sao0 Paulo - SP, 01239-050, Brazil

T: +44 20 3928 2814

. . . info@prohibitionpartners.com
Stephen Murphy Barbara Pastori Conor O'Brien Shrhbiaa

CEO Consulting Services Industry Analyst www.prohibitionpartners.com
Prohibition Holdings Director
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Prohibition Partners is the number one source Sponsorship with Prohibition Partners is a

for data and information on established

and burgeoning cannabis and psychedelics
markets. Read by over 150,000 global
cannabis investors and entrepreneurs, and
creating more than six million social impres-

unique opportunity to promote your business
and brand to the most influential figures in the
international cannabis market. Our research,
data and content reach key stakeholders in the
industry: from politics to pharma and cannabis

sions annually, Prohibition Partners produces
thought-leading industry reports. If you would
like to partner with us and support indepen-
dent data and research please contact our
Head of Growth
will.sloane@prohibitionpartners.com

to consumer-packaged goods. As companies
and investors scramble to get a foothold in the
market, this is an invaluable opportunity to
put your brand front and centre in one of the
industry’s most influential reports.
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ADREX .

pharma

EUROPE’S LEADING
CANNABIS PHARMA EXPERTS

Largest
Cannabis
Product
Portfolio

Entirely
Independent

Fully
Licenced

Strategic
European
Network

ADREXpharma® is the #1 independent German pharmaceutical company which is
specialized in the development and distribution of medicinal cannabis and is the gateway
into the EU-market. ADREXpharma developed several dosages (extracts, powder, resin,
flowers) for the growing demand in the European cannabis market.

ADREXpharma® GmbH
Firmungstrasse 4 - 56068 Koblenz / Germany

+49(0)261-450982-0 - info@adrexpharma.com www.adrexpharma.com

The European cannabis market is developing
strongly. The latest projections indicate that
the market is expected to reach €3.2 billion
by 2025, growing with a Compound Annu-

al Growth Rate (CAGR) of 67.4%. These are
impressive numbers and they mirror the latest
jurisdiction regarding CBD from the Court of
Justice of the European Union (CJEU) that con-
fidence and professionality are at the heart of
this growth. European countries are experienc-
ing transformation in the regulations con-
trolling the marketing of cannabis products.

At ADREXpharma® we strive to lead the way
in product innovation and development in
order to respond and participate fully in any
potential market growth.

ADREXpharma® is the first independent Ger-
man pharmaceutical company specialising in
the development and distribution of medicinal
cannabis and also providing a gateway into
the European market. Our product portfolio
consists not only of a wide range of cannabis
flowers and extracts but also compounding
products like dronabinol and pharmaceuti-
cal Cannabidiol (CBD) as well as innovative
CBD-Cosmetic-Products. Due to our unique
supply network, ADREXpharma® sets a new
benchmark level by serving all of the approxi-
mate 19,000 pharmacies in Germany.

Mario Eimuth

Founder,
ADREXpharma GmbH

Our two collaborations with the German
pharma companies, STADA and Neuraxpharm,
for the GMP (good manufacturing practice)
Full-Service and the distribution of Canadian
and Israeli medical cannabis products has
expanded our international footprint and has
mirrored the tendency in the market for strate-
gic collaborations within Europe and beyond.

We are proud to be one of the few German
companies to hold all the necessary licences
to operate in the German medical cannabis
market. This will accelerate our growth po-
tential even further over the next few years.

At ADREXpharma® we are committed to
quality, authenticity and innovation, as well as
to contributing to the growing body of evi-
dence-based research regarding the benefits
and efficacy of cannabis to validate new ther-
apy options for patients. ADREXpharma® aims
to provide the best possible treatment for
medical cannabis patients - today and always.

Mario Eimuth
Founder
ADREXpharma® GmbH
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Mario Eimuth

Founder,
ADREXpharma® GmbH

EXPERT
ANALYSIS

How has the market in Germany evolved 4
years after its opening?

With over 300,000 statutory health insur-
ance (SHI) prescriptions in 2020 and more
than 120,000 patients treated with medical
cannabis, Germany is the largest canna-

bis market in Europe. In 2017, we recorded
27,000 prescriptions - so within three years
the numbers have increased tenfold.

How do you expect the market to develop
midterm in Germany and Europe?

In Germany, the average cannabis expenditure
per patient is €500 per month. With a perma-
nent increase in the number of patients being
treated with medical cannabis we will see
1-1,5% of Germany’s entire population (82,8
million) being treated with medical cannabis
within the next five years; similar to progress
in other countries. All products are being
reimbursed by the national health system ac-
cording to the guidelines of German medical
cannabis law. | expect more and more Europe-
an countries to follow the German model as it
is a well established system which is properly
serving the needs of patients.

Can you tell us about the key factors for
succeeding in the European market?

The most time consuming and challenging
part is definitely to become a fully licenced
company and to be in line with EU regula-
tions. The regulatory framework is quite de-
manding. However, one of our partner's family
has been in the pharmaceutical business for
more than 200 years and this has made it
easier for us. Building up and maintaining a

trusted circle of suppliers is key to success.
In addition, we focused on hiring an experi-
enced and highly qualified team which is not
easy in a fairly new sector. Our GMP-certifi-
cation specialist, for example, has decades
of experience which has helped us in terms
of support for our suppliers in all EU GMP
part | and Il guidelines, regulations, regulato-
ry affairs, pharmacovigilance, research and
development and hence to accelerate our
procurement set-up.

What’s the growth perspective that
ADREXpharma® envisions within the next
few years?

We are expecting a rapid growth in the overall
cannabis market in Europe and believe that
ADREXpharma® will outperform this organic
growth significantly. We have all the neces-
sary licences and the full cannabis product
portfolio in place. From April 2021 we will of-
fer all five of our product categories in 19,000
German pharmacies through our unique
logistics set-up. We are expecting a CAGR

of 61% in the next five years and have been
cashflow positive since our first fiscal year in
business. Profit margins will also continue to
grow every year.

How about internationalisation?

This is the next step on our agenda and we
are currently preparing our international
growth strategy. We are permanently mon-
itoring the regulative frameworks in all the
other European countries and the most
promising targets for now are; Austria, Italy,
Luxembourg and Poland.
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Any new projects on the horizon?

So far, 2021 has already been an exciting
year. We have launched a range of products
from Panaxia, the leading manufacturer of
medical cannabis products in Israel. In Q1

we also started importing cannabis flos from
Canada for STADA (one of the biggest phar-
maceutical companies in Germany), a service
that we are offering through our GMP-Full-
Service unit.

What are your thoughts on the develop-
ment of the recreational market in Europe?
Polls in most European countries show that
the majority of the population is in favour of
opening the market into this segment. It is
obviously a more political question, however
more and more parties are positioning them-
selves in the same direction. We will probably
see regulatory changes here similar to those
in the United States. This would clearly open
up a second dimension for our business mod-
el - and we are well prepared!
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Adult-use or recreational
cannabis

Adult-use cannabis refers to the use of canna-
bis for reasons other than medicinal, i.e. rec-
reational purposes. The term adult-use is used
to emphasise the fact that where cannabis is
legalised, it is intended for consumption by
adults of legal age only and for reasons more
broad than recreation, including, for example,
increasing physical performance, engaging in
creative activities and for spiritual purposes.

CBD

Major cannabinoid extracted from canna-
bis sativa (mostly low THC hemp). Claimed
to provide wide-ranging properties useful for
health and wellness including anti-anxiety,
anti-inflammatory, anti-pain, anti-arthritic
and neuroprotective effects. Recommended
by some as treatment for conditions such as
epilepsy as well as pain and insomnia.

Industrial hemp

Industrial hemp refers to cannabis plants cul-
tivated for high yields of materials like seeds,
fibre and oil, with low concentrations of psy-
choactive compounds. Materials derived from
hemp have a wide range of uses as constit-
uents in consumer goods including; paper,
textiles, biodegradable plastics, building
materials and fuel. Industrial hemp can also
be used to produce CBD products such as
oils, tinctures and food, whereas horticultur-
al hemp is used to make health food prod-
ucts. The common limit for THC content in
hemp materials in Europe is 0.2% w/w but
this varies and can be as high as 0.6% and 1%
in Italy and Switzerland respectively. For the
purposes of this report, industrial hemp in-
cludes hemp-derived CBD.

Medical cannabis
Cannabinoid-based medicine not holding mar-
keting authorisation and therefore sold as an
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unlicensed medicine that is supplied through
health systems and prescribed by a doctor;

Or

Active Pharmaceutical Ingredient (API) to be
manipulated and/or compounded by a magis-
tral pharmacy in order to prepare a cannabi-
noid-based medicine without marketing au-
thorisation (unlicensed).

Medicinal cannabis

Term used to indicate all cannabinoid-based
therapeutic products (medical and pharma-
ceutical).

THC

Tetrahydrocannabinol (THC): the other
primary cannabinoid, and the main psy-
choactive cannabinoid of cannabis. THC is
considered the primary source of the ‘high’
produced by ingesting cannabis. Evidence
suggests that THC exhibits medicinal prop-
erties that are useful in treating chemother-
apy-related nausea, pain and spasticity. THC
can also be synthesised and, in general, is
more widely controlled than CBD.

Pharmaceutical cannabis
Formulated, processed or synthetic cannabis
sold as a finished product, which has under-
gone full medical trials, and holds (in one or
more geographical areas) a medical market-
ing authorisation e.g. Cesamet®, Marinol®,
Syndros®, Sativex®, Epidiolex® and any
derived generic medicines (such as dronabinol).

Or

Cannabinoid-based API (Active Pharmaceu-
tical Ingredient), which is registered as an
APl in a medicinal product holding market-
ing authorisation in one or more geographies,
to be manipulated and/or compounded by a
magistral pharmacy to produce a cannabi-
noid-based medicine.
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LINNEA

Why, given the challenges involved, has Lin-
nea decided add Cannabis to its portfolio?
Over the last 40 years or so, Linnea SA has
gained extensive experience in the manufac-
ture of natural extracts for use as APls, sup-
plements and cosmetic ingredients. Working
in different industries, whether pharmaceuti-
cal, food or cosmetics, we have a clear vision
of the road to take to develop new products
that are truly beneficial to people’s health
and wellbeing.

To us, the challenges presented by Cannabis
products are also an opportunity to apply the
lessons learned and the expertise gained as
we’ve grown as a company, focusing the skills
and talent of our team of professionals on
the creation of an innovative product that will
help others.

What is important for a pharmaceutical
Cannabis product?

Quality. Definitely quality. When | say quality,
| mean an all-encompassing, 360-degree
quality that starts from the selection of the
raw materials and continues on to manufac-
turing and analysis.

Quiality of course also means GMP; but at Linnea
it means something more: passion and quality
that isn’t just monitored, but built upon trust.
At Linnea, we understand the importance of
standardization, because once you become
the supplier of a specific ingredient, you are
also the warrantor and provider of reliable
treatments for patients, not to mention mea-
surable results in clinical studies.
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Susanne
Caspar
CEO,

Linnea SA

What are the biggest hurdles faced in the
development Cannabis products?

At first it can be hard to understand the
general rules and legal status regarding
Cannabis. Having a complete overview of
the different national and local regulations
is pivotal to the relationship between Linnea
and the various regulatory authorities.

The next key step is to find a reliable supplier of
raw materials that can guarantee a consistent
product. Cannabis cultivations, like other cos-
meceutical or pharma products, must comply
with strict rules and require constant attention
and care to generate a high-quality product.

No step can be taken for granted in the
production of active ingredients in general,
and Linnea has applied this same approach
to Cannabis. We oversee and guarantee the
entire process, from cultivation up to the
final ingredient, applying excellence as our
measure of quality in every phase. Moreover,
Linnea is backed by experience and by a ro-
bust, talented team will the skills necessary
to develop innovative extraction methods.

In 2014, when we kicked off the project, we
were pioneers in the market. Customers were
perhaps a bit surprised when we first pre-
sented our Cannabis product, but good work
is always rewarded.

In 2016, we became the first company in the
cannabis market to receive GMP certification
for our extract, giving us the boost we needed
to continue on in the development and en-
hancement of our Cannabis line.
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Today we are still working on new products,
and we’ve applied to add two of our products
to the Novel Food catalogue. We believe

that this big step forward and other gradual
changes to regulations in Europe make it a
promising market.

Linnea has recently released its Cannabis
Ready-Made forms. Why did you choose to
add finished products to your portfolio?

It was a natural evolution. After almost 40
years of extraction, we embraced the challenge
and started working on finished products.

Moreover, we’ve gotten the sense that there
is a demand for high-quality finished prod-
ucts—we want to bring the quality of a phar-
maceutical approach to cannabis products,
and do so to meet the needs of our trusted
customers around the globe. To date, some
have launched products already, while others
are still in the registration process. By meet-
ing their needs, we will continue to serve our
valued clients through our products (pharma,
food and cosmetics), strengthening our ties
with over 20 countries.

One such international client that we are
proud to work with is BOD Australia Ltd,
which launched Medicabilis in 2018, a
prescription-only product based on our 5%
Cannabis extract that is available in Australia
under the national Special Access Scheme.
Another respected client from Argentina,
launched an interesting product within the
national market in November 2020: Con-
vupidiol, which contains our pure CBD.

These are all incredible achievements for
Linnea, which after years of dedication and
hard work is seeing collaborations with
clients come to fruition, with both parties
embracing the potential of Cannabis. And,
perhaps most importantly, in the serious
approach to Cannabis as a high-value phar-
maceutical-grade ingredient.

What is your flagship product?

Without a doubt: our Cannabis extract 5% -
CBD (CMO05), a product developed thanks to
incredible teamwork and Linnea’s constant
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pursuit of products that meet strict quali-
ty standards. As a full, standardized CBD
extract, it’s really taken off, with impressive
sales and clinical results.

We continue to move forward with clinical
studies in collaboration with some large
independent research institutes, and with
some of our customers. BOD Australia just
recently conducted a clinical study that as-
sessed the safety, tolerability and pharma-
cokinetics of Medicabilis. So far, the results
have been incredible and it is quite likely
that trials such as this one will give us the
momentum to keep believing in the healing
power of Cannabis.

What does Linnea have in store for 2021?
We’re working on numerous different prod-
ucts and projects in terms of our Cannabis
line. Be on the lookout for a 5% Cannabig-
erol extract, first as a food-grade ingredient
and a pharmaceutical-grade product in the
coming months.
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Improving lives with trustworthy
CBD and CBG compounds

Cannabis Therapeutic Solutions is a project by Linnea,

a trusted name in the herbal extract industry since 1982.
Linnea's therapeutic cannabis compounds are available

as extracts, pure substances and dilutions, as customizable
high-quality consumer-ready products.

// linnea.ch //linneacannabis.ch

QUALITY IS OUR MEASURE OF EXCELLENCE

Manufactured
in Switzerland

PHARMACEUTICAL
INGREDIENTS

DIETARY
SUPPLEMENTS

COSMETIC
INGREBIENTS

(N /]
Linnea
CANNABIS

THERAPEUTIC SOLUTIONS
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Methodology

Atalis

Atalis is Prohibition Partners’ centre for data
and insights on the cannabis industry. The data
on which this report is built is largely extracted
from the databases of Atalis, which themselves
are built on continuously updated information
provided by regulators, government agencies
and industry-leading companies.

Market research

Prohibition Partners conducts research with
industry experts to provide further detail

on investment opportunities, technical
detail, as well as market strategy and insider
opinion on market challenges, opportunities
and trends. Prohibition Partners conducts
surveys at the international level, with tens
of thousands of respondents internationally
which inform our writing generally and are re-
ported on extensively in our consumer report
series. Responses to recorded interviews are
published in full and represent the opinions
and views of the individuals concerned. They
do not necessarily reflect views held by Pro-
hibition Partners. Industry experts are se-
lected in accordance with their company or
brand’s activity within the selected market
on which the report is written. Desk research
is also conducted to inform the research and
support the findings from our own research.
We strive to ensure that all data referenced
from other published sources is accurate and
is the latest available at the time of writing.
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Market sizing

All the figures contained herein represent an
attempt at estimating the most likely scenar-
io of development in each covered market.
However, all the reported figures are very
sensitive to the untested assumptions of

the model and are based on historical data
from the most developed international pro-
grammes, which do not need to necessarily
correspond with the reality of the nascent or
yet-to-be-born markets.

Prohibition Partners’ approach to forecasting
the cannabis industry has its foundation in
the database of historical datapoints (sales,
patients, volumes, imports, prices etc.), avail-
able in Atalis. The base-line delta curve in our
models is based on the patient penetration

of more mature markets, for instance Canada
and Germany. Factors affecting the outcome
include the size of the eligible population, the
ease of prescription, supply restrictions and
affordability. An assessment on likely date

of legalisation (or new product format allow-
ance) is also considered. Sales and consump-
tion data is used to estimate the product split
between oils and extracts. Prices and their
likely evolution are inferred from the available
datapoints and our insights on future sup-
ply-demand balance.

Cross-validation with historical datapoints
to ensure robustness of the model is thor-
oughly conducted. However, in such a con-
trolled market, the evolution of regulations is
exceedingly difficult to predict. We analyse
the news and connect with our network to
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keep track of political and regulatory devel-
opments, but the model can be very sensitive
to even slight changes in the timeframe or
scope of measures being currently discussed,
as well as any unforeseen macroeconomic,
political or global transformations.

Our bottom-up approach draws from three
main types of information:

* Historical granular data from our databas-
es on sales, patients, prices, volumes and
dosages for the concerned markets.

* Observed trends from the most mature
markets in Europe and North America, e.g.
patient penetration, user spending.

* Proprietary political and regulatory fore-
casting, including likelihood of regulatory
change for product availability.

The main sources in order to conduct this
forecasting exercise are:

« Official data releases by regulators, insur-
ance companies, monitoring institutions.

» Companies’ financial and news releases.

» Review of current clinical trials and patents
in the cannabis space and likely impact of
new products and indications.

» Assessment of prevalence, eligibility and
dosing through clinical studies and litera-
ture reviews.

» Consumer research, public opinion and
policy analysis.

* In-depth interviews with industry stake-
holders and data-sharing agreements with
key operators.
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Medical cannabis sizing
Medical cannabis estimates include a fore-
cast of patient penetration over time, as

well as dosages, estimated from official and
company data, where available. Eligible pop-
ulation is not calculated as the sum of pa-
tients who suffer from qualifying conditions,
primarily because patients may suffer from
multiple qualifying conditions for which can-
nabis can be prescribed. Prices of medicinal
cannabis have been gathered where possi-
ble and estimated from price indexes in the
geographies lacking products on the market.
Evolution of prices has been modelled based
on post-legalisation pricing trends from a
number of markets.

Adult-use sizing

Our recreational cannabis market sizes take
the United Nations Office on Drugs and
Crime (UNODC) yearly prevalence figures of
cannabis use to calculate the eligible popula-
tion for a legal recreational scheme. Our as-
sumption is that legal cannabis will increase
its share of the market vis a vis the illicit
market during the first few years, following
the observed trends in Canada and Uruguay.
Prices have been estimated from internation-
al bulk prices of cannabis, as well as the illicit
market and our assessment on the current
supply and demand balance in the interna-
tional cannabis markets.
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ATALIS™

Unlock the potential of cannabis.

Access all the cannabis industry data, analytics and insight you
need in one place with Atalis™ Beta. Become an early adopter
to help shape the future and be part of what comes next.

ATALIS

Cultivation of medical cannabis in Netherlands

AMALYTICS

i

INSIGHT

NRRRENEN
ARREEER
i}

v Make informmed decisions

v" Gain competitive advantage
v Grow with confidence

Book a Demo: www.atalis.io

POWERED BY

PROHIBITION
PARTNERS
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Executive
Summary

Executive Summary

In Europe and across the world 2020 was a
huge year for cannabis. The final quarter of
2020 saw several important developments
internationally in the liberalisation of can-
nabis. November 2020 saw the passing of
cannabis legalisation ballot measures in six
US states. In the same month, the European
Court of Justice ruled that CBD is not to be
considered a narcotic substance under EU
Law. Weeks later, the UN finally recognised
the medical potential of cannabis by remov-
ing the plant and its derivatives from Sched-
ule IV of the Single Convention on Narcotic
Drugs. This was followed swiftly by the his-
toric approval of the Marijuana Opportunity
Reinvestment and Expungement (MORE) Act
by the US House of Representatives which
would federally decriminalise cannabis.

Already, 2021 has brought good tidings for
cannabis globally. In January 2021, the Dem-
ocrats won majority control of the US senate
and therefore the full House, paving the way
for potential federal decriminalisation. This
will massively progress the normalisation of
cannabis legality in Europe and elsewhere.
February saw the largest acquisition in the
history of the cannabis industry, with the pur-
chase of the British company, GW Pharmaceu-
ticals, by Ireland-based Jazz Pharmaceuticals
for just under €6 billion. This was followed in
March by the acquisition of EMMAC by US-
based Curaleaf for €242 million, represent-
ing a huge vote of confidence in the European
cannabis markets.

In Europe, COVID-19 delayed major regulato-
ry reform at the national level. For example,
France has delayed the beginning of the
country's medical cannabis trial scheme, and
Germany saw delays in the arrival of the first
harvest of domestically produced cannabis.
On the other hand, the necessity of medical
cannabis has been underlined by COVID-relat-
ed disruptions. In Ireland and the UK, special
measures were set up to ease the process for
obtaining cannabis medicines from the Neth-
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erlands. In the Netherlands, access to can-
nabis via coffeeshops was deemed essential
during 2020, not least in order to keep revenue
and users away from the black market.

Despite regulatory delays, patient access

to medical cannabis has progressed across
the continent. We estimate that over 60,000
people were able to access cannabis medica-
tions for the first time in Europe during 2020,
bringing the total to 185,000 patients access-
ing medical cannabis treatment in the region
during the year. Overall, we estimate the value
of the market for medical cannabis to be worth
€230.7 million as of the end of 2020. Further,
we expect the value of European cannabis to
grow with a Compound Annual Growth Rate
(CAGR) of 67.4%, to reach €3.2 billion in 2025.
Part of this growth will be supported by the
beginning of sales of adult-use cannabis in
Europe which are expected to occur legally in
countries like the Netherlands, Switzerland
and Luxembourg during the forecast period.

The European cannabis supply chain under-
went substantial change during 2020. Prohi-
bition Partners exclusively report that exports
of medical cannabis from the Netherlands, the
main supplier to Europe together with Canada,
decreased from 2019-2020 for the first time

in a decade. The increasing import of canna-
bis into the main market of Germany means
that it is very likely that the European supply
of cannabis has begun to diversify away from
the historic duopoly of the Netherlands and
Canada, with the arrival of producers from
regions like Israel and Uruguay.

As the patient access to medical cannabis ad-
vances across Europe, so too do the opportu-
nities for businesses to embed themselves in
niches of the value chain, before the market
becomes more established. This report is de-
signed to support businesses in doing so, along
with the conferences offered by Prohibition
Partners Live as well as our Consulting services
for cannabis and psychedelic ventures.
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GROW SMARTER =

Fluence creates advanced lighting solutions for controlled
environment crop production. INCREASE

YIELD
We apply the latest research in photobiology, evidence-based
design, precise engineering and advanced technology to foster
a healthier and more sustainable world.

&)

PRODUCE
YEAR-ROUND

Learn more at www.fluence.science
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© Copyright 2021. Fluence Bioengineering, Inc.
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EXPERT
INTERVIEWS

Pioneering European Cannabis Cultivation
with LED Lighting Solutions: a Q&A with Flu-
ence EMEA General Manager Timo Bongartz

The legal European cannabis industry is
still young compared to its North American
counterparts. As more operations pop up in
Germany, Portugal, Italy, the Netherlands
and elsewhere in Europe, cultivators will
demand partners who can do more than
sell products. They need proven advisers
with the right combination of cultivation
experience, market-specific knowledge and
practical scientific expertise that helps
them produce the highest-quality cannabis
and ultimately grow top-line revenue.

Fluence by OSRAM: Cannabis Lighting
Specialists

Fluence by OSRAM, a global provider of
energy-efficient LED lighting solutions for
controlled environment cannabis produc-
tion, is pioneering lighting applications and
research in the legal commercialisation of
cannabis. Fluence has illuminated more than
325,000 square metres of cannabis canopy
worldwide and approaches customer projects
comprehensively to ensure the cultivation
and financial goals of its growers are realised.
It provides growers with the latest photobiol-
ogy and applied scientific research and con-
nects them to teams of proven horticulture
experts with local market knowledge who
can provide on-site guidance and consulting.
With its regional headquarters in Rotterdam,
the Netherlands, Fluence believes the only
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Timo Bongartz
General Manager,
Fluence EMEA

way to truly help cultivators perfect their
operational strategies and deliver the highest
quality products is through collaboration, by
being in the growers’ greenhouses or indoor
farms with them.

Based on Scientific Photobiology Research
Fluence is also committed to industry-lead-
ing research partnerships that explore how
light influences crucial performance metrics
like plant yield, biomass, consistency and
quality. The company recently conducted

a groundbreaking photobiology study, in
partnership with the prestigious Wagenin-
gen University and Research (WUR) in the
Netherlands, that examined supplemental
lighting’s effect on cannabis flower quality
and yield in greenhouse production. The
greenhouse study verified that while lower
supplemental light spectra do not signifi-
cantly influence cannabis yield, a lower
percentage of red light correlates with an
increase in cannabinoid concentrations in
some cultivars, and that spectrum sensitivity
is cultivar dependent. The findings reinforce
what should be a core focus for cultivators
around the world; cannabis cultivation is a
top-line game. The cultivators most willing to
embrace that philosophy and deploy lighting
strategies that increase revenue—rather than
cut costs—will be best positioned to compete
and win in their respective markets for years
to come.

Fluence’s extensive cannabis research
programme in North America is continuing to
fuel the market with new findings that benefit

\ 17


http://www.fluence.science

our collective understanding of how light
impacts cannabis plant production. These
findings are shared with the global network of
cannabis growers and can be found at www.
fluence.science/science.

Q&A with a Horticulture Lighting Expert
Timo Bongartz, Fluence’s General Manager
for EMEA, shared his insights with Prohi-
bition Partners on the European cannabis
market and Fluence’s work in the region.

What trends are you seeing in the devel-
opment of European cannabis markets
today?

Most growers in Europe are relatively new
adopters of LED lighting and might not be

as familiar with strategies to optimise yield
and quality in their operations. European
markets, however, have the added benefit of
being able to draw on generations of proven
expertise in other horticulture areas. I’'m an-
ticipating that a lot of experts in other crops
will make the jump to cannabis as the market
matures. For example, chrysanthemums are
short-day plants similar to cannabis, so or-
namental growers with a proven track record
could make the transition to cannabis pro-
duction and be successful. That’s especially
true when they have access to research and
a team of experts—Ilike we have at Fluence—
who can be there with them on the ground to
make that transition even easier. European
growers are well known for their understand-
ing of commercial crop cultivation. Though
we can learn from our friends in North Amer-
ica, we can also apply techniques perfected
by our generational growers here in Europe.

How does Fluence help European cannabis
growers, specifically those searching for
data-driven insights to improve their top-
line growth?

We’re focused on controlled environments

in countries like Portugal, Germany, France,
Italy and Denmark that are becoming hot-
beds for medical cannabis production. These
markets are still young, and cultivators are
hungry for insights and best practices that
can give them a competitive advantage. It’s
our job to help them do that. We have more
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than 325,000 square metres of cannabis
canopy under our LED lights. That’s a huge
install base, which gives us a wealth of
knowledge and experience that cultivators
can draw from. We’re proud to have a skilled
horticulture services team based in Europe
that knows cannabis production, speaks

the growers’ languages, understands the
nuances of the local markets and supports
growers every day in their facilities. That’s
especially critical for cannabis growers
because we know that each facility and
operation is unique. There’s no such thing
as a one-size-fits-all approach to lighting or
cannabis production in general. That’s why
we emphasise boots-on-the-ground partner-
ships with growers to adopt the right lighting
strategy for each environment, whether that’s
a warm-climate greenhouse with a high daily
light integral or a cold-climate warehouse
that uses 100% supplemental light. We love
working with growers who want data and
analytics to understand highly tactical and
operationally specific needs like photo accli-
mation, seasonal production and compressed
cultivation cycles.

What are the top three insights or practic-
es that the European market can take away
from the North American market?

It’s important that growers first take the

time to understand their business models
and products. Do you want to compete in

the high-end flower market or will you focus
on extracts and edibles? Do you want to
enter the growing CBD market or produce
well-rounded cannabis products that fit

the needs of physicians and their patients?
Identifying customer needs up front allows
growers to tailor their strategies to deliver the
correct products that meet market demand.
Secondly, use research to inform those strat-
egies at every opportunity. For example, our
study with Wageningen University and Re-
search shows that cultivators who focus on
high-end flower production should apply high
photosynthetically active photon flux density
(PPFD) levels to enhance plant growth. Facil-
ity space is limited and expensive in Europe,
so maximising capacity becomes even

more critical. Growing under high PPFD and
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broad-spectrum lighting can help growers
produce consistent, high-quality crops with
balanced cannabinoid and terpene profiles
that are absent under legacy lighting sys-
tems like high pressure sodium vapour (HPS).
Lastly, focus on year-round consistency. As
markets become more saturated, cultivators
competing in the high-end flower market, for
instance, will need to meet the standards
customers set for them regardless of the
time of year. We see some growers cut back
on supplemental lighting during the winter
months, which leads to lower-grade plants.
But as competition gets more intense, grow-
ers will need to deliver year-round consisten-
cy. Greenhouse growers in particular should
ensure they maintain the same environmental
conditions during the winter and summer.
Otherwise they’ll see different results and
the end product will be inconsistent and
unreliable for customers.

About Timo Bongartz

Timo Bongartz has spent more than a de-
cade helping businesses transform legacy
processes into interconnected digital strat-
egies. His passion for accelerating business
transformation—combined with a childhood
affinity for cultivation—ultimately led him to
the horticulture industry. Today, Bongartz
serves as the General Manager for Fluence
by OSRAM’s EMEA region, empowering
food, ornamental and pharmaceutical crop
growers across Europe, the Middle East
and Africa to achieve their cultivation goals
through advanced horticultural lighting
technologies.
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THE MARCH OF
LEGALISATION

The European cannabis industry faced a
pivotal year in 2020. Despite the disruptions
during 2020 caused by the COVID-19 pandem-
ic, we estimate that 60,000 patients received
cannabis medications in Europe for the first
time. In November, the UN voted to recognise
the medical potential of cannabis by removing
it from Category IV of the Single Convention
on Narcotic Drugs. The motion was support-
ed by all European members who voted. The
UN decision to reschedule cannabis is already
bearing fruit, with the government of Morocco,
the largest producer of illicit cannabis in the
world, passing legislation to allow medical
cannabis cultivation in March 2021.

In Europe, the Court of Justice ruled in Novem-
ber 2020 that CBD is not a narcotic under EU
law, allowing for the commencement of applica-
tion for marketing approval for CBD products on
the continent. 2021 has started on a high, with
the acquisition of the medical cannabis firm GW
Pharmaceuticals by Jazz Pharmaceuticals for
just under €6 billion. In the US, the promise of
reform under the Democrats is helping to nor-
malise cannabis across Europe, with incre-
mental advances being made for patient access
and the liberalisation of adult-use cannabis.

COVID-19 has caused some delays to
broad regulatory reform in Europe. Swit-
zerland has not yet changed its system to
a more open-access one, France has not
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begun patient treatment under its pilot pro-
gramme (though it should by 31 March), and
Romania has yet to see its draft law legalising
medical cannabis use over 0.2% THC become
adopted as official legislation.

Despite these delays on a regional scale, there
has been progress within countries. Poland

is rumoured to be on the verge of introducing
medical cannabis extracts into their medical
cannabis system, which has seen shortages in
the supply of some products. Portugal has ap-
proved its first medical cannabis flower which
will be on the market by March. Italy is taking
steps to decentralise the dispensing of medical
cannabis from a select few pharmacies to a
broader network, and Germany has stream-
lined its pricing system to reduce the cost of
medical cannabis to the taxpayer, while main-
taining the same price for the patient.

As the COVID-19 vaccination process rolls
out across Europe, we expect to see further
delays in the emergence of new medical can-
nabis programmes, vaccination being rightly
prioritised above all else in the focus of
healthcare regulators. Legalisation timelines
depend on the efficiency of this process, but
the pace of cannabis reform is expected to
pick up again as vaccination becomes less
critical. When the region emerges from this
crisis, new legalising countries will have more
developed medical cannabis systems than
Germany, Italy, Poland and France to draw
experience from, so processes of implemen-
tation will be smoother as a result.
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Timeline: Medical and adult-use recreational
cannabis legalisation throughout Europe

2001 I Portugal decriminalises consumption of all drugs
2003

Belgium decriminalises possession of small amounts of
cannabis for personal use

The Netherlands legalises medical cannabis

2004 I The UK re-classifies cannabis as a Class C (less harmful) drug,
before restoring it to Class B in 2009

2008 I Austria legalises medical cannabis

2010

The Czech Republic decriminalises possession of small
amounts of cannabis for personal use

201 (@) Denmark approves several cannabis-derived drugs for
medical use

2012 O  Switzerland decriminalises possession of small amounts of
cannabis for personal use

2013 I The Czech Republic legalises medical cannabis

Croatia decriminalises possession of small amounts of drugs
for personal use

Italy legalises medical cannabis
Romania legalises medical cannabis

France legalises the sale of medications containing cannabis
derivative

2014 (o) Slovenia decriminalises possession of small amounts of
cannabis (up to 25 grams) for personal use

2015 I Malta decriminalises cannabis

Spain decriminalises consumption or minor personal
possession of drugs in public places

(o) Croatia legalises cannabis-based drugs for specified medical
purposes

2016 I North Macedonia legalises medical cannabis

Austria decriminalises possession of small amounts of drugs
for personal use

Poland legalises medical cannabis

Norway makes allowances for medical cannabis
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2020 o

2021
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Germany legalises medical cannabis

Cyprus legalises the medical use of cannabis oil for advanced-
stage cancer patients

The Netherlands announces plans to trial legal adult-use
cannabis production

Luxembourg legalises medical cannabis extracts
Greece legalises medical cannabis
The UK legalises medical cannabis

Denmark introduces a medical cannabis access scheme for
cannabis-based medicines

Luxembourg introduces a medical cannabis pilot scheme and
announces plans to legalise adult-use

Malta legalises medicinal cannabis with a prescription

Estonia decriminalises possession of small amounts of
cannabis for personal use

Italy’s Court of Cassation decrees that the crime of growing
narcotic drugs should exclude 'small amounts grown
domestically for the exclusive use of the grower'

Cyprus legalises the cultivation and domestic use of the drug
for medical use

Ireland legalises medical cannabis as part of a five-year pilot
programme

France and Ireland introduce medical cannabis access pilot
schemes

The UK introduces Europe’s first private patient registry
(Project Twenty21)

European Court of Justice rules CBD is not a narcotic
substance

United Nations reclassifies cannabis as a Schedule I-only
substance

Switzerland legalises medical cannabis without ministry
authorisations

Portugal grants first authorisation for medical cannabis flower

France pilot scheme begins with first patients receiving
medication.
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] SHIMADZU

Excellence in Science

Customized solutions for cannabis analysis

Experienced partner of successful cannabis testing labs

As widespread guidelines are introduced, Shimadzu
provides specific configurations and application sup-

port for the analysis of cannabis for medicinal purpos-
es, including sample preparation. With its instruments,

methods and experience, Shimadzu enables both
experts and novices to deliver reliable results while
maximizing the efficiency of their laboratories.

Reliable, high-quality solutions
applying HPLC, GC-MS, LC-MS-MS and ICP-MS
instrumentation with dedicated software

Broad range of applications

covering potency testing, terpene profiling, pesticide
screening, determination of residual solvents, analysis
of mycotoxins, quantification of heavy metals, evalua-
tion of moisture content and cannabis research

Specialized solutions and equipment
for cannabis testing to serve the need for better
quality control and standardization

Shimadzu does not support or promote the use of its products or services in connection with illegal use, cultivation or trade
of cannabis products. Shimadzu is not condoning the use of recreational or medical marijuana and is merely providing a market

summary of the cannabis testing industry.

www.shimadzu.eu/cannabis-testing-solutions
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THE DIFFERENT
PHASES OF MEDICAL
LEGALISATION

The legalisation of cannabis medicines in
Europe is an evolving process, both within the
countries themselves and at the international
level. The situation today is that each country
takes its own approach to developing a regu-
latory framework which allows the treatment
of patients using medical cannabis products.
This is a complex undertaking, because these
products mostly lack medical marketing au-
thorisation and are classified as narcotics
under national and international scheduling.

Until enough products gain medical marketing
authorisation, like for instance Sativex® and
Epidiolex®, we will not see full standardisation
and harmonisation of the regulation of medic-
inal cannabis across the region. The majority
of medical cannabis products on the market,
being whole-plant extracts or even part of the
plant itself, are not the type of products which
normally gain these authorisations. Part of the
market is currently moving towards more phar-
maceutical-style products which would have
greater eligibility for authorisation, though
cannabis will, for years to come, remain an ex-
ceptional form of medicine in Europe.

The approaches taken by those Europe-

an countries which have legalised the use
of medical cannabis to some degree can be
broadly categorised as:

Physician’s discretion (e.g. Germany)
vs List of specific treatable conditions
(e.g. the Czech Republic)

Some countries allow certain authorised phy-
sicians to decide on a case-by-case basis
whether medical cannabis treatment would be
suitable for a patient’s conditions. Converse-
ly, some countries only allow medical cannabis
treatment for a specific set of conditions.

Approved product formats (e.g. the
Czech Republic) vs Specific list of
approved products (e.g. Denmark)
Similar to the previous distinction, some coun-
tries have a list of specifically approved prod-
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ucts which can be used, while others only
specify approved product formats.

Public reimbursement (e.g. Germany)
vs Private payment (e.g. Poland)

Some countries provide medical canna-

bis as part of subsidised public healthcare,
whereas others exclude it from subsidisation,
driving up the cost of medical cannabis to
the patient. This categorisation is more of a
spectrum rather than a dichotomy, with many
countries at some stage of the process devel-
oping a system of subsidisation for medical
cannabis treatment.

Permanent regulatory framework

(e.g. the UK) vs Pilot programme (e.g.
Denmark)

Some countries have allowed medical can-
nabis treatment as part of a pilot programme
with a fixed period, whereby the programme
will be reviewed at the end of the period and a
decision made on the place of cannabis in the
medical system going forward, whether the
regulatory framework is updated and made
permanent, or simply extended (or abolished).
Conversely, other countries have put in place a
system for medical cannabis treatment which
continues indefinitely.

Normalised access (e.g. the
Netherlands) vs. Case-by-case access
(e.g. Norway)

Unlike in the US, where patients generally
have to apply for a medical cannabis licence
before being allowed to receive treatment,

in Europe medical cannabis is usually pre-
scribed through pre-existing procedures for
treating patients with medicine which lacks
medical marketing authorisation. Some Eu-
ropean countries do however require appli-
cation, generally by the doctor on behalf of
the patient, to some level of health authority
to receive permission on a patient-by-patient
basis for medical cannabis to be adminis-
tered as treatment.
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Patient access (e.g. Italy) vs No patient
access yet (e.g. Portugal)

The final categorisation is simple - some
countries have legalised medical cannabis, yet
for one reason or another no patient has yet
accessed medical cannabis products via their
domestic healthcare system. In this case, pa-
tients sometimes have to continue to receive
imports under special allowance on a case-by-
case basis from abroad.

As legalisation of the medical use of canna-
bis spreads across Europe, so too will coun-
tries transition from one side of these cate-
gorisations to the other. Transitions will often
happen simultaneously across categories.
France and Ireland have both developed pilot
programmes under which no patient has yet
been treated. Portugal and Romania have le-
galised medical cannabis without having de-
veloped a means for patient access, beyond
that of case-by-case allowances for imports.

ADULT-USE LEGALISATION

To date, no European country has legalised
cannabis for adult-use purposes, and wide-
spread legalisation is still years away. At the
global scale, countries are slowly waking up to
the benefits of legalising cannabis for adult-
use purposes. These benefits include the bil-
lions raised in taxes, the lifting of unneces-
sary burdens from the justice system and the
protection of people using cannabis who are
otherwise criminalised. To date, only Canada,
Uruguay and a selection of states within the
US have legalised cannabis for adult-use pur-
poses. These states are already reaping con-
siderable rewards from these policies. Colora-
do, with a GDP similar to Norway (14th highest
in the EU), sold over US$1.7 billion worth of
adult-use cannabis in 2020. Estimates are that
the industry supports hundreds of thousands
of jobs in the US in areas such as cultivation,
distribution and retail. Legalisation of adult-
use cannabis is spreading across the globe at
a steady pace, with Mexico and Israel set to
open their markets during 2021.
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Despite its illicit status, adult-use cannabis

is popular in Europe and more than a quarter
of the population have at least tried it in their
lifetime. However, due to outdated regula-
tions, the market in Europe and the €11.6
billion in sales each year is confined to the
black market. In this context, criminalisation
of users of cannabis continues in many coun-
tries in Europe. In 2018, the European Mon-
itoring Centre for Drugs and Drug Addiction
(EMCDDA) counted 1.2 million criminal offenc-
es for the personal use of cannabis. Using this
data for offences and prevalence of use of
cannabis, we can graph the amount of criminal
offences per user in each country for which
the data is available.
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Criminal offences per cannabis user/year
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Note: Data on number of users and offences is taken from the most recently available year. Definitions of offence are vari-

able and available at EMCDDA’s website.

As can be seen from the above graph, some
countries are more active in enforcing regu-
lations than others. Despite the relative tol-
erance of recreational cannabis use in Spain,
there are ten times more cannabis offenc-
es recorded by the authorities per user each
year than Italy.

Countries which are more progressive on
cannabis policies such as Portugal and the
Czech Republic expend relatively little re-
sources on law enforcement for punishing
cannabis users. These progressive countries
may well be among the first to fully legalise
adult-use cannabis.

The stigma attached to cannabis is steadi-

ly being chipped away and is being replaced
by an acceptance of the low risk of harm and
high medical potential. Below, we review the
pioneering efforts of countries, provinces and
cities that are experimenting with progressive
adult-use cannabis regulations.

Luxembourg cautiously
leading the way

In 2018, the Luxembourg coalition government
agreed to legalise recreational cannabis. Lux-
embourg is home to just over 600,000 people,
and would not represent a particularly large
market if it were to legalise. However, the sym-
bolic significance of being the first European
country to legalise cannot be overstated. In
addition, Luxembourg will be the first state on
the continent to grapple with issues such as
banking for legal cannabis businesses, as well
as the challenge of reconciling national and in-
ternational drug control laws.

At the time of the agreement in 2018, a draft
law was set to be prepared for Autumn 2021,
with an end date of Autumn 2023 set for leg-
islation being put into effect. Early in 2020,
the initial proposal for the regulated adult-use
cannabis market was released and included
the following points:
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* A maximum of 30 grams of cannabis may
be bought per month per person

* Buyers must be >18 years old

* No deliveries or online sales are allowed

* Only residents of over 6 months may pur-
chase cannabis

» Consumption is prohibited in public places

» Cannabis products are to be produced
exclusively in Luxembourg

* 14 points of sale across the country are
planned in an initial phase

* Part of the annual turnover has to be paid
to the State

» A maximum THC rate for cannabis flowers
is not provided

As of early 2021, in the context of COVID-19,
there is little sign of progress beyond early
planning stages. Recently, a spokesperson
for the Ministry of Health has indicated to the
press that there is no specific deadline that
the government will be adhering to in setting
up the legal cannabis industry.

The Netherlands
Experiment

For years, the Netherlands has been the
poster child of liberal policies on cannabis

by virtue of the law enforcement’s 'tolerance’
of cannabis sales in coffeeshops. Recently,
the Mayor of Amsterdam has announced that
there may be a ban on tourists from access-
ing cannabis in the city's capital, which has to
date attracted as many as 1.5 million people
per year. This policy has already been in place
for years in other cities, such as Maastricht.
Since 2017, the Netherlands government has
been planning to institute a full, legalised can-
nabis supply chain on a trial basis. Under the
current form of the plan 80 coffeeshops will
be set up across ten municipalities including:
Arnhem, Almere, Breda, Groningen, Heerlen,
Hellevoetsluis, Maastricht, Nijmegen, Tilburg
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and Zaanstad. Ten growers will produce can-
nabis for the experiment, which the govern-
ment estimates will require 65,000 kilograms
in total per year. The trial will notably exclude
the capital city of Amsterdam. Participation in
the trial requires that coffeeshops immediate-
ly abandon their illicit suppliers, which would
threaten the existing ecosystem in Amsterdam,
something shop-owners are reluctant to do.

The roadmap to the
supply legalisation trial
is as follows:

O 10 October, 2017
COALITION AGREEMENT

O July 12,2018
CABINET SUBMITS BILL TO
HOUSE OF REPRESENTATIVES

O 22 January, 2019
HOUSE OF REPRESENTATIVES
APPROVES BILL

O 12 November, 2019
SENATE APPROVES BILLL

O 28 November, 2019
LAW PUBLISHED IN THE OFFICIAL
GAZETTE

Q 1 July, 2020
PREPARATION PHASE BEGINS

O 3 December, 2020
PRODUCERS ARE CHOSEN

O First quarter 2021
PRODUCTION BEGINS

O When products are ready
EXECUTION OF THE EXPERIMENT

O At completion of trial (min 4 years)
FINAL EVALUATION OF THE
EXPERIMENT

O After completion of trial
PHASE OUT EXPERIMENT

Source: Government Website
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Global Insight,
Local Understanding

DLA Piper is delighted to support
The European Cannabis Report

DLA Piper is a global law firm with lawyers located in
more than 40 countries throughout the Americas, Europe,
the Middle East, Africa and Asia Pacific, positioning us to
help clients with their legal needs around the world.

Our Global Cannabis practice comprises of lawyers with
legal, scientific and medical knowledge who understand
the complexity of the business and regulatory
environments in which our clients operate.

We cover a wide range of disciplines; corporate

(both private and public financings, M&A and board
advisory), regulatory (both life sciences and financial),
intellectual property, technology and R&D, employment,
real estate and litigation services. The practice also

acts across every segment of the pharmaceutical,
biopharmaceutical, wellness and medicinal

sectors internationally.

DLA Piper is a global law firm operating through various separate and distinct entities.
Further details of these entities can be found at www.dlapiper.com. This may qualify as

DLA PIPER

“Lawyer Advertising” requiring notice in some jurisdictions. Copyright @ 2021 DLA Piper.

All rights reserved. | MAR21 | A08695-5
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INTERVIEWS

Dylan Kennett Rahool Sarjua
Corporate Senior Associate, Senior Associate,
DLA Piper DLA Piper

Hi Dylan & Rahool, thanks for taking the
time to speak with us again. For readers
who aren’t familiar with you and DLA Piper,
would you mind letting us know who you
and DLA Piper are?

Dylan: Thanks so much for involving us again,
always delighted to be working with Prohi-
bition Partners. By way of background, I'm a
corporate lawyer in the London office of DLA
Piper. | predominantly focus on venture cap-
ital, private equity, M&A and taking compa-
nies into new jurisdictions as they go ‘global’.

Rahool: Yes, thank you for having us. I'm in DLA
Piper's London office focussing on intellectual
property (both contentious and non-conten-
tious) across a range of industries, but also
work on commercial and regulatory issues
affecting life science and cannabis businesses.

Dylan: DLA Piper is a global business law firm
across 40 countries, with 90 offices globally.
We are full-service in each of those jurisdic-
tions we operate in and act for companies,
investors and other stakeholders across the
entire corporate life-cycle. By full-service it
means we do everything from corporate, em-
ployment, intellectual property and litigation,
just to name a few!

What has DLA Piper been doing in the
cannabis space?

Dylan: We have been involved in the cannabis
sector for some time now. Our Canadian prac-
tice traditionally led in this area, having been
involved from medical to adult-use in the country.
| hail from Canada as well, but am an English

qualified lawyer. In 2018 it was clear to us that
a number of companies were looking to expand
globally as capital flowed into this nascent sector
and regulations started to liberalise. Our Global
Cannabis Practice is now in over 20+ jurisdic-
tions across DLA Piper actively advising across
the globe, which is a reflection of the hard work
and focus we have given the sector as a firm.

It has been a big year for cannabis in Eu-
rope to say the least, what have been some
of the big news stories in your view over
the last 12 months?

Rahool: The Court of Justice of the European
Union's (CJEU) judgement in the Kanavape
case is a very significant development for the
CBD market, by clarifying that CBD by itself,
cannot be considered to be a narcotic, no
matter what part of the plant it comes from.

Dylan: From my point of view, with the green
shoots in North America sprouting after a
significant market correction, we are see-

ing that permeate into and across Europe.

| would say that the listings on the London
Stock Exchange, from a corporate lawyer’s
point of view was a massive advancement for
the industry. For some time, it was somewhat
unclear how, and importantly, what type of
companies were going to be able to access
the nexus for European capital markets. We
were very pleased to see the statement from
the Financial Conduct Authority in Septem-
ber 2020, which has provided clear ground
rules. We're also quite positive that there are
now pathways to build long-term businesses,
through greater access to venture capital via
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newly established funds, while also giving
shareholders a path to liquidity through the
recently opened public markets; founders no
longer have to immediately sell their busi-
nesses prematurely to achieve an exit.

What about Brexit? What impact has this
had on cannabis related businesses?
Dylan: As it pertains to the industry, we are yet
to see how Brexit will shake out. There are real
opportunities for the UK to be a hotbed for in-
novation, and the UK Government’s last bud-
get seems to have trended positively towards
R&D and high-growth companies. On the
other hand, patient access is still incredibly
difficult, as | understand things. Therefore, we
might end up in a scenario where a lot of great
innovation takes place in the UK, but patients
here struggle to benefit from it. The UK has
good prospects to also be a 'best in class' in
the hemp/CBD industry, but again, it will take
significant government support to advance
this part of the industry as well. We also see
Brexit’s more obvious negative consequences
where patients were being supplied from the
Netherlands and are now disrupted because
of the changing import requirements.

Rahool: From a regulatory perspective, there
were some differences emerging even before
the end of the transitional period on 31 De-
cember 2020. For example, the UK Food Stan-
dards Agency (FSA) responsible for adminis-
tering the Novel Foods framework, had already
determined that it considered CBD products
to be a novel food. When the European Com-
mission suspended novel food applications for

CBD during the summer of 2020 (as Kanavape
was still pending before the CJEU), the UK FSA
had already firmly taken the view that CBD
was not a narcotic and that it would support
novel food applications despite the European
Commission taking a more cautionary view un-
til Kanavape was decided. This suggests that
the UK authorities can move more quickly and
decisively where needed. But | agree that we
are yet to see how Brexit will affect the indus-
try. English courts are still considering judge-
ments coming out of the CJEU after the tran-
sitional period, even though the higher courts
are no longer bound by it.

What European countries have you been
most impressed with? Why? Which country
has room for the most improvement?
Dylan: It’s so hard to say what is going well
and where, but from our point of view we
were pleased to see the Dutch supply pilot
programme in respect of certain cities.
Historically, supply of the coffeeshops was
illegal, yet consumption on premises toler-
ated - therefore, we had this weird lacuna in
the law, which is now being addressed. Not
all cities have signed up, but again, it’s about
steps that are being taken which should
make the situation clearer for everybody.

France, probably the more conservative
country with regard to this industry, is also
moving forward with its pilot programme
which is encouraging. However, there are no
guarantees that the companies working with
the government would be able or allowed to
participate post-pilot. France is a potentially
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huge market, but their cautious and conser-
vative approach to cannabis presents chal-
lenges to the development of the industry.

We’ll clearly continue to see growth in Ger-
many as positive developments continue their
momentum. It was worthy of note that STADA
(one of the larger German pharma companies)
declared that it would market medical canna-
bis in Germany in the future.

This is to our knowledge the first German
traditional and big pharma player to do so.
Germany continues to be a core focus of
European cannabis, especially for those over-
seas players looking to expand into Europe.

| would also say that Denmark continues to
punch above its weight. The government and
related authorities are really making it attrac-
tive to set up a business there in this space
with lots of events, meetups and venture
capital available to pursue a business there.

| think the concern remains with getting
medicines approved for use under their pilot
programme, but the innovation will no doubt
be germinated there.

We also are keeping an eye on Malta as a
gateway to Europe and now Morocco, as we
understand they are looking to soon legalise
for non-recreational use. As a country with
such a deep history in cannabis, I’'m curious
to see how this develops.

Are you seeing a lot of corporate activity in
the space yet?

Dylan: | would say the start to 2020 continued
like 2019, as capital flows hadn’t quite yet
returned to the markets, but from autumn/
winter 2020 things have definitely picked up
and we’re seeing signs of growth. We are now
seeing consolidation, companies looking for
overseas targets and, companies coming to
the public markets. For example, we were
delighted to see EMMAC and their tie up

with Curaleaf at the beginning of March, as it
validated the pan-European business model
and the team there has been working hard for
many years. MGC Pharma coming to market
on the London Stock Exchange was also a
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seminal moment for the European industry,
so again, delighted to see this progress.

Can you help our readers (especially those
who are non-Europeans) understand the
Novel Food regime as it relates to CBD?
Rahool: A novel food is defined as food that
had not been consumed to a significant de-
gree by humans in the EU before 15 May 1997,
when the first Regulation on novel foods
came into force. In order for a novel food to
be authorised, it must satisfy the following
three requirements:

* be safe for consumers;

* be properly labelled, so as not to mislead
consumers; and

- if a novel food is intended to replace an-
other food, it must not differ in a way that
the consumption of the novel food would
be nutritionally disadvantageous for the
consumer.

In the UK, the Food Standards Agency (FSA)
came to the view that CBD is a Novel Food in
2019. As a result novel food authorisations

are now required in respect of CBD products.

What are the key issues keeping your cli-
ents up at night and/or the most common
issues you are seeing them face?

Dylan: One of the main issues we continue to
deal with is the application of the Proceeds
of Crime Act (POCA) in the UK to cannabis
businesses. The Financial Conduct Authority
(FCA) guidance around this point gave a lot of
clarity as to how such businesses would be
considered and that, amongst other things,
any business with adult-use in its portfolio
would be precluded from going public - we
basically knew that, but it was great to see it
stated officially.

The POCA also created uncertainty in inves-
tors taking stakes in cannabis businesses and
a lot of differences of opinion remain in the
legal market, as to the application of POCA on
this area. Nonetheless, everyone in the indus-
try appreciates that regulatory uncertainty is
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part of doing business in a novel sector such
as this, but we’re hopeful that more clarity
comes in due course through the promised
FCA guidance consultation or similar.

Our clients also remain concerned about pa-
tient access to the medicines that they’re de-
veloping. It really varies across the continent
and can often feel like two steps forward and
one back.

Rahool: The patchwork of different regulations
and the seemingly inconsistent application of
some of those regulations, for example with
respect to tolerance thresholds for THC, the
interpretation of the Novel Food regulation or
the UN Single Convention on Narcotic Drugs,
1961 by different countries is a significant bur-
den for any CBD or cannabis business.

What further regulatory changes do you
anticipate in the next few years?

There are still a number of areas that need to
be addressed. For example, the use of CBD or
other cannabinoids in pets is not yet autho-
rised in the UK - this is due to a lack of safety
data, so there is likely to be some change in
this area as a number of pet-owners are keen
to use cannabinoids to treat diseases in ani-
mals as more safety data becomes available.
The fact that the UK doesn’t consider CBD to
be a narcotic, but still require extracts (when
grown under a hemp licence) to come from the
non-flowering parts of the plant does not rec-
oncile with the approach taken by the CJEU.

At an international level, there obviously
remains a lot more to be done under the
Single Convention, so that businesses and
the medical community can operate more
efficiently. There is significant scope for re-
search and development in this area, but the
requirements for special research licences is
slowing down scientific progress.

What transactions are you as a team most
proud of this year?

Dylan: We've been really lucky to work with
some amazing clients this year. Of partic-
ular note for our global practice was Chris
Giordiano in the US and Russel Drew in
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Canada advising Aphria in connection with
its proposed CAD$5 billion (USD$3.8 billion)
combination with Tilray Inc. The deal with
Aphria and Tilray will create the largest com-
pany in the global cannabis industry based
on reported revenue for the most recent 12
month periods of each company prior to the
announcement of the deal. It really allowed
our team to show its depth of expertise and
ability as a firm, providing sector expertise
across a number of jurisdictions globally,
including the US, Canada, Portugal and Ger-
many (among other jurisdictions).

| would also say, we were very pleased to
work for Organigram as their European coun-
sel for their transaction with BAT plc. That
was an incredibly interesting transaction and
we were delighted to be a part of such a fan-
tastic transaction that validates the market.

Besides the 'mega’ deals, we take great pride
in assisting all clients in the sector look at new
jurisdictions so that they can expand their
footprint globally. Global regulations are com-
plex and we're actively promoting solutions
that help companies get their medicines or
products to those who are in need of them.

We also are
keeping an eye on
Malta as a gateway
to Europe and now
Morocco, as we
understand they
are looking to soon
legalise for non-
recreational use.

Dylan Kennett, Corporate Senior
Associate, DLA Piper
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Switzerland

The government of Switzerland is also set to
trial legal access to recreational cannabis.
Multiple trials will be carried out across dif-
ferent cities. Each trial is meant for a limited
number of citizens who already consume can-
nabis. Trials will be run by individual munic-
ipalities which can each supply up to 5,000
consumers at most. The purpose of the trials
is to study the effects of legal access to can-
nabis for users in terms of health and so-
cio-economic metrics. Volunteers will only
be able to purchase personal amounts for

a month’s supply. As is the case in Luxem-
bourg, only domestically produced cannabis
will be permitted to be sold. In the case of
Switzerland, cannabis must be both domesti-
cally and organically produced. Whether, and
when, tenders will be released for this trial
has not been disclosed.

City wide trials and

social clubs

Other manifestations of legal adult-use can-
nabis regulations are beginning to emerge
across Europe, including city-wide trial
periods and the social club model. Lawmak-
ers in several regions have already volun-
teered to implement trial periods of legalised
adult-use cannabis, including Copenhagen
and several German cities such as Bremen,
Berlin, Frankfurt and Hamburg. These at-
tempts to introduce trials have not yet met
with success. While cities and municipalities
may be open to trialling adult-use cannabis,
in most cases, this needs to be approved by
the national legislature who have been reti-
cent to do so.

Cannabis social clubs have also operated in
Europe throughout recent years but these are
largely non-commercial enterprises, which
are tolerated rather than being legal. These
clubs offer members the chance to cultivate
cannabis, or delegate cultivation to other
members of the club, and to consume it on
the premises, or at home. A study run by the
University of Leicester in 2020 found can-
nabis social clubs are operating in the vast
majority of European countries. Spain is the
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poster child for this form of adult-use canna-
bis access with municipalities and lone cities
like Barcelona taking it upon themselves to
regulate these clubs. According to a report
by the Confederation of Federations of Can-
nabis Associations, as many as 1,500 clubs
exist in Spain, with the majority operating in
Barcelona. However, clubs are running into
the same problem as cities like Copenhagen
and Berlin by clashing with national legisla-
tures. In November 2020, the Supreme Court
of Spain ruled that the City of Barcelona did
not have the right to regulate social clubs as
the legality of the organisations is in ques-
tion. This ruling underlines the fact that can-
nabis social clubs may not be long for the
continent, and represent a short term solu-
tion to a continuing problem created by pro-
hibition. In fact, there is a chance that the
presence of social clubs could hinder the
progress of full legalisation of cannabis by re-
moving some of the impetus from advocates,
and associating consumption with question-
able legal practices.
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MemeryCrystal

The leading UK law firm advising
the cannabis sector

Business Set Up. Capital Markets. Mergers & Acquisitions.
Private Fundraising. Licensing. Commercial Contracts.

Nick Davis

Chief Executive
nick.davis@memerycrystal.com
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Founded in 1978, Memery Crystal is an in-
dependent, full service, partner-led law firm
based in Fleet Street, London. The firm’s
practice areas include Corporate, Real
Estate, Banking & Finance, Dispute Reso-
lution, Commercial, IP & Technology (CIPT)
and Employment.

The firm is also the leading UK law firm on
advising the emerging cannabis sector on
capital markets, business set-up, mergers
and acquisitions, private fundraising, licens-
ing and commercial contracts. Following the
newly published guidance by the Financial
Conduct Authority (FCA), the firm advised
on the first ever listing of a cannabis related
business on London’s primary markets.

At Memery Crystal, our intelligent and
tailored approach makes us a more attrac-
tive proposition than the ‘one size fits all’
service offered by many other law firms. We
are commercially aware, entrepreneurial in
spirit, international in outlook and pragmat-
ic in approach. For more information, visit
www.memerycrystal.com.

p: h
Nick Davis

CEO,
Memery Crystal

Wow, what a start to the year for the
cannabis sector. London has been behind
the curve on medicinal cannabis IPOs, how
does it feel to finally have them on board?
We have been in discussions with the FCA for
over two years now on behalf of MGC Pharma-
ceuticals (MGC), an Israeli pharmaceuticals
company, so we are thrilled to finally have

a positive outcome for medicinal cannabis
companies. The market has been waiting for

a high-quality cannabis company and in MGC
they found just that. However, the true victory
here is for the patients who so desperately
deserve access to these life-changing medi-
cines. By opening the London markets, these
companies are able to raise money to fund
vital research and in turn save lives - for me,
the decision couldn’t be simpler.

What does this mean for the future of can-
nabis companies?

At present, a Main Market listing for medic-
inal cannabis companies with UK only oper-
ations are likely to be the easiest to list from
a regulatory perspective, followed by those
which operate in jurisdictions whose regula-
tory environment is equivalent to that of the
UK, such as EU countries, or Australia.

Beyond medicinal cannabis businesses, CBD
companies who have successfully navigated
the issue of “novel foods”, or those who oper-
ate in the cannabis technology space (per-
haps in extraction or vape technology), are
likely to also be able to list on London Stock
Exchange’s Main Market. However, in all cas-
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es legal due diligence and supporting opin-
ions will remain vital for listings to proceed.

London’s AIM has yet to see a cannabis
company listing and therefore may remain
challenging unless AIM is also able to set out
its position as to cannabis companies.

What is keeping you busy at the moment?
Following MGC'’s listing, we have had a sig-
nificant number of enquiries from cannabis
companies considering a listing in London.
Now is the time to maintain pressure with the
investment industry to allow retail investors
to participate in this huge growth sector.

Despite initial concerns, the London markets
have remained incredibly strong during the
pandemic, particularly in life sciences, those
with COVID treatments, or med-tech prod-
ucts. Successive lockdowns have also seen
the rise of tech companies and consumer
brands that have developed a robust online
sales strategy or those who have access to
larger retailers.

With the Main Market now being available, we
are likely to see a steady flow of high-quality
companies including CBD based businesses
considering a London listing.

Listings aside, we recently advised on the UK
aspect of the landmark $285 million acquisi-
tion of EMMAC Life Sciences by US cannabis
giant Curaleaf, which will be a huge milestone
for the European cannabis market. The two
leading companies combined create a global

platform that is poised to exploit the rapid
pace of growth of the European cannabis
market, especially in the potential shift from
medical to more consumer-oriented.

This acquisition and the recent listings

make for a very exciting time in the cannabis
industry. Cannabis is still one of the world’s
fastest growing and most innovative industri-
al sectors and it is fantastic to be able to say
that we at Memery Crystal continue to remain
at the centre of it.
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Overview of cannabis social clubs across

the European Union

COUNTRIES WITH CSCs
(PARTICIPATING IN THE STUDY)

COUNTRIES WITHOUT CSCs
(AT THE TIME OF THE STUDY)

UNCERTAIN

Source: Johansson et al.(2020)

DEVELOPMENT
OF SUPPLY CHAIN

The supply chain of cannabis in Europe is
currently in flux. Since the takeoff of medical
cannabis in Europe in recent years, products
in countries like Germany and Denmark have
exclusively been sourced from more estab-
lished cannabis markets abroad. The vast
majority of medical cannabis imported to Eu-
ropean countries to date has come from Bed-
rocan in the Netherlands and from Canadian
producers like Canopy Growth, Tilray, Aurora
and Aphria. However, as the legalisation of
medical and adult-use cannabis progress-

es, the list of international players seeking
to export cannabis products grows, and the
emergence of domestically produced canna-
bis in several states is increasing the diver-
sity of supply. The list of countries outside
Europe where companies are now produc-
ing, or preparing to produce, with a view to
exporting to the continent is extensive, in-
cluding for example Colombia and Uruguay
in South America, Uganda and Lesotho in
Africa, the US, Canada, Australia and Israel.
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YOUR PREMIUM CBD PARTNER
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Natural
Organic

PHARMAHEMP is one of the few
companies that are globally shaping the
market for innovative hemp solutions with
the lowest possible THC level in Europe.

Our continuous innovation, R&D, dedicated customer support
and strategic investments into new technologies are key drivers
behind our story. Such a combination with a highly qualified
cohesive team enables us to successfully manage our business
in today’s turbulent environment with the purpose of changing
customer lives for the better.

www.pharma-hemp.com www.pharma-lab.eu
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THE PHARMAHEMP
STORY

MOVING BOUNDARIES

PharmaHemp is at the forefront of innovative
solutions in the rapidly expanding canna-
bis-related industry. The company produces
a wide variety of hemp-infused products
with the lowest THC level possible in Europe.
Such products include oils, concentrates,

cosmetics, and other hemp-derived products.

PharmaHemp's key competitive advantage
on the market is the provision of complete
solutions in the field of Phyto cannabinoids
and commitment to continuous innovation,
quality, transparency and full traceability of
their materials and processes.

The company offers innovative development
services, stability studies and customized
formulations as well as certified supply,
processing and distribution of Phyto-canna-
binoid-based raw materials. All analyses are
done in their accredited in-house laboratory.

Each step in PharmaHemp's production cycle
or analytical task is closely monitored and
documented in order to ensure full traceabil-
ity of materials and processes involved. In
other words, the company's team performs
diligent quality control and quantitatively
determines cannabinoid levels.

PharmaHemp offers a broad
variety of products with the
lowest possible THC level in
Europe, which are produced
to the highest quality stan-
dards within certified GMP
production capacities.

Their dedication to quality is validated by
independent and external supervisory bod-
ies. PharmaHemp is certified with the GMP
standard for Good Manufacturing Practice for
food and cosmetics and is accredited under
the ISO/IEC 17025, the highest standard for
testing and calibration laboratories. This ac-
creditation proves that the company operates
with the highest competency level in terms of
laboratory testing of hemp and hemp-related
products for growers, producers and end us-
ers. Its accredited test reports are accepted
globally without the need for further testing,
which in turn improves international trade.

PharmaHemp also successfully passed an
FDA audit in 2020, which further proves their
products are safe and meet all regulatory
requirements to export to the USA. Moreover,
its business operations are in compliance
with the following quality systems; GACP,
GDP, GLP, GMP, ISO 9001 and certified under
1ISO 22000, ISO 22716 and ISO/IEC 17025.

Last, but not least, PharmaHemp com-
menced their new production facility initia-
tive, including a new Active Pharmaceutical
Ingredients (API) plant. The new facility is
projected to be built by the end of 2022 and
will combine all production, laboratory, R&D,
warehouse and corporate efforts. Pharma-
Hemp believes their expansion is an import-
ant chapter in their story and a vital step in
their mission to continue to improve lives
drop by drop.
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PharmaHemp started to build
an Active Pharmaceutical
Ingredients (API) production
plant in accordance with
current European Union Good
Manufacturing Practices (EU
GMP), which will enable the
company to expand into the
medical cannabis market.

We are proud to

be one of the few
producers in EU
that have an in-
house cannabinoid
profiling laboratory
accredited under
ISO/IEC 17025.

Andrej Susnik,
CEO of PharmaHemp
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The delayed diversification
of supply

Over the past three years, it has been
common knowledge in the European indus-
try that the diversity of producers supply-
ing medical cannabis to Europe was about to
grow exponentially. Each week, a new sup-
plier or set of licences to produce canna-

bis has been announced in various regions.
Conventional wisdom has been that canna-
bis produced in the Netherlands and Canada
would soon have a hard time from competi-
tion with product sourced from new suppli-
ers. However, the massive influx of producers
has not yet fully materialised:

* On a large scale, the cannabis industry
underwent a slowdown during the 2018-
2020 period, with opportunities for capital
increases sporadically drying up as in-
vestors demanded to see better business
fundamentals. Subsequently, an interna-
tional pullback from Canadian producers
over the past two years has postponed
the prospects of a fully realised global
cannabis supply chain. For example, in
2020, Canopy Growth announced it was
ceasing operations in Lesotho and Co-
lombia to 'improve efficiencies', incurring
over US $800 million in charges due to
the restructuring. Similarly, Aurora pulled
back from a large development in Den-
mark in late 2019 in order to stem outward
cash flow, while Tilray cut 10% of its staff
in February 2020. Late 2020 and early
2021 has seen a meteoric rebound for
investment in cannabis owing to several
legislative developments (see section on
COVID-19 related developments).

Setting up for production and distribu-
tion of cannabis to Europe has been more
difficult than anticipated for international
players. Navigating local regulations on the
production of controlled substances is a
difficult task in any nation. For example,
while Colombia has had over 100 regis-
tered cannabis farms since 2019, only a
few have registered cultivars of the plant
which would allow for commercial growing.
Beyond national legal challenges, compa-
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nies have to connect with the European
supply chain and ensure compliance with
European standards like Good Agricultural
and Collection Practices (GACP) and EU
Good Manufacturing Practices (EU-GMP).
This has led to a paradoxical situation
wherein plans for the production of huge
volumes of medical cannabis have seemed
well underway, yet there has been a scarci-
ty of approved EU-GMP products reaching
patients on the continent.

Local regulations have not progressed as
quickly as anticipated. In Israel for example,
issues with mutual recognition of EU-GMP
standards has meant a costly delay in
approval for export of products to European
countries. In South America, international
producer Auxly failed to deliver harvests
from its Uruguayan subsidiary citing
'slower-than-anticipated pace of canna-
bis-specific regulatory development in
Latin America'.

Some delays have been caused by COVID-
19. In Germany, the marketing of harvested
cannabis was pushed from late 2020 to mid
2021. In Barbados and Jamaica, the devel-
opment of regulations on the production
and export of cannabis were delayed due to
the pandemic.

Challenges to the Dutch/
Canadian duopoly

In the long term, it will be difficult for more
developed and northerly countries to produce
bulk cannabis as cheaply as regions such as
the Mediterranean and South America where
land and labour are cheaper, and the climate
is more conducive to cannabis growth. His-
torically, the Netherlands and Canada have
produced the vast majority of cannabis used
by European patients. However, there are
early signs that this may be changing.
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EU GMP-Certifhed

Pharmaceutical

Formulations

Made To Order

With partnerships already in place with a wealth of licensed producers,
we extract, purify and develop formulations of the highest quality, designed

for the needs of the patient.

We're looking for Pharmaceutical partners to manufacture formulations of
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THC & other cannabinoids for the European medical market.

— EU GMP pharmaceutical certification™
— Registration of multiple APls

— US cannabis know-how with full EU pharmaceutical team
for expansion

— Large distribution network positioned
*Certification expected Q3 2022

THC/CBD oral drops THC/CBD caps THC-A lsolate THC Distillate

For more information on formulations or the
rest of our product range please get in touch:

‘ebsite: www.somaipharma.eu

: hello@somaipharma.eu
sram: SomaiPharma
Linkedin: Somai Pharmaceuticals
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Who are SOMAI Pharmaceuticals?

SOMAI Pharmaceuticals is an international
company focused on creating unique canna-
bis formulations for the EU market, devel-
oped and manufactured inline with EU GMP
regulations for pharmaceutical products.

With a state-of-the-art extraction hub
currently under-construction just 30 min-
utes from downtown Lisbon, Portugal, and
numerous biomass and distribution deals
already signed with future partners, SOMAI
is well-positioned as one of Europe’s largest
cannabis manufacturers.

SOMAI Pharmaceuticals leadership has
also been active in the American market
through Solaris Farms. What inspired this
move to Europe?

Over the next few years Europe is projected
to become the one of the world’s largest
cannabis markets, second only to North
America. And unlike North America, which

is segmented state-by-state into patchwork
of different regulations, the EU affords the
potential for a much more unified market.
US MSO'’s are already coming to the Euro-
pean market through merger and acquisition
activity — exemplified by Curaleaf’s recent
acquisition of Emmac Life Sciences — and so
by establishing SOMAI today in Portugal, we
can be sure we will be ahead of the curve and
be best placed to serve the demands of the
EU marketplace as it expands.

What experience does SOMAI bring from
the USA, and how advantageous is that for
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Michael Sassano
CEO,
SOMAI[ Pharmaceuticals

operating in the European market?

Doing extraction on the West coast for over
eight years, we have overseen huge advance-
ments in technology, formulation science,
and drug delivery systems. And having
already managed successful roll-out and
expansion in the United States, the SOMAI
team has the real-world knowhow needed to
create realistic development timelines that
can flexibly adapt to the European market
as it goes through its own period of develop-
ment and expansion.

In terms of our operations, SOMAI comes
with an expert knowledge base that has
already learned how to optimise extraction
operations to realise their peak efficiency,
and crucially also their peak profitability. This
is rare in the European market where many
start-ups are learning the craft for the first
time, and so SOMAI stands out.

Why Portugal, specifically?

Back in 2019, started off in Greece, but after
visiting in Portugal in 2020 we saw just how
progressive INFARMED — Portugal’s National
Authority of Medicines and Health Prod-
ucts — was, and it became clear to us that
Portugal would become a leader within the
EU cannabis market.

Portugal has some of the most advanced
rules in the EU that allow for easy import of
materials from non-EU countries to be used
as biomass for extraction, and the Portu-
guese health ministry fully supports the
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pharmaceutical advancement of cannabis.
Portugal has also already awarded many
licenses to cannabis producers, and large
companies like Tilray continue to pave the
way in terms of receiving marketing approv-
al for medicinal cannabis products. For us,
Portugal’s sensible approach to regulation,
it’s geographical location as a doorway to
Europe from the United States, an internal
market and Lisbon’s renowned pool of highly
educated biomedical professionals makes it
a perfect fit.

With the construction of this extraction
hub in Lisbon, it would appear that SOMAI
Pharmaceuticals is initially focussing on
manufacturing rather than cultivation.
Why is that?

Europe is already full of cannabis cultivators
who, to their credit, do an excellent job. But
the current European market does not have
enough qualified manufacturers of phar-
maceutical and medical cannabis product
formulations, and that is where SOMAI can
really demonstrate our skills.

By choosing to invest in manufacturing over
cultivation, we are able to concentrate our
spending on the development of innovative
products and novel cannabinoid formula-
tions, without the added capital drain that
comes with implementing vertical integration.
SOMAI with construction already underway
on the Lisbon extraction hub, fundraising
remains open to prepare for an uplisting.
With this, SOMAI will be able to pursue even
greater European expansion, and to invest
more heavily in the development of advanced
product lines.

Can you expand on the cannabinoid formu-
lations being developed by SOMAI Phar-
maceuticals?

At this early stage, the focus is on creating
extracts for pharmacological applications,
such as >90% THC distillate and 99% THCA
isolate for the formulation of cannabis-based
medicinal products. These are extracts that
we are familiar with from our experience on
the West coast, and we want to bring that
manufacturing expertise to the EU market.
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As our capabilities expand, we will leverage
our expert manufacturing knowledge and
strategic partnerships to create innovative,
tailor-made cannabinoid formulations in the
shape of oral drops, pills, topicals, and pos-
sibly edibles plus, vape oils in the future. As
the EU market develops, SOMAI will respond
in kind to meet the demands of this bloom-
ing industry.

How do you see SOMAI Pharmaceuticals
evolving over the next few years?
Presently we are looking for pharmaceutical
partners that will allow us to manufacture
more novel formulations for the future EU
market. We anticipate that we will be able to
start producing test batches in early 2022,
with the site fully operational and EU-GMP
certified soon after.

Our initial 3,700 sq m. facility in Lisbon has
the availability to expand to up to 12,000 sq
m. as the operation scales up, which would
make it one of the largest manufacturing fa-
cilities in Europe. As the EU market broadens,
we also plan to establish additional SOMAI
extraction hubs in other promising locations
around Europe.

All of this, in combination with our strategic
partnerships and highly-knowledgeable staff
means that SOMAI has the potential to dom-
inate the market in terms of manufacturing
and product formulation, and that is what we
intend to do.
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Exports of Dutch medical cannabis
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As Prohibition Partners exclusively report-
ed early in 2021, 2020 was the first year on
record in which Dutch exports of medical
cannabis decreased as compared to the
previous year. The average growth rate from

2015-2019 was 70%. In contrast to this, 2020

saw a decrease of 4.7% as compared to 2019.
This may have been, in part, due to COVID-
19 related disruptions. During 2020, medical
cannabis imports increased in the largest
market for Dutch cannabis; Germany.

IMPORTS (KG)

Medical cannabis flower imports to Germany
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Imports of medical cannabis to Germany have
grown each year on record, with well over 100%
growth year on year from 2017-2019. 2020
saw the import market grow by 37%, with 9.3
tonnes being imported throughout the year.

Considering that German imports of cannabis
increased while the Dutch exports decreased,
and that no domestic cannabis was available
to German patients in 2020, (notwithstanding
the chance that large stores of medical canna-
bis from 2019 were used), the conclusion must
be drawn that the supply of medical cannabis
to the country has just begun to diversify.
Below, we consider the countries who are
vying to become the future suppliers of these
medicines to European patients.
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Imports to the EU

The European market for cannabis will be one
of the largest untapped consumer packaged
goods markets globally in the coming years.
As lawmakers and health professionals
increasingly recognise the benefits in terms
of public health, justice and finance, legalisa-
tion of medical cannabis will open up market
niches for those seeking to meet the needs of
millions of patients on the continent.

Canada

To date, the vast majority of legal cannabis
imported into the EU has come from es-
tablished producers in Canada. Prohibition
Partners has obtained exclusive data on
exports of medical cannabis from Health
Canada displayed below. Exports of cannabis
flower from Canada were briefly overtaken
by exports of oil in 2019, but this trend was
reversed due to large quantities of flowers
being bought by Israel.

Exports of cannabis flower and oil from Canada

FLOWER OIL
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Export of cannabis flower
from Canada 2020
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Up until 2020, the majority of exports of can-
nabis from Canada had been sent to Europe-
an Countries. Exports of oil and flowers from
Canada to Europe increased from 2019-2020
by 28% in terms of weight, but are now in the
minority, with the majority of flowers being
sent to Israel and the majority of oil being
sent to Australia. Exports of oil to Denmark
dropped from almost 1000kg in 2019 to 60kg
in 2020 owing to the removal of Canntrust
products from the market.

South America

Several producers in South America have
been preparing to supply the European
medical cannabis market for the past couple
of years. However, only a few companies have
managed to successfully ship any products
and have them placed on the market.

Other producers in Latin America are ‘hot on
the heels’ of Fotmer and Clever Leaves. For
example, Khiron Life Sciences in Colombia
have exported high THC cannabis extracts
for sale in Peru, with the first delivery being

Source: Atalis/Health Canada

made in December 2020. Khiron have also
secured agreements to supply the UK market
with medical cannabis products for Project
Twenty21, having already sold Khiron branded
products in the country before this. Khiron
also has a supply agreement in place with
Nimbus Health to distribute their products in
the German market and have already delivered
high-CBD extracts to the country. Pharmacielo
is another leading cannabis group in Colombia
with their sights set on Europe. Pharmacielo
has a supply agreement in place with XPhyto
Therapeutics Corp. to distribute their prod-
ucts in Germany. Both companies are now
among those in South America which are vying
for EU-GMP certification which will enable
exports to be sold on the European market.

Australia

Since late 2020, medical cannabis flowers
and extracts produced in Australia have been
available in the German market. Little Green
Pharma became the first group to export com-
mercially from Australia to Europe in Novem-
ber 2020, with a shipment of 600,000 units
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of extract which were imported by Aphria and
sold to pharmacies by AlephSana and Alterna-
tive Medical Products (AMP). The group also
has an agreement with Demecan to supply
1,000 kilograms of dried flower, or 48,000
units of medicinal cannabis oil product per
year. The first flower to arrive was produced

by Australian Natural Therapeutics Group,

and marketed in Germany by independent
distributor Cannamedical. While the weights
of export are not currently known, the flower is
known to have a cannabinoid content of 22%
THC with negligible CBD content. Australian
group Little Green Pharma have also been
successful in accessing the European market
with their extracted products. As of February
2021, products exported from Althea have also
reached UK and German markets.

Israel

Owing to progressive cannabis policies

and a strong cultural acceptance of canna-
bis usage, Israel is now among the leading
markets for medical cannabis in the world,
and is the largest importer of any country. By
June 2020, Israel had imported six tonnes of
cannabis, which is more than the entirety of
German imports up to the end of September,
of the same year. As well as being a strong
consumer market, Israel has the potential to
be one of the leading exporters of medical
cannabis anywhere in the world.

To date, regulation practices have ham-
strung the Israeli medical cannabis markets.
Domestically, changing compliance protocols
and point-of-sale pricing issues have harmed
patient access to medicines, by creating
supply issues and decreasing affordability.

The export market has had similar problems,
with Israeli regulators unable or unwilling to
certify cannabis producers as EU-GMP compli-
ant, which is a necessary precursor to export-
ing finished products. At the time of writing, no
mutual recognition agreement has been made
to establish the equivalence of the local Israeli
Medical Cannabis GMP and EU-GMP. All firms
wishing to export to Europe have had to invite
European regulators to their facilities in Israel
to certify EU-GMP compliance.
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Potential Sources of Medical cannabis for Europe

Countries where governments or companies intend to produce medical cannabis for export to Europe

This has successfully been achieved by a
small number of groups, including Panaxia, IM
Cannabis and Breath of Life, though the latter
only for API production. The first commercial
exports of medical cannabis made from Israel
to Germany came in December 2020. The
shipment was made by Israeli Panaxia and
their partners in Germany, Neuraxpharm.

As of February 2021, Panaxia has also been
chosen to supply medical cannabis to Cyprus
and France as part of new government
programmes. IM Cannabis export cannabis to
Germany by purchasing EU-GMP flower and
selling the product on to German wholesalers.

Africa

To date, production capacities in African
nations are far behind those in markets such
as North America and Europe. We do not
predict any products from Africa reaching
patients in Europe in 2021.

To date, no company in Africa has secured
EU-GMP certification which would allow

large-scale commercial exports of medical
cannabis products. Delays to the beginning
of African exports have been caused by a
number of factors, not least the fact that
COVID-19 has prevented many regulators
from travelling to inspection sites (see
section above Delayed Diversification of
Supply). Some medical cannabis has been
exported from the continent in the past
three years. In 2018, Medi Kingdom exported
cannabis flower from Lesotho to Canada

for research purposes. In April 2020, a
Ugandan firm, Industrial Hemp (U) Ltd, began
exporting cannabis to Israel, however, the
company is yet to tap the European market.
Early signs of the Afro-European supply line
opening up came in August 2020. South
African-based Felbridge claimed to be the
first African producer to successfully ship
to Europe, upon their delivery of medical
cannabis to Swiss Puregene AG for research
and development purposes.
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Alternative supply

chain emerging

A route of medical cannabis supply not
reliant on production in an EU-GMP facili-
ty developed over the course of 2020. This
has been achieved by Fotmer Life Sciences,
a Uruguayan subsidiary of Canadian Sil-
verpeak Life Science. During 2020, Fotmer
exported several large shipments of cannabis
from Uruguay to an undisclosed location

in Portugal. The total amount of cannabis
flower shipped was probably in the region

of four metric tonnes, equal in quantity to
just under half the total consumption in the
German market for the year. At least some of
the cannabis which arrived on the continent
was processed in EU-GMP facilities and sold
on the German market by Tilray. This event
sets a massive precedent for the industry in
that cannabis can be cultivated in a facility
without EU-GMP certification and subse-
quently processed in such a facility before
being sold in Germany, and likely elsewhere
in Europe. This process had in fact been
carried out, in a way, by German dronabinol
producers, Bionorica, who processed non-
EU-GMP flowers from Austria in German
EU-GMP certified facilities for the eventual
sale of dronabinol on the German market.

To date, industry players are unsure whether
this represents a legitimate route of supply
within Europe. Whether Portugal is unique
in accepting non-GMP cultivated cannabis
in the EU is yet unclear. While cannabis sold
in Europe has to be produced to EU-GMP
standards, there is ambiguity around where
in the supply chain the GMP process must
start. If the good manufacturing practices
have only to begin at the processing stage,
then a new avenue of supply is opened up
for the continent. Producers could cultivate
cannabis destined for Europe at low cost in
regions such as Africa, the Mediterranean
and Latin America without first acquiring the
onerous EU-GMP certification. Processing in
a facility with EU-GMP, either within Europe
or elsewhere, could then make the product
compliant with European standards where it
can be sold with a much higher profit margin
than cannabis products produced in Euro-
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pean greenhouses for example. In the near
future, we expect the legal ambiguity to be
cleared up, and/or for more companies to
begin replicating this route of supply, though
reputational and legal risks are present if this
supply route is deemed illegitimate by Euro-
pean authorities at a later date.

Domestic production

The domestic production of medical cannabis
has made some progress during 2020. Europe-
an governments are still in the early stages of
experimenting with the legal supply of medical
cannabis. As cannabis is still a controlled
narcotic under international law, the regula-
tion and logistics of international trade is a
taxing endeavour. As such, many countries
are seeking to establish their own domestic
production; to ensure stability of supply and
control over quality assurance, to ensure

local production is beneficial to the domes-
tic economy, and to provide the basis for an
export market, as seen in the Netherlands.

The Netherlands

The Netherlands has the longest standing
production and export market for medical
cannabis in Europe. The Dutch Government
maintains strict control of the supply chain
from seed to sale which means all opportuni-
ties arise from tender applications. Medical
cannabis is regulated by the Office of Medical
Cannabis (OMC), under the Corporate and
Investment Banking Group which is part of the
Ministry of Health, Welfare and Sport.

Since 20083, the local company Bedrocan
has been the sole producer of medical
cannabis for sale to the OMC in the Neth-
erlands. In the early stages, this agreement
facilitated supply for the domestic market
predominantly. However, Bedrocan and the
OMC have nurtured their market positioning
over the years to become the main source
of medical cannabis in Europe, holding the
majority share of the most lucrative markets
like Italy and Germany. Alongside tendering
for the production of cannabis, the OMC also
controls who irradiates, tests and packages
cannabis products. See the diagram for an
outline of the supply chain.
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Medical cannabis ecosystem in Netherlands
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As of early 2021, Bedrocan has stated that
their products are available, at least on a
limited basis, in 16 countries.

Cannabis produced by Bedrocan can be
channelled to three routes; use in exper-
iments, sales to pharmacies and sales to
foreign markets. Since 2016, sales to foreign
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markets have been the most lucrative for
Dutch cannabis, being four to five times
larger than the domestic market. The OMC
controls the export process and agrees
tenders with foreign countries, including
2,500 kilograms to Germany and ~700 kilo-
grams to Italy in 2020.

Domestic sales and sales abroad of Dutch cannabis
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The current recording period, which began in
2010, has only just, in 2020, seen the first re-
duction in overall sales. This has been driven
solely by a 5% reduction in exports compared
to 2019 figures. The amount of medical can-
nabis being produced and sold in the Nether-
lands continues to climb, with 685 kilograms
being sold during 2020, a 13% increase from
2019. There are signs that the overall growth
of medical cannabis sales in the Netherlands
has slowed, with an average annual growth of
just over 5% since 2016.

Germany

In April 2019, the Federal Institute for Drugs
and Medical Devices (BfArM) announced that
it was awarding the tender to cultivate canna-
bis domestically in Germany to three com-

panies exclusively for distribution in German
markets. In total, the tender ensures that

the BfArM will purchase 10,400 kilograms

of cannabis from producers, split into 2,600
kilograms per year. This 2,600 kilograms is
further split between the companies in the
proportions listed below. The first substantial
harvest grown under this tender is expected
in Q1 of 2021.

Cultivation/production licence holders (winners
of the three tendered lots) are as follows:

« Aurora - 1,000kg/year for 4 years
* Aphria - 1,000kg/year for 4 years

* Demecan - 600kg/year for 4 years
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With roots deeply embedded in the horticul-
tural industry and over 40 years of bioge-
netic experience, Perfect Plants is a global
leader in tissue culture production. Spe-
cialising in food and pharma crops, Perfect
Plants has integrated cannabis into its list
of starting materials available globally.

Tell us about the Perfect Plants advantage
when it comes to the cannabis Industry.
We believe that 80% of what it takes to
achieve success in an agricultural-based
industry is core competency, and only 20%, if
that, is crop-specific.

Perfect Plants has headquarters in Honsel-
ersdijk, Netherlands - a town which has the
highest level of productivity per square metre
for agriculture in the world. A town illuminated
by greenhouses focused on high intensity,
technology integrated agriculture. Perfect
Plants’ facilities all have an extremely efficient
level of skill and productivity - something that
is quite rare in the cannabis industry.

We entered the cannabis industry with 40
years of experience behind us. We made
sure to fine tune our core competencies; a
solid production infrastructure and system,
excellent human capital, experience at a
commercial scale, and only then did we take
on cannabis as an additional crop.

Between our automated greenhouse and our
breeding and lab facilities in the Netherlands
and in South Africa, we produce more than

Lenny Karmiol
CEO,
Perfect Plants

15 million plants a year. These plant starting
materials are distributed to every continent
on the planet. As a result, we are now the
only truly global producer of tissue culture for
cannabis in the world.

What is the main benefit that tissue cul-
ture offers the cannabis industry?

Tissue culture provides the industry with
starting material that is clean, reliable, and re-
producible. Our plants are diligently processed
to ensure that our customers receive exactly
the plants they are expecting at exactly the
quality they require - without exception.

Plant tissue culture seedlings significantly
outperform conventional vegetative propa-
gation materials in terms of uniformity, yield,
pace, and quality. Rising global demand for
high quality cannabis has boosted demand
for micropropagation methods that yield su-
perior performance, including tissue culture.

When our customers receive our plants, they
can have 100% confidence in their growth -
and that confidence is the key to producing
high quality plants on a commercial scale.

What has been the main challenge of en-
tering the cannabis industry?

One of the most difficult things about the
cannabis industry is that it is such a young
and immature industry compared to agricul-
tural crops. In addition, the regulatory restric-
tions seem to compel companies to vertically
integrate. Companies often feel they have

no choice but to operate from ‘seed to sale’
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and on a commercial scale - something we
believe is virtually impossible to accomplish
while also maintaining the quality required at
a large scale.

We challenge that paradigm by focusing on
clean, stable starting material; a very specific
category of the supply chain. By pouring all of
our attention into this initial - but extremely
important - part of the process, we set our
customers up for success, so they have both
the bandwidth and focus to excel in other
areas of the growing process. This is where
they can create a true competitive difference.

Was it difficult to pivot into cannabis?
Getting started in any new category as a
tissue culture company that produces in the
quantities that we do, requires a significant
investment of time and capital. Just for con-
text, we received our initial cannabis licence
in the Netherlands in December 2017. Since
then, we have been aggregating, stabilising,
initialising and selecting genetics for more
than 120 hemp and cannabis varieties. It
has taken from then to now (over 3 years) to
secure an inventory of starting material that
allows us to produce on a commercial scale.
Generally, the process for any new crop to be
captured and initiated into in-vitro material,
and then to be produced and sold commer-
cially takes at least a year, if not longer.

We operate in the tens of thousands of units.
If we do not set out with a plan to ultimately
reach at least 5,000 plants for a given vari-
ety, it is not economically feasible for us to
put that variety in vitro.

This high start-up cost is one of the reasons
for significant barriers to commercial scale
growth in the industry. Anytime | have con-
versations with principals of tissue culture
companies in cannabis, my message to them
is almost always the same: let’s figure out

a way to collaborate, because at the end of
the day we will help build the industry and
achieve much loftier goals through collabora-
tion than through competition.
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Where is Perfect Plant’s future headed?
We believe that hemp and cannabis exist on a
continuum of the larger category of Food and
Pharma. Perfect Plants is a mature, diver-
sified company able to deliver the highest
quality starting material and plant genetics
on a commercial/industrial scale. Over the
next 40 years, we will continue to apply these
essential ingredients of success to the Food
and Pharma Industries.

\ 58

The European Cannabis Report |

The global
standard in
cannabis

tissue culture
production.

As the only global commercial scale producer
of cannabis tissue culture in the world,

Perfect Plants helps eliminate risks and

variables of commercial cultivation. Applying
over 40 years of horticulture industry experience,
we are on a mission to raise the standard in the

cannabis industry.

Perfect §
Plants

perfectplants.nl

Now available in licensed jurisdictions throughout Canada, Europe & Africa
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It is likely that the German government will
end up buying more than the originally agreed
amount. This is necessary to meet the rapidly
growing demand but also, the BfArM are
contractually obliged to purchase surplus
cannabis up to 150% of the agreed upon
amount. However, price reductions would
apply to any plant material bought in excess
of 120% of the originally agreed upon amount.
This would reduce the estimated wholesale
price per gram from around €2.3 to €1.87.

Italy
The Italian government also oversees domes-
tic cannabis production. Cannabis cultivation
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is under the control of the Italian Military
division, the Stabilimento Chimico Farmaceu-
tico di Firenze (SCFM).

The government of Tuscany have recently
invested €1.4 million alongside the SCFM into
a project to develop domestic production as
well as towards providing evidence for safety
and efficacy of medical cannabis in general.
The project is planned to run from 2020-
2022 but it may be extended. The health
ministry permitted the SCFM to produce 500
kilograms (1102 pounds) of cannabis flowers
in 2020. The SCFM’s 2019 production was
estimated to be below 350 kilograms.

Sources of medical cannabis in Italy
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The SCFM supplies cannabis sourced from
its own production as well as through imports
from Aurora. As such, it is unclear how much
of the product sold to pharmacies from

the SCFM is from each source though; it is
thought that the split is roughly even over
2018 and 2019.
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ALWAYS
PURE
ORGANICS

Always Pure Organics are

a driving force behind the
global understanding,
education, and ultimately
distribution of CBD products.

We are the largest independent
regulated CBD manufacturer in
Europe, supplying Europe, the UK and
Japan. As one of the first movers in
the EU, UK and Japanese markets, we
have built a solid and highly respected
network of distributors, retailers and
brands, now working with over 450

clients worldwide.

Always Pure Organics offer a supply
chain our clients can trust to help

them on their CBD venture, from start

to finish.

Let’s talk CBD.

Our commitment to quality and
passion form the driving force behind
our work, allowing us to quickly
become an industry leader and

trusted supplier of CBD worldwide.

Always Pure Organics

have supplied 280 million
daily doses of CBD globally
since inception.

We offer the highest quality wholesale
legal cannabis and cannabinoid (CBD)
products, as bulk ingredients, bulk
products, white label, and bespoke
formulations. This is coupled with
regulatory and legal expertise and

supported by delivery across Europe.

Our unique bespoke formulation

offering allows our customers to

United Kingdom

create their own product from
scratch, whilst we provide the
regulatory and product knowledge, as

well as production of the product.

We're proud of our
excellent reputation with
customers, suppliers,
authorities and regulators.

Proven track record as reliable

and trustworthy business partner.

Transparent relationships
with global regulatory and
enforcement agencies due to

nature of goods.

Ongoing and open dialogue with
UK's FSA and EU's EFSA on Novel

Foods registrations.

We’re one of the leading legal
cannabis companies in:

European Union Japan

www.alwayspureorganics.com

Q. 0800 772 0697

&d info@alwayspureorganics.com
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Denmark

The Danish government is particularly proac-
tive in supporting the development of medical
cannabis production in the country. The
'Development Scheme' is led by the Danish
Medicines Agency and aims to regulate the
production of cannabis specifically for the
four-year pilot project in the country. Prog-
ress has been much slower than expected
due to prohibitively high quality manu-
facturing standards imposed on medical
cannabis production by the regulator. No
domestic products are yet approved for use
in Denmark, despite production activity by
many companies since 2018.

Establishment of production capacities by
companies within Denmark is being built
with a view to establishing a more permanent
base, even after the pilot scheme ends. As

of February 2021, 43 companies have active
licences to produce cannabis, at least for
research purposes, as part of the develop-
ment scheme including local players such as,
Stenocare and international giants such as
Canopy, Aurora, The Green Organic Dutch-
man and Aphria, via their partnership with
Schroll Medical. Aurora halted construction
on their Aurora Nordic 2 facility in 2019 to
save on costs. However, their Nordic 1 facility
has already exported bulk cannabis products
to the German market; the only commercial
cannabis exports from Denmark, as of Febru-
ary 2021.

The UK

Despite the strict control of cannabis medica-
tions in the UK, it is home to the largest pro-
ducer of cannabis for pharmaceutical purposes
in GW Pharma. Since 1998, GW Pharma have
been cultivating cannabis in the UK; first for re-
search purposes and now also for the produc-
tion of their marketed products Sativex® and
Epidiolex®. GW’s main facility is in Somerset,

in the UK, with greenhouse facilities spanning
over 182,000 m?. Altogether, GW have leased
over 566,000 m? to grow cannabis in the UK.

GW Pharma has taken a traditional approach
to the development of cannabinoid drugs. Two
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decades of research and development have
now culminated in the production and sale of
over half a billion USD in cannabinoid drugs
around the world with the vast majority of
sales coming from Epidiolex® in the US. GW
Pharmaceuticals is now the poster child for
the successful introduction of pharmaceutical
cannabinoids to the market. In early 2021, GW
was bought by Jazz Pharmaceuticals, head-
quartered in Dublin, Ireland, for just under €6
billion. (see section on CBD vs Epidiolex®).

GW may soon be joined by new producers
within the UK and its dependencies. In May
2020, an investment firm, Artemis Growth
Partners, acquired a cultivator with licences
for medical cannabis production in the UK. The
deal was worth €68 million and could produce
large volumes of medical cannabis when up
and running, as there is a claimed 60 acres of
cultivation facilities available. In a separate
development, January 2021 saw the finalisation
of new regulations which allow the production,
but not consumption, of cannabis on the Isle of
Man. There are hopes that cannabis cultivation
can contribute to the post-pandemic economic
recovery of the British dependency. The Isle of
Man will join Jersey and Guernsey in allowing
the cultivation of medical cannabis in British
dependencies. In January 2021, Jersey issued
the first licences for cannabis cultivation on
the island, with the recently formed Northern
Leaf being a recipient of the licence. This is
the first time anyone in the UK has received

a licence to cultivate medical cannabis other
than GW Pharma.

The Czech Republic

In the Czech Republic, a single company has
the tender to grow medical cannabis which

it supplies to the State Cannabis Agency
(SAKL), similar to that of Bedrocan in the
Netherlands. Throughout 2020, the company
supplied 18.2 kilograms to SAKL, which was
27% of the amount consumed by patients.
There are no plans currently to open the
country up to new producers. The remainder
of demand in the Czech Republic is supplied
through imports from abroad facilitated both
by private companies and SAKL.
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Intra-European Trade

In the recent past, the goal for most cannabis
companies in Europe was to establish vertical
integration. In some cases, this has proved to
be more difficult and less efficient than was
once thought. In the coming years, we expect
to see the supply chain for medical cannabis
develop significantly, with diversification of
secondary services such as packaging and
processing, agriculture and tech support as
well as the development of a more interna-
tional supply chain.

The main market European producers are
seeking to export to is Germany, owing to the
high number of patients with legal access

to cannabis. However, there are still large
swathes of patients who do not yet have ade-
quate access to medical cannabis in regions
across the continent. These markets such as
the UK and France offer massive opportuni-
ties to the companies who can get a foothold
and grow their presence in the country as the
markets open up.

To date, very few producers have managed to
establish vertical integration within Europe.
One example of the successful establishment
of a fully European supply chain is in the
production of medical cannabis by UK-based
EMMAC Life Sciences, recently acquired by
US-based Curaleaf for €242 million. EMMAC
are unique in that they are an independent
firm who have established an all-European
vertically integrated supply chain. EMMAC
produce EU-GMP standard cannabis in their
facility in Portugal, process the raw materi-
al in Portuguese and Spanish facilities and
market final products in the UK, as well as
Israel, with approvals already granted for the
German market.

In response to a query on vertical integration,
EMMAC told Prohibition Partners:

'To address the challenges presented by a
fragmented and complex regulatory market,
and to firmly establish EMMAC as the Euro-
pean cannabis leader, we believed it was es-
sential for us to have complete control of our
supply chain. In the past few years we have
built a vertically integrated business model,
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from our cultivation site in Portugal to our
extraction facilities in Spain to our manufac-
ture and distribution facilities in the UK. By
owning the supply chain we are able to create
cost efficiencies and allow the vertically inte-
grated set up to pass these cost savings on to
patients'- Antonia Costanzo, CEO of EMMAC

Tilray has also established a fully European
cannabis supply route, in this case by part-
nering with German distributors Cannamed-
ical. Alongside its Uruguayan imports, Tilray
produce EU-GMP grade medical cannabis in
Portugal and have transported it to Canna-
medical for distribution in German pharma-
cies since early 2019. Tilray has also agreed
to ship medical cannabis to researchers in
Spain from its Portuguese facility.

Several other players on the continent are
now either close to exporting, or have already
completed exporting, their first deliveries

of medical cannabis around the continent.

In 2020 Alcaliber (Linneo Health) exported
Spanish-sourced cannabis to the German
market. Aurora Nordic has been granted the
approval to export bulk cannabis produced in
Denmark, which it hopes will soon become a
main vein of supply for the German and wider
European markets. North Macedonia based
NYSK, a subsidiary of Pharmacann Polska,
expects to soon be exporting EU-GMP certi-
fied medical cannabis products to Germany
and Poland.

The government in Greece is also nurturing
the production of medical cannabis in the
country. Since 2018, new laws have been
rolled out allowing the cultivation of cannabis
for medical purposes. All cannabis produced
in Greece must be exported or sold to the
state agency for cannabis which maintains

a monopoly on the licensing of cannabis
related activities. To date, no Greek producer
has yet reached markets with their products.
In early 2021, new laws were introduced to
the Greek parliament which would allow for
the cultivation of cannabis for export without
the need to observe the normal Greek laws
on production of cannabis for consumption
within the country.


http://www.canngrouplimited.com
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Development of

ancillary services

To date, the efforts of those involved in the
medical cannabis industry in Europe have
been firmly focused on increasing access to
medicines by navigating regulatory hurdles to
get cannabis legally cultivated and distributed
to patients. Many companies have attempted
to establish vertical integration; to control
production, packaging, and distribution of
medical cannabis. However, it is becoming
increasingly obvious that the investment of
human and capital resources makes this
impractical to achieve with any efficiency,

in many, but not all cases. As the market for
medical cannabis products matures in Europe
and more and more producers make it past
regulatory hurdles and are offering medical
cannabis products on the market, there will
be increased competition especially at the
upstream segment of the value chain.

We expect to see the movement of interest
towards the downstream components of the
medical cannabis value chain. These activities
include agricultural and tech services, testing
of products, manufacturing (extraction, formu-
lation), packaging, logistics (transport, storage)
and retail. As is the case with the production

of cannabis; accessing downstream compo-
nents of the value chain entail the navigation of
patchwork regulatory frameworks. In the case
of domestically produced cannabis, national
agencies are usually in control of all aspects of
the value chain, as is required by commitments
to the UN Convention on Narcotic Drugs. For
example, in Germany, the government has ten-
dered the distribution of domestic produce to
local company Cannsativa. In the Netherlands,
the OMC tenders each stage of the process
including testing and irradiation and packaging.
International pharmaceutical firm Fagron are

a good case study in establishing themselves
in the ancillary services sector. While Fagron
do not produce any cannabis themselves, they
have successfully embedded themselves in

the European medical cannabis value chain by
becoming a licensed distributor of imported
medical cannabis in Germany as well as the
sole packager of medical cannabis produced by
Bedrocan in the Netherlands.
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PRODUCT FORMAT:
THE TREND TOWARDS
EXTRACTS AND ISOLATES

Flowers have been the most commonly used
form of medical cannabis in the healthcare

of most nations with legal access. However,
for several years now, it has been noted that
the market for medical cannabis is moving
away from flower products and towards more
processed extracts and isolates. This is true
in the newer markets in Europe like Denmark
and Germany but also in the more established
medical cannabis markets of Canada and
Netherlands. We examine here the trends
across several markets which show the rise in
popularity of extract and isolate products.

Sales of medical cannabis products in Canada
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In Canada, the market for medical cannabis
flowers continues to be replaced by more
value-added products. Extracts have been the
largest selling segment since June 2020.
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Medical cannabis prescriptions in the Netherlands
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Medical cannabis oil has been dominant

in the Dutch market since mid 2017. This is
according to data on the number of prescrip-
tions from the Pharmaceutical Key Figures
Foundation. The Netherlands is a special case

in that people have been able to avail them-
selves of cannabis from adult-use sources,
meaning that many people who are using
cannabis for quasi adult-use purposes are not
present in these figures.

Sales of medical cannabis by category in Germany
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As of early 2021, the German market is not
growing at as fast a pace as in preceding
quarters. However, according to data from the
conglomerate of insurance providers, the GKV;
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the market for extracts including magistral
preparations and finished products continues
to grow as a percentage of the market.

Sales of medical cannabis products in Denmark
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In Denmark, medical cannabis flowers have
never had the majority share of medical can-
nabis sales as seen, for example, in Germany.
Extract and isolate products have been
dominant, including during the more recent
years of the medical cannabis trial scheme

in the country. Notably, the introduction of
Epidiolex® to the country in Q4 of 2020 saw
the halving of sales for extracts and isolates
and a massive increase in the sale of pharma-
ceutical cannabis products (see section on
CBD vs Epidiolex®).

There are several reasons why this movement
towards extracted products is occurring in
Europe and elsewhere:

» Extracted and isolated active pharmaceu-
tical ingredients are the standard for the
pharmaceutical industry. The reasons for
this are purely practical, for example; iso-
lated products are more efficient, easier to

To date, regulators and insurance compa-

nies have been more inclined to see these
products reimbursed than unlicensed or
newly licensed products.

On the patient's side; it is thought that
orally dosed oil offers an ease-of-use not
present with inhalation of flowers; with
edibles and oils virtually no preparation is
required on the part of the patient.

Additionally; oral dosing of medicines is a
more familiar process to both patients and
doctors, and may be more appealing to new
consumers. Patients and doctors are aware
of the inherent harm in inhalation of any

dose and certify as free from contaminants.

combusted or vapourised material.

To date, much of the appetite for extracted
medical cannabis products in Europe has
been met by magistral preparation of canna-
binoid products in addition to pharmaceutical
products like Sativex® and Epidiolex®. Going
forward, Prohibition Partners see the market
for magistral preparations being eventually re-
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placed by products which are fully processed
on arrival to the pharmacy. This process may
take a considerable time to materialise. Some
markets like the Czech Republic and Germany
are more open to the use of flower and magis-
tral preparations than novel finished prod-
ucts, and legislative change may be necessary
to allow for these.

Aurora soft gel capsules as available in Denmark.
Source: ©Aurora Cannabis Inc.

Finished products offer ease of scaling of the
production process. Instead of having many
trained pharmacists processing products,
value can be more efficiently added to canna-
bis products if extraction is performed in bulk
and then supplied to pharmacies. Finished
extract products such as Tilray’s oil and
Aurora’s Sedamen capsules are on the rise

in Europe and are the product type of choice
for emerging markets such as France and
Ireland who are at the beginning of their trial
schemes for medical cannabis access. This is
good news for producers of these products;
processed extracts offer the opportunity to
differentiate and add value to products as
compared to raw flower sales. The success of
Tilray’s oils is a good example of this, as Tilray
have successfully placed these on the market
in several European countries.
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Example of Tilray medical cannabis oils.
Source: Tilray

Dronabinol

Dronabinol is a term for isolated THC, one

of the main active components of canna-

bis. Dronabinol is one of the most popular
formats for cannabis extracts and isolates. It
is marketed in finished products like Marinol®
or Syndros® as well as in oil extracted by phar-
macists. Dronabinol can be obtained directly
from the plant material of cannabis, from
chemical synthesis, or it can be ‘semi-syn-
thesised’ by altering cannabinoid molecules
from the cannabis plant. Marinol® was first
approved in the US in 1985 for anorexia as-
sociated with AIDS and also cancer induced
nausea and vomiting. Marinol® is not produced
in Europe and is instead supplied via imports
from the US. In several European nations
magistral pharmacists use isolated dronabi-
nol dissolved in oil to produce capsules, oily
drops, or an ethanol solution for inhalation.
The main European markets in which dronab-
inol is currently sold are Denmark, Austria,
Switzerland and Germany. Preparations in the
latter three are formulated by pharmacists in
line with instructions set out in the German
Pharmacopoeia. Dronabinol used in these
preparations must comply with regulations on
ingredients in magistral preparations set out in
the German monograph (D-100). The approved
German formulations for dronabinol are:

* dronabinol capsules 2.5mg / 5mg / 10mg
« dronabinol oil drops 25mg / ml

» ethanolic dronabinol solution 10mg / ml for
inhalation - used in Germany only.
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As of late 2020, dronabinol makes up the ma-
jority of the cannabis preparations category of
products in Germany which represent a third
of the total market for reimbursed products in
the country.

Canopy Growth dominates the dronabinol
market in Europe through their subsidi-

ary group Bionorica Ethics who have been
operating in the space for years. An increas-
ing number of groups are beginning to offer
dronabinol in Germany such as Cantourage,
Adrexpharma, Caesar & Loretz and Fagron.
Tilray also began offering dronabinol on the
German market in December 2020.

Example of dronabinol preparation kit from Bionorica
Ethics

www.cbdepot.eu
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THE MARKET

FOR FLOWERS

While there is an ongoing trend in Europe of use in pharmacy-prepared extracts is still the
patients and doctors moving away from the norm in Europe. Below, we profile the canna-
use of medical cannabis flower and towards binoid content of cannabis flower varieties

extracts and isolates; sales of flower and their available in some European markets.

Cannabinoid balance of European cannabis varieties

THC DOMINANT

CBD DOMINANT

BALANCED
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Source: Prohibition Partners/State Agencies/local pharmacies

*Values for Germany and Italy refer to varieties available in these countries’ pharmacies in early 2021. Other data refers
to recognised or approved strains by the health regulators in each country. Source:Prohibition Partners, farmagalencia.it,
cannabis-aerzte.de, government agencies

The majority of medical cannabis varieties
available in the European market are THC
dominant. This occurs for several reasons:

» Most patients are treating pain conditions
and prefer a high THC content

SRERER RN
. . i CANNABIS
» Some patients have a recreational side to varietet CANNABIS FLOS
their use of medical cannabis, for which ?::":“""“ Bedro! tbinoi
THC content is more sought after Sgram
et v wltgomd .
Brtis voor Mg dacingie (o

* CBD is commonly available in formats other e
than cannabis flower e.g. in over the count-
er preparations, over the counter flowers,

and extracted products like Tilray oils and
Epidiolex®

Examples of the flower strains produced in the Netherlands
by Bedrocan and the OMC. Source: OMC
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COVID-19

COVID-19 and the ensuing lockdown has
disrupted almost every aspect of normal life
for much of the world’s population. Since
breaking out in late 2019, over 100 million
people have been infected with COVID-19,
with over 2.5 million casualties and extreme
pressure put on the healthcare system and
frontline workers around the globe. The pan-
demic has had variable effects on the medical
and adult-use cannabis industry around the
world. While record sales were seen across
North America, many patients in Europe had
reduced access to their medicines. Coming
out of the global lockdown, many nations will
be seeking new sources of revenue to cover
the effects of economic slowdown. Already,
the governments of territories like Barbados,
Jersey and potentially Portugal are factoring
in liberalisation of cannabis into their plans
for economic recovery.

Across the board, consumption of cannabis
has increased in Europe, with the most recent
Eurobarometer survey of European countries
showing record numbers of respondents
having consumed ‘products containing can-
nabis’, backing up similar findings by the Eu-
ropean Monitoring Centre for Drugs and Drug
Addiction. Below, we consider some other
implications of the pandemic for the industry.

Patient Access

The pandemic caused a slew of disruptions
to the medical cannabis supply chain in
Europe, and laid bare its vulnerabilities. In
the Netherlands, delays to cannabis exports
from the OMC were seen during the Summer
of 2020. While the OMC stated that this was
due to additional testing, the event possibly
occurred due to general disruption caused by
the lockdown. Patients in nations which rely
entirely on imports and travel to the Nether-
lands to maintain their supply were particular-
ly affected. In Ireland and the UK for example,
special arrangements were necessarily put in
place by the Departments of Health so that
patients could receive their cannabis medi-
cation by post, with minimal travel involved.
In Spain, the closing of cannabis clubs across
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cities such as Barcelona meant that patients
who were already sourcing their medicine
from a legally ‘grey’, and poorly regulated
supply chain, had to turn to the black market
to obtain their medicines.

Legal reform

Aside from physical disruptions to the supply
chain in Europe, COVID-19 has stalled some
progress of cannabis access and reform
across the continent. In Germany, the intro-
duction of domestically produced cannabis
has been delayed in part due to the ‘per-
sistent consequences’ of COVID-19 according
to a response to a parliamentary question in
the Bundestag in September 2020. In France,
the need for deployment of extra health
resources meant that the trial for medical
cannabis access did not begin in 2020 as
planned but was pushed into early 2021. In
Denmark, regulators of cannabis produc-

tion facilities halted the inspection of sites
across the country in March 2020, hampering
the ability of new suppliers to come online.
Regulatory agencies in the UK and Germany
have also scaled back the resources they are
putting into inspections of facilities overseas,
which may cause delays to the development
of the supply chain for the coming quarters. In
Switzerland, the rollout of legalised adult-use
cannabis was delayed due to the pandemic
and is now planned to begin in 2022.

Innovation

As with many disruptive events, the global pan-
demic has prompted innovation in a number of
sectors. Similar to other markets, much of the
innovation in the cannabis sector has focused
on accessibility and digitisation while move-
ment has been restricted for many. In Ireland
for example, patients with a prescription for
medical cannabis can now send the prescrip-
tion to a pharmacy in the Netherlands and
have their medicines shipped to their homes.
This is a first for patients in Ireland, and the
Minister for Health has indicated that this may
well become a permanent feature of medical
cannabis access in the country. In the UK, the
government released an emergency measure
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which meant that patients no longer have to
travel to see their physician in person. Instead,
patients in the UK can now consult with their
doctors via teleconference and receive their
prescribed medications by post. These
events mirror developments in the US, where

Stocks
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more than two dozen states began allowing
teleconference for the prescription of canna-
bis. The deployment of telemedicine will be a
welcome improvement to the accessibility of
medical cannabis wherever it is made avail-
able on the continent.

Stock markets during 2020
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The pandemic precipitated a steep decline

in global stock markets. At the lowest point,
the Vanguard Total Stock Market Index which
can be used as a proxy for the general market,
saw a 30% reduction in share prices com-
pared to 1 January 2020 levels, and took ~six
months to recover from the blow. Cannabis
stocks took an even larger hit, as proxied by
the Alternative Harvest ETF, with more than a
40% drop which took nine months to recover
from. Since the beginning of the pandemic,
the markets have recovered to pre-2020
levels. As reported by Prohibition Partners
midway through 2020, cannabis stocks have
shown signs of stronger recovery than the
market average. On a broad scale, the intro-
duction of massive fiscal stimulus packages
in March 2020 contributed to turning the

momentum of the markets around at the end
of Q1. Cannabis advocates then held their
breath during the 2020 US elections, hoping
for a Democratic government for the incoming
presidential term. The subsequent Democrat-
ic presidential victory, re-categorisation of
cannabis by the UN, and the securing of the
US House by the Democrats has seen a me-
teoric recovery for cannabis stocks as of Feb-
ruary 2021, with stock values at all time highs
and capital increases worth tens of millions
of USD occurring frequently. The first quarter
of 2021 is set to be historic for cannabis, with
record amounts of capital being raised.
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Capital Raises in Cannabis Companies
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EUROPEAN STOCK
EXCHANGES

On 18 September 2020, the UK’s financial
regulator, the Financial Conduct Author-

ity (FCA), announced that UK based, and
overseas medical cannabis and CBD compa-
nies are eligible to float on the London Stock
Exchange (LSE). However, the companies
must comply with the Proceeds of Crime Act
(PoCA), meaning that they must not conduct
any activities that are deemed illegal under UK
jurisdiction, such as activities in the adult-

use cannabis market. As the LSE is one of

the world’s stock exchanges and the largest
European capital market holding a combined
market cap of £3 trillion, there has been ex-
citement in the industry as many cannabis-re-
lated businesses (CRBs) have been looking to
list on the reputable exchange. On 10 February
2021, MGC Pharmaceuticals, the Australian
listed biopharma phytocannabinoid medicines
company, dual-listed on the exchange, to

gain European and international investment.
This was closely followed by the initial public
offering (IPO) of Kanabo, a medical cannabis
and CBD company, on 16 February 2021. Both
companies saw successful IPOs on the LSE.
Kanabo’s share price tripled from £6.5 pence
per share to £20.8 pence per share on opening

day, whereas MGC Pharmaceuticals saw its
share increase by 60% from £1.47 pence per
share to £2.38 pence per share. With these
successes on the LSE, market analysts and
advisors are expecting the London Stock
Exchange to see further listings from the can-
nabis industries in the coming months.

In Europe, the Frankfurt Stock Exchange, the
world’s 12th largest stock exchange by market
cap (roughly US$1.8 trillion), is currently
known as Europe’s cannabis capital hub.
Approximately 130 CRBs have their stocks
cross-listed on the German stock exchange.
The Frankfurt Stock Exchange has been very
popular for cross-listings, dual-listings and
triple-listings for overseas CRBs looking to
expand into Europe and gain capital from
international investors. Large North American
cannabis companies such as Aphria, Aurora
and Canopy Growth all trade their shares on
the Frankfurt Stock Exchange while being
listed on the North American capital markets
(NYSE, CSE, TSE).

Although there have not been any cannabis
IPOs on the Deutsche Borse, in January 2020
the first European medical cannabis and
CBD Exchange Traded Fund (ETF), 'Medical
Cannabis and Wellness UCITS ETF' (CBDx),
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launched on the German electronic trading
platform XETRA as well as the London Stock
Exchange and the Six Swiss Exchange. The
CBDx fund, which is domiciled in Ireland, con-
sists of publicly listed companies conducting
legal activities across medical cannabis, hemp,
and CBD industries. The medical cannabis ETF
currently has US$58.3 million assets under
management and holds companies including
GW Pharmaceuticals and Charlotte’s Web in
its portfolio. CBDx has seen significant growth
since its launch in January 2020 and has seen
a yearly return of ~31.75%. In February 2020
the second ETF was launched on the European
markets, Rize’s FLWR ETF, a medical cannabis
ETF that focuses on those sectors similar to
CBDx. Rize’s FLWR ETF currently holds GW
Pharmaceuticals, cbdMD and Charlotte’s Web
in its portfolio. As Rize’s FLWR and CBDx share
similar holdings in identical sectors, its growth
has been comparable with assets under man-
agement reaching US$50.2 in one year.

For more information regarding cannabis
listings on London’s capital markets please
visit: https://www.cannabis-europa.com/lon-
donisopen/
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CBD

In recent years, the CBD market has been
flourishing across Europe. Regulation of
CBD in Europe is still patchy, with different
countries on the continent controlling CBD
in different ways, with variable law enforce-
ment levels. To date, the CBD industry has
developed in Europe in spite of the sparse
regulations rather than according to them.
Specialist and mainstream shops in most
European countries now stock CBD consum-
er packaged goods including foods, drinks,
cosmetics, nutritional supplements, flower,
oils and vape cartridges. Prohibition Partners
currently estimates the market size of CBD at
just over €2.8 billion, even before taking into
account food and drink infused with CBD and
all smokable products. When considering all
CBD product categories, our own research
indicates that between 9% and 30% of Euro-
peans had tried CBD products in the past 12
months as of early 2020, equating to tens of
millions of consumers each year.

"Have you used CBD or CBD/hemp infused foods

in the past 12 months?"
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Source: Prohibition Partners/Atalis, based on responses from 10,543 adults. For more in-depth CBD consumer

data see the CBD Consumer Report
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This data indicates high usage rates of CBD
in European countries at the outbreak of the
pandemic. There is every reason to believe
that usage rates have increased in the midst
of the COVID-19 lockdowns. Evidence has
shown that use of medical cannabis has in-

creased during the pandemic across the globe
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and it is likely that increased stress has led to
increased consumption of CBD products. CBD
is currently being investigated for use against
stress brought on by COVID which could
solidify the role CBD has to play in the current
lockdown and beyond.

Diversity of CBD products available in Europe (2019)
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Source: Prohibition Partners/EMCDDA

In 2019, the European Monitoring Centre for
Drugs and Drug Addiction recorded advertis-
ing of CBD products in all EU countries with
the exception of Estonia, Finland, Latvia and
Norway. Since then, CBD has become avail-
able for sale in all locations except Finland
where the government is actively removing

CBD products from shelves. The diversity

of product formulations such as flower, oil,
edibles and e-liquids can give a proxy as to the
progress of the CBD market in each region.
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Regulations

The European CBD market largely operates
inside a legal grey area, though Europe-wide
regulations are beginning to emerge. While
multiple CBD products are sold in high

street stores across the continent, this often
happens with disregard to local regulations
which remain unenforced by authorities. A key
aspect to the regulation of hemp products is
the permissible level of THC. Different coun-
tries set their own limits on the THC content,
with CBD friendly nations such as Switzer-
land and Italy allowing 1% w/w and 0.6% w/w
respectively. Many states allow just 0.2% THC
in hemp products, with even lower levels in
the UK and the Netherlands being offset by
similarly low levels of enforcement.

CBD was the focus of several developments
of international law throughout 2020. These
include:

* November 2020 - European Court of
Justice (ECJ) ruling on Kanavape. This ruling
was the climax of a legal case taken against
CBD company Kanavape by the French gov-
ernment. Kanavape had imported CBD into
France which had been legally produced
in the Czech Republic. The ECJ ruled that
France could not infringe the free move-
ment of Kanavape’s product. This ruling
hinged on the interpretation of the UN
Single Convention on Narcotic Drugs not to
include CBD within its scope as CBD lacks
‘psychotropic effect or any harmful effect’.

December 2020 - UN vote not to exempt
CBD from international control. In Decem-
ber 2020, the UN commission on Narcotic
Drugs voted on a set of recommendations
made by WHO on the rescheduling of
cannabis and its constituents. While the
Commission voted to reclassify cannabis
to a less restrictive category under In-
ternational Law, they also voted against
adding a footnote to the Single Convention
which would remove control from CBD. The
motion was rejected by a large majority

of 46:6 with four abstentions. All nine EU
member states voted against the motion,
not necessarily in principle as some only
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had issues with the specific wording. A rep-
resentative for Germany said the wording
'does not offer the necessary legal certain-
ty' on the issue. The US also voted against
the motion but on the grounds that they do
not consider CBD to be under international
control currently.

Development of Novel Foods regulations
regarding CBD. In 2019, the European
Commission took the position that CBD
constituted a Novel Foods ingredient
meaning CBD joins a list of specially
regulated products now marketable as
foodstuff only after case-by-case approval.
This ruling has caused upset in the indus-
try as Novel Foods applications can cost
producers a considerable amount, in the
vicinity of US$327,000+ depending on the
type of product and the national authorities
involved in the process. EU regulators froze
the Novel Foods applications of over 50
companies in July 2020 while the Kanavape
case was being considered. In December, a
spokesperson from the European Commis-
sion confirmed that the application process
has now resumed, on the basis that the ECJ
does not consider CBD a narcotic. The Eu-
ropean Industrial Hemp Association (EIHA)
is currently spearheading a campaign to
repeal the Novel Food status of CBD on
the grounds of historic consumption on

the continent. As of early 2021, it is unclear
whether the campaign to repeal the status
will be successful.

February 2021 - addition of CBD to the list
of recognised cosmetic ingredients in the
EU. In February, the Directorate General of
the Internal Market, Industry, Entrepreneur-
ship European Industrial Hemp Association
(EIHA) to update the EC Cosmetic Ingredi-
ent database to include CBD. This request
was granted on the basis of the November
2020 ECJ ruling that CBD is not a narcotic.
CBD is now recognised on the list of cos-
metic ingredients of the EC. The functions
which CBD is listed for are as; an anti-se-
bum, skin conditioning, a skin protecting
agent as well as being an antioxidant.
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CBD vs Epidiolex®

There is inevitably going to be market com-
petition between OTC CBD, prescription CBD
and CBD extract with pharmaceutical CBD,
namely Epidiolex®. CBD has been shown to
be a powerful anti-inflammatory agent with
low risk of abuse and a strong safety profile.
However, the specific inflammatory condi-
tions for which CBD is useful, and in what way
CBD is best applied, is still an active field of
research. Currently, OTC and prescribed CBD
is being used for a wide range of conditions
including dermal conditions like psoriasis,
psychological conditions such as anxiety and
internal conditions like arthritis.

The most vetted use of CBD to date comes
from the clinical trials of Epidiolex® run by
the patent owner GW Pharmaceuticals. GW
Pharma have pioneered the use of canna-
binoids in the pharmaceutical setting by
guiding CBD through the regulatory process to
become an approved product in the US as of
2018 and the EU as of 2019 for the treatment
of Lennox-Gastaut syndrome (LGS) or Dravet
syndrome. GW Pharma now has annual sales
of over half a billion US dollars, mostly owing
to sales of Epidiolex® in the US. These sales
will undoubtedly grow as the medicines are
rolled out across more European countries.

The presence of Epidiolex® poses competi-
tion to similar CBD products without mar-
keting authorisation. The normal practise of
physicians and healthcare systems across
Europe is to prioritise treatments which have
passed clinical trials. Even where countries
allow the prescription of non-approved
products, reimbursement of medicines from
insurance providers also favours regulated
pharmaceutical products. lllustrating this, the
introduction of Epidiolex® to Denmark in Q3
of 2020 saw a large reduction in the prescrip-
tion of magistral CBD.
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Sales of CBD and Epidiolex® in Denmark
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Source: Atalis/Danish Health Authority. The Danish statistics do not differentiate here between magistral CBD and THC.

It should be noted that the introduction of
Epidiolex® to the market in Denmark also
brought in a large swathe of new prescriptions,
quite possibly from patients who had not yet
used cannabinoid medicines. Epidiolex® flour-
ishes as it is a traditionally regulated pharma-
ceutical product, which is a more familiar fit to
global health systems.

There will remain a huge market for magistral
and OTC CBD for the foreseeable future. CBD
has a wide range of uses, and Epidiolex® does
not challenge many of these domains. CBD can
also be produced relatively cheaply and mar-
keted with little processing, meaning the end
product can be sold at affordable prices while
maintaining profit margins. Epidiolex® on the
other hand is expensive, roughly US$32,500

a year, meaning sales will rely on patients,
national welfare or insurance providers picking
up the cost which may deter some uptake. In
addition, many see CBD as an alternative to
traditional pharmaceutical products. CBD is
seen by many consumers and patients as a
natural, plant-based alternative to 'chemical’
pharmaceuticals produced by large companies
and these patients and consumers will proba-
bly prefer CBD marketed as more ‘natural’ and
organic than pharmaceutical products.
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WHO ARE THE MEDICAL
CANNABIS PATIENTS?

INDICATIONS
Producers of medical cannabis for the Europe- more useful for epileptic patients, THC is more
an market should take note of the conditions often needed for reduction of nausea. Below
for which cannabis is being prescribed on the are the indications for which medical cannabis
continent. The needs of patients vary widely products are prescribed per country.
by condition e.g. where CBD/Epidiolex® is
Conditions for medical cannabis prescriptions
NAUSEA/APPETITE EPILEPSY/ ANOREXIA PTSD OTHER
STIMULATION SEIZURE
CANCER/ SPASTICITY ANXIETY PAIN
CHEMOTHERAPY
100% — I
- .
75%
50%
25%
0%
GERMANY DENMARK CZECHIA UK USA
Source: Atalis/Government agencies/ Project Twenty21/Boehnke et al. (2019).
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Pain is by far the most commonly cited reason
for doctors to prescribe medical cannabis

and this will be the case for the foreseeable
future. Chronic pain affects as many as1in 3
people in developed countries, usually defined
as pain occurring most or every day for six
months. European countries are comparable
with North America in prescribing medical
cannabis most often for pain. Medical can-
nabis patients seeking to treat pain differ in
their need depending on intensity of pain and
frequency of use.

DEMOGRAPHICS
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Generally speaking, patients with pain prefer
cannabinoid medications with high and
balanced quantities of THC and CBD, with
heavier users preferring high THC and lower
CBD. This complements the type of medical
cannabis currently available in Europe,

with most countries having a wider array of
medications with high THC and balanced
THC:CBD than high CBD alone (see section
on Types of cannabis).

Mean age of international medical cannabis patients
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The average age of medical cannabis patients
in Europe is similar to those of the North
American patient population. The mean age
of medical cannabis users in Germany is 54,
but the medical authorities suspect an under
representation of young patients accessing
medical cannabis flower to be skewing this
datapoint. Denmark and Italy are notable

for having an elderly population of medical
cannabis patients at an average of ~56 and 58
respectively.
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Age of German medical cannabis patients by product
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People of different age groups are known to
prefer different medical cannabis products.
Data from the official survey of German

patients indicates that younger demograph-

ics prefer flowers, whereas dronabinol and
other extracts are predominantly used by
older age groups.

MediPharm Labs

Global Leader in Pharma-Quality,
Cannabinoid-Based Products

APl AND WHITE LABEL MANUFACTURING

* Product Development and Formulation

« Production at Scale - Bulk or Finished

+ Global Quality Assurance

+ Packaging, Distribution and Sales

* GMP certification and Global Pathway: Canada - APAC - Europe - LATAM

Visit www.medipharmlabs.com to learn more.
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GENDER

The data on medical cannabis usage to nabis patients in the UK and Denmark are
date shows that the European population predominantly female, nearing 60% in each
of cannabis patients is tipped towards case. Germany recorded 0.1% of patients as
being female-led. In the Netherlands and neither male nor female and it is the only
Germany, the gender divide is not large. country in Europe with such data available.

There is strong evidence that medical can-

Gender of medical cannabis patients

MALE

— FEMALE

Source: Atalis/State Agencies/Da Cas et al. (2019)
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The trend of predominantly female patients WHO ARE

in Europe differs from the trend found in THE PRESCRIBERS

North America, where for over a decade, the

majority of patients have been male. While Germany and Denmark release data on

the share of the patients who are female the doctors who are prescribing medical
has been growing in the US, the balance still cannabis in their countries. The majority of
remains around 60:40 male to female. medical cannabis in Germany and Denmark

is currently being prescribed by special-
ists in pain management. In addition to the
figures shown in the chart below, many of

Gender of medical cannabis users in US the general practitioners in Germany carry
a secondary specialisation in pain manage-
ARIZONA (MALE) ARIZONA (FEMALE) COLORADO (FEMALE) ment and palliative care. In Denmark, it is
COLORADO (MALE) probable that many of the undefined spe-

cialists and some of the ‘hospital doctors’
are experts in pain treatment. The BfArM

80% . .
also predict there is an underreported prev-
alence of general practitioners prescribing in
. W Germany, primarily for pain conditions.
60% —— Y, p y p
40% - - - -
_— Percentage of cannabis prescriptions by
doctor speciality
20%
GERMANY DENMARK
0%
2015 2016 2017 2018 2019 2020 PAIN
GP
Source: Atalis/State Agencies
¢ NEUROLOGISTS
1]
a
é OTHER
L
Gender plays a role in patient product & INTERNISTS
choice. In Germany for example, 68% of
. . . HOSPITAL
patients receiving flower are male, while DOCTORS
females dominate the use of dronabinol
SPECIALIST
(58%), Sativex® (54%) and extracts (54%) as
defined in the surveys of the BfArM. 0% 10% 20% 30% 40% 50%

Source: Atalis/BfArM, Danish Health Medicines Authority
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The European cannabis
market will be worth
€403.4 million by the end
of 2021. We expect the
market to grow with a
CAGR of 67.4% from 2021 to
reach €3.2 billion by 2025.

Recreational cannabis is
not yet legalised anywhere
in Europe and so the
market for legal cannabis
products in Europe
continues to be entirely
medical. This balance is
expected to shift by the
end of the forecast periods
as more countries open

up to legalised adult-use
cannabis.

Germany has by far the
largest number of medical
cannabis patients as of
2021. By 2025, countries
like France and the UK
will have developed
their patient access
considerably, and large
nations like these wiill
represent a significant
share of the European
market.
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Projected growth of European cannabis market

TOTAL MARKET ADULT-USE
4,000
® 3,000
m
< ~
2
b4
36
0 j 2,000
os
fe
-
& 1,000
403.4
230.7
, mmem N
2020 2021 2022 2023

MEDICAL

Source: Prohibition Partners/Atalis

Medical

For the next five years, we expect that
medical cannabis will remain unique in the
healthcare systems of Europe primarily
because unregistered products will be the
dominant forms of prescription medication
owing to the limited set of conditions for
which registered products are approved.
Germany will be the country with the most
patients, and most in need of medical
cannabis in the coming years. We predict
Germany will constitute over half of the
European market until 2024 and will be worth
over €840 million by the end of the forecast
period. If regulations progress as we predict
in the UK, this country will show the most
impressive growth over the forecast period,
and will have begun to catch up with the
primary market of Germany. Some pioneering
nations like Denmark and the Czech Republic
currently hold a relatively large market share
but these will be overtaken in terms of sales
by larger nations such as France and Poland
before long, owing to the progress of legisla-
tion and the large potential patient popula-
tions in these countries.
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Projected sales of medical cannabis in Europe

EXTRACTS FLOWER
3,000
5}
» 2,000
Z
o
4
=
=
2
4 1,000
<
(]
0
2020 2021 2022 2023 2024 2025
Source:Prohibition Partners/Atalis
Adult-use

Owing to the increasing popularity of extracts
in the key market of Germany, and in Europe
generally, we predict that the value of sales
of extracts and isolates will overtake the sale
of medical cannabis by the end of 2023. This
represents an opportunity for companies

to introduce value added products to the
market, as the price per gram of active sub-
stance is known to increase when offered as
oils and isolates as compared to flowers.

The value of the market for adult-use canna-
bis products in Europe is entirely dependent
on progress made in the political and regu-
latory sphere and as such these forecasts
should be recognised as ‘models’ rather than
certainties. Based on current information and
trends, and the stance of various govern-
ments, we predict that several nations such
as Spain, Portugal, the Netherlands, Luxem-
bourg, Germany, Switzerland and Malta will
introduce legal access to adult-use cannabis,
at least on a trial basis, by 2025.

The most lucrative market during the forecast
period will be the Netherlands, owing to the
existing culture of acceptance around adult-
use cannabis and the upcoming trial scheme
involving coffeeshop supply. It should be
noted that the trial scheme, which will be
introduced to the Netherlands, will regulate
the production, supply and sale of cannabis
to consumers, leaving consumption in a legal
grey space of ‘tolerance’ rather than full
legalisation.
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Projected sales of adult-use cannabis is Europe
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Note: The above is an estimated, forecasted value of adult-use cannabis sales in Europe, subject to regulatory changes.
Countries like the Netherlands and Switzerland are implementing trial access to adult-use cannabis, which could be revert-
ed at the end of the trial periods. In addition it should be noted that while supply and sale of cannabis will be legal in the
Dutch trial, consumption remains in the legally grey definition of ‘toleration’ rather than legalisation.

Switzerland will also be a market of interest
as they are open to beginning trial access for
potentially tens of thousands of users during
the forecast period. Trial access to adult-use
cannabis in Germany and Spain is contingent
on political developments during the fore-
cast period e.g. the 2021 federal elections in
Germany. However, with the large population
of cannabis users and the established market
for cannabis clubs in Spain, we predict these
will grow rapidly following the introduction of
even limited legalisation.

To put the figures for adult-use cannabis in
context; the black market revenue for canna-
bis in Europe was an estimated €11 billion in
2019. Upon legalisation in Canada, the black
market for cannabis was worth €800 million.
It took just two years for the legal adult-use
cannabis industry in Canada to take away

over half the market share from the black
market. While Canada has had a headstart
with the early legalisation of medical canna-
bis and decriminalisation of adult-use canna-
bis, they serve as an example of how quickly
adult-use markets can develop.
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GERMANY

Germany is the focal point of Europe’s
medical cannabis market, with over 128,000
patients treated in 2020 for a wide range of
conditions. Reimbursement rates are high,
and prescription regulations are not overly
strict, allowing many physicians to prescribe
at their own discretion. The main thing to
note in Germany this year is the fruition

of the domestic supply chain, which was
expected to come online earlier last year,
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but has been delayed by the pandemic.
Germany will continue to import products
from a variety of sources however, and it is
normally the first place any product appears
on the European market. Development of
the medical cannabis system is still ongoing,
with the streamlining of wholesale pricing
regulations being an important step, and the
move towards more extract-based medicine
instead of flower-based products ongoing.

Reimbursed cannabis sales in Germany
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DENMARK

Denmark’s medical cannabis system is
heavily regulated, with incredibly high quality
standards. This applies both to products
used to treat patients in the small domestic
market, as well as those produced by compa-
& : : reey : B nies operating within Denmark, with limited

_ &) ‘ | & e L1311 e . ’ exports so far. All products require official

[__ ’] 1 3% \ | approval from the health authority before

D177 T3 41444377977 ] 13 _ b2 b’ = they can be used for patient treatment or
i SRR : ' exported, and though many companies have
tried, none have yet been able to supply the
Danish market with products manufactured
on Danish soil. Aurora is the sole company
so far to successfully complete exports. A
review of the pilot programme is due to take
place soon, so some reform may be forth-
coming, though it is unlikely to affect supply
regulation obstacles faced by producers.

Unique medical cannabis patients per
quarter in Denmark
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THE CZECH REPUBLIC

The Czech Republic medical cannabis system
treated approximately 3,700 patients in
2020, with a number of different suppliers,
including one domestic producer. Only flower
products are used for patient treatment, and
the list of conditions approved for medical
cannabis treatment is relatively limited.

The country is rumoured to be preparing to
establish a larger production capacity for
export purposes, however there have been no
official reports indicating this at the time of
writing. Patient numbers increased signifi-
cantly from 2019 to 2020, partly due to the
introduction of a reimbursement scheme,
which drastically reduced the cost of medical
cannabis to patients.
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Cannabis patient number in the Czech Republic
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ITALY

Italy is Europe’s second-largest medical can-
nabis market by patient count, with 29,000
patients treated in 2020 and a system which
varies by region in terms of prescription/reim-
bursement regulations. It is relatively closed
to new producers, as the market is supplied
via tendered imports, official agreements
with the Dutch Office of Medical Cannabis,
or from its military-controlled domestic pro-
duction. Domestic production targets have
repeatedly never been met, so the market has
often seen shortages in supply. In late 2020,
Italy introduced a measure which banned
the delivery of medical cannabis prescrip-
tions, known as telemedicine. While aimed
at decentralising the dispensation of medical
cannabis from a few pharmacies to a greater
number around the country, the measure
drew criticism for its timing, in that in-per-
son prescription filling should be minimised
rather than expanded, at least temporarily
during the current crisis.

Sales of medical cannabis in Italy
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FRANCE

France has continuously delayed its two-year
medical cannabis pilot programme, which
was initially due to begin in 2020, and is ex-
pected to treat 3,000 patients. There is now
a more concrete deadline of 31 March 2021
for its beginning, as regulators have decided
that the trial programme will end two years
from this date, regardless of when patient
treatment begins.

The regulator released a statement in
October 2020 announcing the opening of
the application process to secure tenders to
supply the programme, specifying a number
of THC:CBD ratios as well as a variety of
permitted product formats. Formats can be
dried flower, capsules, oils and liquids for va-
porisation. Producers have now been chosen
to supply - Panaxia (Israel), Althea and Little
Green Pharma (Australia) - and are expected
to provide products to the patients taking
part in the programme free of charge. At the
end of the two-year period, the programme
will be reviewed, and a widening of accessi-
bility to medical cannabis is expected.
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THE NETHERLANDS

The Netherlands is Europe’s oldest medical
cannabis market, having legalised medical
cannabis treatment in 2003. During this time,
annual patient numbers grew to approximate-
ly 11,000 in 2019, dropping to 9,000 in 2020,
possibly due to supply chain issues from the
country's sole supplier, Bedrocan. All doctors
are allowed to prescribe cannabis, and there
is no specific list of approved treatable
conditions, though there are some official
recommendations. The Netherlands has been
Europe’s largest medical cannabis exporter
for over a decade, but it is now facing stiff
competition from Portugal. It is currently
expanding its production capacity, allowing
an additional cultivator alongside Bedrocan,
with commercial sales from the new harvest
expected to come online in 2021.

Domestic and international sales of Dutch cannabis
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POLAND

Poland is Europe’s fourth-largest medical
cannabis market by patient count, with over
5,200 patients treated in 2020, and it has
the potential to grow significantly, due to

its large population. Regulations around
prescribable conditions and authorised
prescribers aren’t too strict, but the lack of a
framework for patient reimbursement holds
back market growth. Additionally, products
have to be approved by the regulator, which
so far only allows dried flower products for
treatment. This is reportedly due to change
soon, in a press release last year a North
Macedonian subsidiary of the Polish pharma-
ceutical company Pharmacann Polska stated
its expectation to supply the market with
extract-based products, though there have
been no updates on this since November
2020. The country is currently facing supply
chain issues for the limited number of prod-
ucts which are approved, making access to
treatment difficult for the patient base.

Polish imports of cannabis flower
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THE UK

The UK currently has very restrictive pol-
icies on medical cannabis access. While
prescription of medical cannabis has been
legal in the UK largely since 2018, still less
than 3,000 patients have been able to access
these medicines. This is set to change, with
the introduction of the country’s first registry
for medical cannabis patients set up in

2019. Project Twenty21 aims to enrol 20,000
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to seek their medicines via prescription from
a health professional. Regarding Brexit, many
relevant product regulations have parallels
and mutual recognition in the EU and UK
such as the Novel Foods approvals for CBD
and recognition of medicines approved by
the European Medicines Authority in the UK.
However, logistical issues for medical can-
nabis entering and leaving the UK cannot be

patients by the end of this year. These efforts ruled out in the coming year.
oo are also boosted by the presence of dedi-

: B cated clinics for cannabis patients such as
those run by The Medical Cannabis Clinics
which connect patients with physicians

and suppliers of these medicines. A major
obstacle for the industry currently is that the
National Health Service does not reimburse
the cost of medical cannabis prescriptions,
and private insurers will be reluctant to do so
either, which limits the incentive for patients
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SWITZERLAND

Switzerland is one of the largest markets

for medical cannabis currently. While the
country has a relatively small population of
patients at just over 2,000 for 2020, high
prices in the pharmacy and a predominance
of high-value extracts means the overall
value of sales in the country is comparable
to the larger markets on the continent. The
country has progressive cannabis policies
when compared to many of its European
neighbours. For example, the limit of THC in
CBD products is 1% instead of the common
0.2%, which supports the existence of thriv-
ing ‘cannabis light’ sales which are available
at most tobacconists in the country. Medical
cannabis has been available by authorisation
from the Health Ministry since 2011. Swit-
zerland will also be a pioneer in the legality
of cannabis for adult-use purposes, with the
first trials within individual municipalities set
to be operational in 2022.
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AURORA EUROPE

Extracts of cannabis are on the rise in
Europe and North America. In the case

of Europe why do you think this trend is
occurring?

In contrast to North American markets, man-
ufacturing and formulation activities have
grown significantly in Europe due to demand
for dosable, pharmaceutical-style products.
Adherence to the relevant regulations and,

in particular the GMP criteria during manu-
facture, are an indispensable prerequisite for
guaranteeing patient safety and must not be
circumvented by open interpretations. Aurora
plans to launch in the course of the year
more extracts (high-THC and balanced) from
our facility in Denmark, in numerous markets
in Europe.

Where do you see the balance of cannabis
flower vs. extracts and isolates going in
Europe in the coming years?

Developments in manufacturing techniques
further enable targeting of specific conditions,
in line with growing research for conditions
medical cannabis can be prescribed for. This
will influence the market preference for formu-
lation types. There is a growing preference for
oils and extracts in Europe, due to the need
for precise dosing and targeted formulations.
However, despite an increasing demand for
liquid cannabinoid formulations, we believe
that flowers will always have a place in the
portfolio of cannabis medicines. The absorp-
tion mechanism and pharmacokinetics of can-
nabinoids from flowers and liquid formulations
are different and each have their specific field
of application based on a patient’s indication.
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Marianne
Hundtofte Nielsen
VP Business Development

& Medical Affairs, Aurora Europe

Overall, the entire medical cannabis market
will grow substantially, due to the huge gap
between patient needs and current prescrip-
tion possibilities. More importantly, we hope
that European countries not allowing medi-
cal prescription of pharmaceutical quality /
GMP cannabis for patients, fill this treatment
gap and give physicians the tools on hand to
improve patients’ lives. France is a good ex-
ample, where a two-year pilot programme will
commence at the end of March 2021. Aurora,
together with its local partner Ethypharm, will
be the sole supplier of dried flowers (high-
THC, THC:CBD-balanced and high-CBD) in
the programme. Other countries are inves-
tigating an access programme, which starts
hopefully very soon.

What role do you see magistral prepara-
tions playing in the future, will they be
replaced by finished products?

Several key European markets allow phar-
macists to prepare patient-specific magistral
preparations in accordance with national
monographs, offering doctors and patients a
greater choice of formats and strengths. Ma-
gistral preparations are prepared using active
pharmaceutical ingredients (e.g. isolated THC
and CBD) rather than the alternative meth-
od of performing in-house extraction using
plant material. Pharmacists play an important
role in preparing formulations. This allows

for the provision of personalised medicines
to patients. The focus is therefore less on
off-the-shelf cannabis products, and more on
targeting a patient’s specific need.
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In Germany for example, medical cannabis
supplied to pharmacies must be a ‘bulk inter-
mediate product’ rather than a finished prod-
uct, and compounding is a compulsory step.
The DAC/NRF (New German Formulary) states
the types of cannabis medicines pharmacists
can formulate, including oils and capsules,

by using dried flower or dronabinol. For dried
flower, weighing and re-packaging are the
required processing step by pharmacists.

Understanding country specific regulations
and healthcare practitioner perceptions is
vital to success in bringing new products to
market in Europe. Developments in manu-
facturing techniques will enable this further,
in line with growing research for conditions
medical cannabis can be prescribed for.
This will influence the market preference for
formulation types.

What is Aurora focused on currently in the
European context, are there any develop-
ments that you find particularly important?
It is very important for the individual and
patient-specific therapy that the required
supply of medical cannabis products is guar-
anteed (in accordance to EU-GMP standards)
and available in the various presentations.
We address the growing demand and need

to reduce time to market with Aurora’s first
greenhouse facility on European soil - Aurora
Nordic. In less than two years, we outfitted
and licenced this high-tech cultivation and
production facility in Odense, Denmark. With
more than 9,200 m? production space and an
output of approximately 10,000 kilograms of
high-quality medical cannabis per year, we
are positioned to service European and in-
ternational markets in accordance with local
medical cannabis regulations.

Aurora also supports medical education in
opening and growing markets. We are one of
the lead sponsors of the Clinical, Scientific &
Regulatory Cannabinoid Conference by the
Centre for Medicinal Cannabis UK in April.
The event focuses on key aspects relating

to research and clinical evidence. Leading
figures across the UK regulatory and clinical
sectors will be speaking at the event. The
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attendance of such senior policy makers and
researchers promises to make this a land-
mark event and highlights the importance

of research and evidence in the UK medical
cannabis policy debate. www.thecmcuk.org/
events/scientific-conf

What would Aurora like to see in the Euro-
pean cannabis space in the near future in
terms of regulations or policies?

It is very important to us that we always focus
on the well-being of the patient. To this end,
existing barriers to access must be further dis-
mantled, more education and research must
be available to doctors and patients about the
effects of medicinal cannabis, and prejudices
must be fought further. However, this must not
happen by generous interpretations of regula-
tions. So regulators should continue - for the
safety of patients - to very carefully watch for
compliance with EU-GMP regulations.

Additionally, there are numerous patients left
out by the existing guidelines and regulations
for cannabis medicine. Emerging data indicates
that there are various areas where medical
cannabis shows a positive effect, in addition to
those for which it is prescribed for today.

My hope is that the countries where medic-
inal cannabis is not yet legalised will look at
the success of the programmes in countries
with legalisation and legalise them as well, so
that gaps in supply are closed and patients
have access to a better quality of life.
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What is Fotmer currently focussed on in
terms of international development?

We are currently focusing on entering and
growing our brand in three primary markets:
Israel, the EU and Brazil.

Israel - We have recently signed an agree-
ment with Israel's leading medical cannabis
company Canndoc, where we will be supply-
ing up to 3,000 kilograms of high-quality bulk
dried flower per year for a four-year period.
The flower will be processed into finished
products and co-branded under the Canndoc
and Fotmer brand names.

We are very excited with this agreement

and with being able to bring much needed
medicine to patients across the country and
the EU. We look forward to seeing the market
grow in the near future.

Israel sits at the forefront of technological
and agricultural innovation in cannabis. The
country has recently overtaken Germany as
the number one importer of medical cannabis
flower in the world. The systematic develop-
ment of the Israeli medical cannabis market
over many years has been made possible

by relatively rapid regulatory progress in
comparison with the rest of the world. The
government is constantly promoting the local
medical cannabis market and it is considered
one of the most attractive geographies to
conduct clinical trials and at a much lower
cost than the US.
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CEO and Founder of Fotmer
Life Sciences

Europe - We have identified various strategic
partnerships within the EU and will continue

to leverage our first mover advantage, as the
high quality low cost producer, to achieve value
throughout the supply chain by moving closer
to the consumer in terms of brand and margin.

Germany represents a promising opportu-
nity within the EU, where it has emerged as
the third largest market behind the US and
Canada. Not only is it a culture bearer for
pharmaceutical research throughout Europe,
but German lawmakers have been establish-
ing a simple framework consisting of doctors
prescribing, pharmacies dispensing and insur-
ance companies covering most prescriptions.

Brazil - Currently Brazil presents itself as the
most attractive market in LATAM. As the larg-
est Latin American market with about 15,000
patients authorised to import individually

as of mid 2020, Brazil is expected to reach

4 million patients in three years. The new
regulation in place since March 2020, opens
the market for companies to import and
distribute medical cannabis products in bulk
without the need for proven efficacy through
clinical trials.

Fotmer have made headlines for export-
ing unprecedented quantities of medical
cannabis from Uruguay to Europe. Can you
tell us how this came about, and how easy
or difficult it was?

Uruguay was the first country in the world

to fully legalise cannabis in 2013 and Fot-
mer was the first company in the country to
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receive the licence to produce and export
high THC medical cannabis. This first mover
advantage gave us the opportunity to develop
the relationships, track-record, accredita-
tions and knowledge of a very complicated
international regulations that have enabled
our success. Fotmer has achieved a pedigree
of consistency and accomplishment which is
not too common in this fledgling industry. In
addition to being the first company in Latin
America to export THC products, we have
also sent the largest shipment of high THC
medical cannabis in history. We are a trusted
global counterparty who has demonstrated
that we can meet the most stringent regula-
tory requirements and deliver a consistent
safe product that the consumer likes.

These achievements were extremely difficult.
There was no road map to follow. There were
countless unexpected events. We had to

build the plane as we were flying. It has been
a remarkably difficult and rewarding process.

Do you have ongoing partnerships with
European wholesalers i.e. will you continue
to supply the European market into the
near future?

Yes, it is within our goals to improve the lives
of patients who have to live with the +80
conditions for which medical cannabis is
prescribed in the EU.

Fotmer is working on three new different supply
strategies in Europe for Fotmer cultivated flow-
er, and we have identified strategic partner-
ships with European entities for each strategy.

On the topic of compliance, are Fotmer
aiming to obtain EU-GMP certification or
will the GMP processing always be carried
out elsewhere?

All of our processing facilities have been pur-
pose built to the highest GMP standards. We
achieved our Uruguayan GMP certification in
2019 and aim to achieve our EU-GMP certifi-
cation this year. We believe that in order to be
nimble and successful as a global supplier of
cannabis, the more pathways we can estab-
lish the better. Every country is establishing
their own regulations and requirements. We
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will continue to work with strategic partners
and enter into the supply chain at various
points to ensure that we have the flexibility
to pursue as many commercial opportunities
that present themselves.

What advice would you give to producers
of cannabis around the world seeking to
supply foreign markets like Europe?
Familiarise yourselves with the local regula-
tions. The European medical cannabis market
lacks a common regulatory framework. This
means despite the opportunities that canna-
bis presents, marketing cannabis products

in the diverse European market is a complex
challenge.

Are there any legal or regulatory develop-
ments anywhere in the world which will
have a big impact for you or that you are
anticipating?

We anticipate that changes in US policy will
rapidly accelerate the global legalisation of
cannabis. Normalisation of banking in the
US seems inevitable in the near term and it
would not be unrealistic to think that le-
galisation on the federal level may also be
achieved some time soon. We see this as the
single biggest near term catalyst. When the
money flows, the industry grows.
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Do you see a trend away from vertical
integration in the European cannabis
supply chain. If so, why do you think this is
occurring?

No, not at all. Far from it, | see companies that
are building new functions, and spreading
across the supply chain. Vertical commerce is
not just impacting on our industry, it is com-
mon and admired in many other industries.

We are very much behind the curve. But let’s
be clear about what vertical integration actu-
ally means in our market - owning the supply
chain from seed to sale is the usual definition
in jurisdictions like Canada but here in Eu-
rope due to the lack of grows in-country, the
verticality usually starts from product finish-
ing, and ends with sending a medical canna-
bis or wellness product to the consumer.

The mindset of the majority in Europe is that
the grow is not a huge loss from the vertical,
the product is commoditised, the price is
tumbling, here in the UK medical cannabis

is cheaper per gram than the black market -
that’s more than 1.4 million potential medical
users here that might now turn to legal medi-
cal cannabis.

Vertical integration for LYPHE is as follows:
importing own label NOIDECS from multiple
manufacturers, patients then meeting with
out doctors online and finally cannabis being
sent by our dispensary to the patient's door.

When looking at the individual companies in
the vertical for medical cannabis in Europe, you

s in relation to me

Jonathan Nadler
Co-founder | Managing
Director at LYPHE GROUP

must pay attention to the profit margins. There
are levers that generate demand, and there
are levers that generate revenue - it’s a fine
balance to have them all working in unison.

Many companies market cannabis pro-
duced in several locations and from
different seeds as the same strain/brand.
Does this introduce a level of variance in
the branded product, taking into account a
possible entourage effect?

Lots of brands get their genetics from the
same place, so they have the same name.
Medical cannabis usually focuses on showing
the THC and CBD levels. These are the active
ingredients that doctors care about. The ratio
of the active ingredients is how doctors medi-
cate their patients.

If it is EU-GMP that is fine, the name of the
strain is not a prerequisite at all, that said, if
the strain name is there for the patient that
is fantastic. We know that there are some
patients that have been self-medicating for

a number of years - they usually know more
than the doctors when it comes to the strains
that work best for them.

Is there anything else you would like to add
about Lyphe, what you’re focused on or
regulatory developments you are looking
forward to in the European context?

This is a golden age for European cannabis.
We are opening the door to a completely
different approach to medicine, and it will be
felt deeply and for generations to come.

Cannabis remains illegal in some countries so please reference your local laws in relation to medical or adult-use. This report has been compiled for informational purposes
only. It should not be construed as a research report for investment, legal, medical, health or tax advice. © 2021 PP Intelligence LTD.
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AIDS

API

BfArM

CAGE

CBD

CEO

CIBG

CRBs

EMCDDA

ETF

EU

EU-GMP

FCA

GACP

GDP

GKV

IPO

LATAM

LSE

MORE

The European Cannabis Report | Acronyms

Acquired Immune Deficiency Syndrome

Active Pharmaceutical Ingredient

Federal Institute for Drugs and Medical Devices
Compound Annual Growth Rate

Cannabidiol

Chief Executive Officer

Centrael Informatiepunt Beroepen Gezondheidszorg
Cannabis related businesses

European Monitoring Centre for Drugs and Drug Addiction
Exchange Traded Fund

European Union

EU Good Manufacturing Practices

Financial Conduct Authority

Good Agricultural & Collection Practices

Gross Domestic Product

Gessetzliche Krankenversicherung

Initial public offering

Latin America

London Stock Exchange

Marijuana Opportunity Reinvestment & Expungement
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