Annex C

| would like to request links to articles/studies/papers you have used to make your
determination that cannabidiol is a novel food. Also what evidence was submitted to
yourselves by 3rd parties that showed evidence of historical use.

Email 1
Title: Supporting information for botanical hemp extracts (CBD)
Dear [Section 40],

on behalf to [Section 40] my colleague [Section 40] and | had a meeting with you in
March this year about CBD and botanical hemp extracts.

We have now heard from a colleague that the FSA and EFSA are looking into CBD
and botanical hemp extracts and would like to provide some supporting information
you mentioned at the time which would be helpful.

1. Where botanical hemp extracts available before 1997

We can provide a copy listed in the pharmacopeia of the 19th century showing hemp
and cannabis extraction methods. Whilst it can be argued that the pharmacopeia
refers to medicinal products, this would not be relevant, as there was no medication
as such as nearly all remedies were botanical extractions which some now fall into
the category of food stuffs including supplements.

2. CO2 extraction process used for botanical extracts before 1997

We can confirm that CO2 extraction has been widely used in the food industry prior
to 1997 and have below listed a selection of reports on botanical extractions for your
information.

Supercritical CO2 extraction of essential oils and cuticular waxes from
peppermint leaves

e First published: September 1996
Link: http://onlinelibrary.wiley.com/doi/10.1002/(SIC1)1097 -
4660(199609)67:1%3C21::AID-JCTB522%3E3.0.C0O;2-0/full

Properties and processing of corn oils obtained by extraction with
supercritical carbon dioxide

Received: 15 April 1984
Links: https://link.springer.com/article/10.1007%2FBF02540815?LI=true

Extraction of Ginger Oil with Supercritical Carbon Dioxide: Experiments and
Modeling

Publication Date (Web): February 8, 1996
Copyright © 1996 American Chemical Society


http://onlinelibrary.wiley.com/doi/10.1002/(SICI)1097-4660(199609)67:1%3C21::AID-JCTB522%3E3.0.CO;2-0/full
http://onlinelibrary.wiley.com/doi/10.1002/(SICI)1097-4660(199609)67:1%3C21::AID-JCTB522%3E3.0.CO;2-0/full
https://link.springer.com/article/10.1007%2FBF02540815?LI=true

Link: http://pubs.acs.org/doi/abs/10.1021/ie950357p

Extraction of essential oils with carbon dioxide

e First published: September 1993
Link: http://onlinelibrary.wiley.com/doi/10.1002/ff].2730080502/full

Caffeine extraction rates from coffee beans with supercritical carbon dioxide

o First published: May 1992
Link: http://onlinelibrary.wiley.com/d0i/10.1002/aic.690380513/abstract

Supercritical Carbon Dioxide Extraction of Vanilla
Article - March 1991

Link:
https://www.researchgate.net/publication/244361014 Supercritical Carbon Dioxide
Extraction of Vanilla

We hope this information is helpful and | would welcome the opportunity for a brief
telephone conversation about the above. When would be convenient?

Also, [Section 40] will contact you separately about hemp foods and recent
[Section 40] efforts.

Kind regards,
[Section 40]
Attachment 1: British Pharmacopeia 1867
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Email 2
Title: Re: Supporting information for botanical hemp extracts (CBD)

Dear [Section 40],



thank you for your email and information. May we suggest meeting? Please send us
some suitable dates and we look forward to meeting you and your team again.

Best wishes,

[Section 40]

On Wed, Oct 25, 2017 at 6:20 PM, [Section 40] wrote:
Dear [Section 40]

Thank you for getting in touch. Your email is very timely as we are trying to engage
with hemp industry organisations both to provide an update on the recent
discussions and to help inform our thinking on the issue of extracts of hemp in
particular those with higher levels of CBD.

The situation with CBD products is similar to other foods where particular products
have been available for a long time but, more recently, changes in extraction
methods or the selective concentration of particular components result in a new food
that has different properties and therefore falls within the scope of the regulation. For
example, this has happened with green tea versus highly refined extracts containing
more Epigallocatechin gallate. The key challenge at the moment is around better
understanding of products which fall within the scope of food law (rather than other
legal frameworks) and a discussion about which products are consistent with the
established history of consumption for products from Cannabis sativa, and those
which are not.

At EU level there is starting to be a greater discussion on which products are
consistent with the established history of consumption and which are not and should
be considered novel. We are keen to ensure that the discussion of which foods
should be subject to the novel foods regulation is one informed by information on the
products that were available as foods prior to 1997. The recent discussion at EU
level focused on whether the use of particular techniques is indicative of a more
selective extraction process compared to those used in respect of products available
before 1997, making the resulting products novel. We would be grateful to receive
any information the industry may have on techniques such as CO:2 extraction being
used in producing extracts of Cannabis Sativa for food used prior to 1997, which
would help better inform decisions around which products are subject to the novel
foods regulation.

We think the next stage of the discussion will be around the level of concentration of
key components such as CBD that would constitute a new product. Once more, if the
industry has any information on the level of CBD in different types of product and
whether these products were marketed before 1997 this would be very helpful. To
put this issue in context you may wish to have a look at the EU guidance on deciding
history of consumption which will explain the approach used and the types of
evidence that are most useful in demonstrating this.



https://ec.europa.eu/food/sites/food/files/safety/docs/novel-food_guidance_human-consumption_en.pdf

We will, of course, keep you updated on the discussions. Any information the
industry can share on the types of products that have been produced from Cannabis
sativa prior to 1997 will ensure a more informed position on which products should
be considered under the novel foods regulation.

Best wishes

[Section 40]

Radiological and Novel Food Policy

Food Standards Agency

Aviation House, 125 Kingsway, London, WC2B 6NH

www.food.gov.uk

Phone [Section 40]

Email 3
Title: Re: Co2 extraction used for Hemp by Dupetit since 1994
Dear [Section 40],

14.00 hours is confirmed.

Look forward to meeting you next week.
Best regards,

[Section 40]

On Wed, Nov 22, 2017 at 3:43 PM, [Section 40] wrote:
Dear [Section 40]

Thank you for responding. Looking at the availability of rooms in Aviation House it
would be preferred that we meet between 14.00 and 15.00 on Thursday 30
November. Would this still be suitable for you both?

Kind regards

[Section 40]

Radiological and Novel Food Policy

Food Standards Agency

Aviation House, 125 Kingsway, London, WC2B 6NH



https://maps.google.com/?q=125+Kingsway,+London,+WC2B+6NH&entry=gmail&source=g
http://www.food.gov.uk/
https://maps.google.com/?q=125+Kingsway,+London,+WC2B+6NH&entry=gmail&source=g

www.food.gov.uk

Phone [Section 40]

From: [Section 40]

Sent: Tuesday, November 21, 2017 8:58 AM

To: [Section 40]

Cc: [Section 40]

Subject: Re: Co2 extraction used for Hemp by Dupetit since 1994

Dear [Section 40],

thank you for coming back to us and finding the time to meet. We would prefer the
30th November please. Due to the distance getting to London would it also be
possible to hold the meeting ideally at 1pm, but we could both get there from 12.15.

Kind regards,

[Section 40]

On Mon, Nov 20, 2017 at 2:03 PM, [Section 40] wrote:
Dear [Section 40]

Thank you for sharing the information on CO2 extraction which I look forward to
considering in detail. | can only apologise for the delay in responding to your
suggestion of a meeting. We are currently experience a very high workload
associated with the new regulation that comes into force in January.

In terms of possible dates would you have any availability on the morning of the 28th
November, or the 30 November or 15th December for a hour and half meeting?
Please let me know if any of these dates would be suitable so | can make the
necessary arrangements.

As explained on the phone while the Agency has an interest in THC contamination of
foods this is a Home Office lead as a result of the interaction with the Misuse of
Drugs Act. On this basis | don't think it would be possible to cover this issue at our
meeting. However, we have flagged your concerns with the relevant team at FSA so
that they aware and can discuss this further with the Home Office as appropriate.

| look forward to hearing from you on a possible date for our meeting.
kind regards

[Section 40]

Radiological and Novel Food Policy

Food Standards Agency

Aviation House, 125 Kingsway, London, WC2B 6NH

www.food.gov.uk



http://www.food.gov.uk/
https://maps.google.com/?q=125+Kingsway,+London,+WC2B+6NH&entry=gmail&source=g
http://www.food.gov.uk/

Phone [Section 40]

From: [Section 40]

Sent: Wednesday, November 8, 2017 2:29:09 PM
To: [Section 40]

Cc: [Section 40]

Subject: Co2 extraction used for Hemp by Dupetit since 1994
Dear [Section 40],
thank you for our telephone conversation last week.

You mentioned whether we can give supporting information that Co2 extraction was
used for Hemp prior to 1997. Dupetit company have used CO2 extraction for hemp
since 1996 for Cannabia® which is a hemp-beer drink. It is internationally sold with
exports to over 16 countries. Here is a link to their website:

http://www.dupetit.eu/

dupetit Natural Products

www.dupetit.eu

100% NATURAL TrgQition. U_nsg—:-r Traum ging 1989 in
Erfullung, wir lieBen uns im Odenwald
in Nordbayern nieder, wo wir die
friedliche, unberihrte Landschaft und
Natur fanden, um ...

http://dupetit.de/de/geschichte/wie-alles-begann/

Wie alles begann: dupetit natural products GmbH

dupetit.de

1989 als alles begann dupetit Natural Products erprobte sich seit 1989 in
der Produktion von 100% natiirlichen Aromen und &therischen Olen. Nach
umfangreicher ...

We look forward to answering any questions you may have and to contribute valid
information to assist in your assessment process.

On the phone | also mentioned that the Home Office suggested we contact to the
FSA with regards to trace amounts of the contaminant THC present in hemp foods.


http://www.dupetit.eu/
http://www.dupetit.eu/
http://www.dupetit.eu/
http://dupetit.de/de/geschichte/wie-alles-begann/
http://dupetit.de/de/geschichte/wie-alles-begann/
http://dupetit.de/
http://www.dupetit.eu/

Would it be possible to either include the person with responsibility for contaminants
in our meeting or otherwise could you let us know who is responsible so we can
contact them directly please?

We look forward to hearing from you with regards to suitable dates.
Kind regards,

[Section 40]

Email 4

Title: Re: Update on Novel Food Application - [Section 40]

Dear [Section 40],

thank you for your reply. Alongside an application for a higher concentration of CBD
and different types of extracts, there remains the subject of traditional food. | thought
you may like to peruse the expert report from Dr.med. Dr.phil Gerhard Nahler, CIS
Clinical Investigation Support GmbH on hemp - a traditional food. A copy of this is
being shared with the COM.

Kind regards,

[Section 40]

On Fri, Jul 12, 2019 at 9:14 AM [Section 40] wrote:
Hi [Section 40]

Thank you for your email. Putting in an application is the way forward and we are
encouraging organisations to do this so they can become compliant with the Novel
Food Regulations and can continue to trade. You may like to think about putting in
an application for a range of concentrations of CBD.

The applications which have been sent to [Section 27] so far have not had sufficient
data for a safety assessment to be completed so using a consultant such as Intertek
is a very good idea. Intertek have a lot of experience in novel food applications, as
have a few other companies and will be able to guide you. Toxicological studies are
expensive but are required for the assessment. This is the main area where data is
lacking as there have been very few studies undertaken to date.

Thank you for keeping me informed and hopefully everything will go well.
Kind Regards

[Section 40]

Food Policy Division, Food Standards Agency

6" Floor, Clive House, 70 Petty France, London, SW1H 9EX

https://www.food.gov.uk/business-quidance/novel-foods

Working pattern: [Section 40]


https://www.food.gov.uk/business-guidance/novel-foods

From: [Section 40]

Sent: 11 July 2019 18:54

To: [Section 40]

Cc: [Section 40]; [Section 40]

Subject: Update on Novel Food Application - [Section 40]

Dear [Section 40],

I'm getting in touch to update you on [Section 40] members and the novel food
process.

We are pleased to inform you that [Section 40] members voted at the AGM

to create an [Section 40] Consortium with the aim to submit a NF application. We
decided to do this application via a consortium as it needs to be comprehensive and
the high cost would otherwise be prohibitive for smaller companies. Working
together not only enables us to pool funds but also to share expertise.

We are currently in the process of reviewing different companies experienced in
novel food applications who can support us through this process. UK's [Section 40]
is on the shortlist.

We understand that the application is to be submitted to EFSA directly and we will
keep you informed with updates.

Kind regards
[Section 40]

Attachment:
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Hemp - a traditional food
Expert Report
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Executive Summary

Hemp has been a source of food m Europe for more than two thousand years. The
presence of canmabineids as well as of other components notably terpenes and
polyphenols, can be demonstrated in all major parts of hemp, flowers, leaves, stem. roots
and seeds. A mumber of these phytocompounds are shared with hops. as the closest
related plant. Many phytocompommds in hemp, except d0-tetrahydrocannabinel (THC),
are found in other herbs of the plant kingdom. A notable number of phytocompounds n
hemp flowers, leaves, stem roots and other parts of hemp overlap i their qualitative
profile, although quantitatively cannabinoids and terpenes are highest in buds (flowers).
Cannabmoids have always been present in hemp food and in hemp products. in the past
certamly in much higher concentrations than today. Histonie documents proof that hemp
has contimously played an important rele as food. Flowers, leaves and other parts were
cooked with fat, oil. water and wine, often in combinations, which are, in chemical terms,
simple extraction processes similar to those of our days. Nothing about hemp as food 1s
new of “movel”. Despite of the traditional use and despite of a number of identical
phytocompounds, in particular cannabidiol (CBD) and THC, which ccour n flowers,
leaves, roots and seads. only the latter are currently accepted as “not novel”™.

After focussing health and legal concems on THC for many decades and after the
reduction of respective concentrations close to zero or at least to nsignificant amounts in
hemp food. new regulatory concems target CBD as the second mportant cannabmoid m
cannabis and the pomary in hemp, despite that CBD is neither psychotomimetic nor toxic.
In dried herbal material of vaneties permitted for cultivation in the European Conmmmity;,
CBD concentrations are around 2-6% with 10 to 30-times lower THC concentrations,
although cultivars producing more CBD exist. Without the artificial addition of punified
CBD or a deliberate concentration. most hemp foods and dietary supplements would
demonstrate CBD amounts in the order foumd in the original plant (around 20-60 mg/g for
vaneties permitted in the EC). Nothing about such products can be considered as “novel™.
In companison to pure CBD which has demonstrated therapeutic effects as active
pharmaceutical ingredient in mean daily doses of 400 to 200 mg or higher, concentrations
of CBD in hemp food or supplements are mimor and human exposure is msignificant.
Effects of a single substance, CBD or THC, can never mirror effects of a phytocomplex
of lnmdreds of interacting substances where cannabinoids represent only a very small
percentage. and vice versa. If used as medication. CBD needs much higher dosages than
those commonly achieved with hemp food. Pure CBD is safe, and this assures also a high
safety margin for hemp products with respect to CBD as by-product. even in case they are
taken In excess and not as directed.

An ever increasing amount of publications underline the mportance of phytocompounds
for the maintenance of human health and the prevention of chronic diseases. Hemp food,
nch in terpenes, polyphenols and other antoxidants can comfribute to a healthy diet.
Therefore, no reasons exist that necessitate a protection of the population against hemp
products in particular CED. and to withhold their trade and consumption.

© CIS Clinical Investigation Support GmbH, A-1070 WIEN, Kaiserstr.43, Austria
T: +43-1-5234015, cis-gaj@lacn at, Pww.cls-ga.com
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1 Iniroduction

To many, cannabis (C. saffva L) is a recreational dmg; to some, it is a medicine, to others a
source of food fibres or bio-energy. Cannabis is a plant with a Inge number of vaneties;
approx. 1000 cultivars are known (http:/ocpdb. pythonanywhere com’, website hosted by
Open Cannabis Project) that differ mainly in their content of the two principal cannabinoids,
the psychotomimetic. mtoxicating delta-9-tetrahydrocannabmel (i short THC) which 1s the
primary cammabineid found m d.mg type” cannabis (“marijuana”, a pejorative slang term for
dmg-type cannabis), and cannabidiol (CBD) which is the main cannabinoid in hﬂnp (“fibre-
type” cannabis). The term “hemp™ 15 therefore used for those cannabis vaneties that are low
THC (=0.2% by current European law, after 0.3 and 0.3%). “dmg-type cannabis™ for those
that are rich in THC, and “cannabis™ as overall term. This difference between dmg-type
cammabis and hemp is important for legal and forensic reasons.

The current threshold of 0.2% in the Eurcpean Commmmity (after Coumcil Fegulation
1672/ 2000/EC) is not uniform among countries. Swiss Federal Law of Dmgs allows cannabis
with less than 1% New Zealand allows the growth of industrial hemp if the THC
concentration does not exceed 0.35 %, and Canada accepts an upper limit of 0.3% for non-
dmg type camnabis. Fecently, the WHO recommended to change the wording of the 1961
Single Convention on Narcotic Drugs about hemp extracts (to read: “Preparations containing
predominantly cannabidiol and not more than 0.2 per cenr of delta-9-remrahydrocannabinal
are ot under mternational control”; WHO Expert Committee on Dmg Dependence, 2018,
41® Report, Sec.7.5). The “Single Convention on Narcotic Dmgs, 19617 clearly differs
between hemp and cannabis, s'pec:.ﬁcall\ excluding from control plants that are used for
industrial or horticultural purposes (hemp). However, the role of hemp speccl.ﬁcalh for food
and preparations thereof was not defined at that time. To note, in Canada. cannabis is legal for
medicinal and recreational purposes since 30th of July 2018, in Jamaica since 20135,

In fact, neither CBD nor THC is formed naturally (enzymatically) by the plant. Both
substances are the decarboxylated form of canmabidiclic acid (CBDA) and delta-9-
tetrahydrocannabinolic acid (THCA. A THCA-B, in short THCA) respectively, induced n
nature by slowly aging (mainty by light), or in post-harvest processing by heating. In general.
about 20 to 30-times higher concentrations of acid cannabineid (THCA) are found m dried
tesp. fresh but otherwise unheated cannabis plants (Mahler et al.. 2019). This is particularly
important because THCA is not psychotomimetic/intoxicating in contrast to the parent
compound THC; THCA (THC) 1s umicque to cannabis. It 1s worth mentionmg that THC or
THC-like cannabimimetic compounds have never been detectad in other plants than cannabis.
In contrast, a compound with properties similar to CBD has been found i flax (in fibres and
all other flax tissues) although this still awaits firther confirmation (Styrezewska et al | 20173).
Flax 15 a well-known fibre-type plant, and is - similar to hemp - used to produce oil (linseed
oil}. To note, heating changes not only the composition of canmabinoids {decarboxylation of
cammabinoid acids) but also the profile of polvphenols and other phytocompomnds such as
terpenes (Lewis et al., 2017). One of the characteristic differences between hemp and dmg-
type cannabis is the significantly higher mean content of CBD in hemp (Hazekamp et al.,
2016) paared with a low content of THC.

Camnabis (hemp) may contain, in addition to about 120 cannabincids, an estimated munber of
G600 or more of other phyto-compounds that widely ocowr in nature such as polyphenols
{flavonoids), terpenes. and unsaturated fats {Amencan Herbal Pharmacopoeia 2013); many of

© CIS Clinical Investigation Support GmbH, A-1070 WIEN, Kaiserstr.43, Austria
T: +43-1-5234015, cis-gaj@lacn at, Pww.cls-ga.com
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them are well known for their health benefits. No other plant is so mtensively studied as dmg
type cannabis. Whenever it comes to hemp, it must be stressed that the characteristics and
properties of the plant and its derivatives cammot be atiributed to a single active compound
such as THC or CBD as it 1s often the case m discussions; in hemp. ~ 95% to ~ 38%; are other
phytocompounds and not CBD. Focussing on a single compound would completely ignore the
mmltiplicity of effects and interactions of hndreds of other concomitant phytosubstances
{activity of the “phytocomplex™ / “entourage effect™. m addition to the fact that pure
cammabinoids are used as medications in about 100 to 1000 times higher doses.

ANl parts of the hemp plant contam cannabmoeids, m addiion to terpenes. polyphencls and
other phytocomponents. although In varying amounts. In dmg type camnabis, grown in
greenhouse as an example, ten times higher comcentrations of camnabinoids have been
reported m flowers compared to leaves (Richins et al. 2018). However. this may not be the
case for out-door grown hemp where the difference is much smaller with cannabineid
concentration in flowers less than twice the concentration in leaves [total THC (sum of THC
+ THCA) in flowers 0.07%, total CBD (= CBD + CEDA) 1.96% compared to 0.04 and 1.42%
resp. in dried leaves (persomnel commmumication data on file)]. Even sseds and roots. long
time considered as free of canmabinoids, confain small amowmnts of THC (THCA) CEBD
{CBDA) and others (below 0.3 to 2.0 meg'g dry weight Farag, Kayser 2013; Gul et al.. 2018;
Foss et al.. 2000). In addition to the concentrations of canmabinoids which differ between
hemp and dmg-type cannabis, the profile (chemical fingerprint) of other phytecompounds in
particulat terpenes is a further charactenistic. Hemp is therefore definitively mnot
“marijuana-light”. Hemp is genetically different and mmst not be mixed up with dmg-type
canmabis as it 15 often the case.

Cannabis has as “cousin”, namely hops. with a common ancestor about 27 nullion years ago.
Unswrprsingly, camnabis and hops still share a number of the same phytocompounds in
particular sesquiterpenes (e.g, B-carvophyllene, alpha-lmmulens) monoterpenes (eg., B-
mryrcene, alpha-pimene. monene, lmalool), and polyphenols (flavencids) such as querceting
mutin, kaempferol and stilbenes, but not cannabineids (Enez et al, 2018). A wide range of
these phytocompounds have been studied for their biological activity and beneficial effects on
health Timonene and penllyl alcohol a precursor of limonene. given as examples
demonstrated anticancer effects in phase LTI clinical studies {da Fonesca et al., 2011; Shojast
et al., 2014}); B-caryophyllens and its oxide possess significant anticancer activities, affecting
growth and proliferation of vanous camcer cells: B-myrceme. widely used as flavouring
additive in food and beverage and as a scenting agent in fragrances, is a TNFalpha mhibitor
and demonstrates cardioprotective effects (Burcu et al.. 2016). Polyphenols and other
phytocompounds are increasingly recognised to play an mmportant role in the mamtenance of
health (Almeida et al. 2016; Lagoa et al.. 2017; Li et al.. 2016; Shehrzad et al.. 2016). Hemp
food, nch in phytocompounds, can therefore significantly contribute to the maintenance of
health Inmigungly. in both, hemp and hops, the most prominent secondary phytocompounds
are B-myrcene and B-caryvophyllene. Like cannabis, hops plays a dual role in motrition and folk
medicine since many centuries (Foetter, Biendl 2010; Dietz et al., 2016; Dostalek et al.,
2017).

© CIS Clinical Investigation Support GmbH, A-1070 WIEN, Kaiserstr.43, Austria
T: +43-1-5234015, cis-gaj@lacn at, Pww.cls-ga.com
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type cannabis. Whenever it comes to hemp, it must be stressed that the characteristics and
properties of the plant and its derivatives cammot be atiributed to a single active compound
such as THC or CBD as it 1s often the case m discussions; in hemp. ~ 95% to ~ 38%; are other
phytocompounds and not CBD. Focussing on a single compound would completely ignore the
mmltiplicity of effects and interactions of hndreds of other concomitant phytosubstances
{activity of the “phytocomplex™ / “entourage effect™. m addition to the fact that pure
cammabinoids are used as medications in about 100 to 1000 times higher doses.

ANl parts of the hemp plant contam cannabmoeids, m addiion to terpenes. polyphencls and
other phytocomponents. although In varying amounts. In dmg type camnabis, grown in
greenhouse as an example, ten times higher comcentrations of camnabinoids have been
reported m flowers compared to leaves (Richins et al. 2018). However. this may not be the
case for out-door grown hemp where the difference is much smaller with cannabineid
concentration in flowers less than twice the concentration in leaves [total THC (sum of THC
+ THCA) in flowers 0.07%, total CBD (= CBD + CEDA) 1.96% compared to 0.04 and 1.42%
resp. in dried leaves (persomnel commmumication data on file)]. Even sseds and roots. long
time considered as free of canmabinoids, confain small amowmnts of THC (THCA) CEBD
{CBDA) and others (below 0.3 to 2.0 meg'g dry weight Farag, Kayser 2013; Gul et al.. 2018;
Foss et al.. 2000). In addition to the concentrations of canmabinoids which differ between
hemp and dmg-type cannabis, the profile (chemical fingerprint) of other phytecompounds in
particulat terpenes is a further charactenistic. Hemp is therefore definitively mnot
“marijuana-light”. Hemp is genetically different and mmst not be mixed up with dmg-type
canmabis as it 15 often the case.

Cannabis has as “cousin”, namely hops. with a common ancestor about 27 nullion years ago.
Unswrprsingly, camnabis and hops still share a number of the same phytocompounds in
particular sesquiterpenes (e.g, B-carvophyllene, alpha-lmmulens) monoterpenes (eg., B-
mryrcene, alpha-pimene. monene, lmalool), and polyphenols (flavencids) such as querceting
mutin, kaempferol and stilbenes, but not cannabineids (Enez et al, 2018). A wide range of
these phytocompounds have been studied for their biological activity and beneficial effects on
health Timonene and penllyl alcohol a precursor of limonene. given as examples
demonstrated anticancer effects in phase LTI clinical studies {da Fonesca et al., 2011; Shojast
et al., 2014}); B-caryophyllens and its oxide possess significant anticancer activities, affecting
growth and proliferation of vanous camcer cells: B-myrceme. widely used as flavouring
additive in food and beverage and as a scenting agent in fragrances, is a TNFalpha mhibitor
and demonstrates cardioprotective effects (Burcu et al.. 2016). Polyphenols and other
phytocompounds are increasingly recognised to play an mmportant role in the mamtenance of
health (Almeida et al. 2016; Lagoa et al.. 2017; Li et al.. 2016; Shehrzad et al.. 2016). Hemp
food, nch in phytocompounds, can therefore significantly contribute to the maintenance of
health Inmigungly. in both, hemp and hops, the most prominent secondary phytocompounds
are B-myrcene and B-caryvophyllene. Like cannabis, hops plays a dual role in motrition and folk
medicine since many centuries (Foetter, Biendl 2010; Dietz et al., 2016; Dostalek et al.,
2017).
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A lot of ancient miuals around hemp demonstrate its unbroken populanty and social role over
centuries and across generations. In Baden, Germany, for example, cakes have been baked to
stimmlate hemp growth (Hanfeier’) (Benet 1975). In Poland, marmed women dance "the hemp
dance” on Shrove Tuesday. The hemp dance ('for hemp's sake’) is also danced at weddings by
the young bride. Hemp was very popular at the tum of the last century as is demonstrated
even by children’s books. End of the 19 century, two booklets have been published with
mursery thymes and pictures for kids (Der Hanfanban im Elsass™, Blattlans V1g. 1896, and
“Das Biichlein vom Hanf”, Carl Flemming Vlg. 1800).

As has already been mentioned, European hemp is not intoxicating and distinet from dmg-
type cammabis (“Cammabis frdica”™) which needs a warmmer climate and longer day time. It
should be reminded that all parts of hemp (cannabis) contain THCA (THC) and CBDA
{CBD). sometimes in very low concentrations. Therefore camnabincids have always been
present in hemp food since ancient times, and most likely in higher concentrations in the past
than today.
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3 Hemp flowers and leaves are used as food in Europe since more than 500 years

Early man roaming around in search of edible plants (so called “vegetables™) has certainly
discovered the seeds and powerful odour of the npened tips of the weads. Through the ages.
fibres are used for cordage and clothes, flowers, leaves and seeds were crushed, and extracted
with butter, milk, oil, water or alcohol (wine) or combinations thereof. Beside a consumption
of raw parts, hemp 15 used mainly in form of cooked products. Leaves, while not as nutritional
as the seeds. are edible and are consumed raw or, most often. infised with water and nsed as
infusion. All these steps are, in chemical terms, simple extraction processes, and are similar to
modem technigues using supercnitical carbon dioxide (3002} as hgqud. Supercritical carbon
dioxide extraction is an environmentally friendly. inert solvent widely used since the 1970s
for the preparation of flavours and pungencies from spices, hops and other plants. and is
“Generally Recognised as Safe” (GEAS) by the FDA. Whereas fats and oils extract a higher
amount of cannabinoids and terpenes from cannabis (Fomano, Hazekamp 2013), the profile
of compounds extracted with sCO2 seems to be, by and large (reduction of nifrates, heavy
metals, myTcene, efc.), comparable to an ethanol-extract as can be assumed from data of hops
(Hopstemer 2016).

Orver many generations, an uncountable number of variations of hemp preparations have been
developed and became. evenmally, part of a local culture. Inscriptions on the vault of the
Tower of the Escape. Cantom de” Fiori in Bologma dating around 133, point to the
importance of hemp: “Panis vita, canabis protectio, vinum laefitia” that in Latin means:
"Bread is life, cannabis is protection, wine is fon™

The mportance of a healthy mutrnition 15 increasingly recognised in our days, whether we call
it simply as healthy diet, fimctional food, nutritional'dietary supplement. mutraceutical.
superfood or else. Hemp products contribute to a healthy nuimition by a large number of
micromriments. in addition to minerals, vitanuns. essential amino acids and fatty acids. BMany
compownds of hemp have been related to disease-preventing effects such as pelyphenolics
{e.g., quercetin, mitin, kaempferol, naringenin), terpenes and stibenoids as has been mentioned
briefly before (Cassia et al. 2013; Carvalho et al.. 2019; Busso 2011; Guo et al., 2017; Gupta
et al. 2016; Pollastro et al. 2018). Although the profile and concentrations of
phytocompounds vary across flowers, leaves, seeds, roots a.s.o., many of the same substances,
cammabinoids, terpenes. polyphencls and others have been identified m different parts of
hemp. Hemp is therefore a perfect “healthy food”, whether flowers, leaves or seeds are
consumed.

The oldest European recipe for a hemp dish 15 found i the cockbook of Bartholomaeus
Platina (1473) where he descibes a “health drink of cannabis nectar”. The dnnk is based on
cmushed buds (flowers) taken as food in wine or cake (Appendix A). Other recipes that use
flowers and leaves can be found m cookbooks such as that of Jean de Bockenheim cook of
the pope Martin V, wrnitten around 1430 {Appendix B). in a cookbook of an anonymous
author of the 14® century (Frammento di un libro di cucina del Sec. XTIV, Appendix C) or in
form of the ingredients for a hemp soup for monks of the 16® century (Appendix D). Based
on the traditional use, many more recent cookbooks describe a number of hemp dishes; for
example, the Alice B. Toklas Cook Book (1954), one of the bestselling cockbooks of all time,
which includes a recipe that uses groumd buds. Varous other hemp dishes can be found m
similar cookbooks (Gottlieb Adam 1993; Eippchen Ponald 1993). As long as fresh herbal
material is not heated above 100°C, even dmg type cannabis would contain only msignificant
amounts of psychotomimetic (decarboxylated) THC. Fresh leaves of hemp can be eaten raw
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as salad. or cooked juced powdersd and blended mte smoothies. The leaves are a rich
source of fibre, free radical scavenging pelyphenols. flavonoids, 9 essential amino acids
{imcluding lysine and arginine), essential oils, as well as the minerals magnesiim, calcium,
and phosphorous (Audu et al.| 2014).

In Europe, hemp was widely grown between the 16® and the 18% century. After a boom in the
2% half of the 19® century with a number of very popular cannabis (hemp) based products
such as the Swedish “Maltos-Cannabis™, a hemp-based drmk (Appendix E), the production
and use of hemp (camnabis) went down Malros-Cannabis. was a “food remedy”™ widely
available in Sweden. Denmark. and Norway. It has alse been exported to the TS, and was
described as a Swedish muirient i form of a yellowish-white powder. possessing a taste at
first saline, later sweetish, and then acnd and bitter (Coblentz Virgil: Newer remedies. A
reference book for physicians, pharmacists, and students. P. Blakiston's Son & Company.
1890, It was promoted as "an evcellenr lunch drink, especially for children and young
peopls"; the product had won a prize at the “Exposition Internationale d”Anvers”, Belgiim. in
November 1894

After the wars, the use of hemp declined in West Europe by the prohibition in the 20®
century. in contrast to East Europe where hemp continned to play a role as traditional food.

When the ban of hemp, lasting since 1982, was partially lifted in Germany in 1996 (Andenmg
des deutschen Betiubungsmittelgesetzes, ie. 2. BIMG-Andenmgsgesetz vom 04.04.1996) a
number of companies cultivated hemp again and started marketing of a wide range of
products made of hemp flowers, leafs. extracts or seeds, such as hemp beer. soft drinks and
body care products. On the far | Bisfach-Merse™ m Frankfurt, Germany, in 1993, nearly 40
exhibitors presented a selection of 20,000 possible products of hemp, including hemp seed oil
and hemp pastries; (ZEITonline, 21. Apnl 1993). Some of the products were already backed
by respective European Patents, e.g.. EP (0344304 A2 prionity date 22.11.1996 (Appendix F)._,
concerming an alcoholic hemp drink prepared with hemp flowers, extracts of flowers, pellets,
distillations of flowers, and Patent EP' 0878 336 A2 about an alcoholic hemp drink prepared
with hemp flowers and a hemp leave, pnonty date 22.4.1997 {Appendix G). Products were
developed and reached the market before the “Novel Food Fegulation™ (Fegulation 238/97 of
27.01.1997) became applicable on 15.5.1997. Dhiring the hemp fair (the “Hanferniefes,
Berlin} m awtmm 1906, Camnabia, an alecholic hemp beer/dnnk. was served m large
amounts as 2 draught beer. At the opening ceremony, the Minister of Health, Horst Seehofer.
took over the keg. In fact. hemp has been used as flavouring agent for beer already in the
Middle Ages. and before the German “Feinheitsgebot™ law has been emacted m 1516
(Steinmetz 1998; Walz], Hlatky 2017).

Switzerland followed the German example: the 1* hemp beer based on hemp flowers has been
produced by the brewery “Wad Brow-Hous™ m Widenswil, also already m 1996
Jwwow waedenswiler ch'index php'hanf html; accessed 13.6.2019), and in 1997, Patrick
Glaunser, a Swiss national, came up with the concept of a hemp flavoured vodka (Elation
Hemp Flavored Vodka). Pamck’s vodka was produced from the hemp blossom, creating a
very unique and stunning tasting vodka. It has commanded a hnge following in the European
market TN i 442 TS flavored-v ;. accessed
15.6.2019)

In 1997, the Designer Food P&S GmbH, Diisseldorf. another “hemp entrepreneur”. started
marketing of new hemp products such as a lemonade called “Hemp™, a chocolate, a drink
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“Green Hemp & Todka™ with 4% alcohol. a fint gelly and an extract. (hitp:/news bio-
hased eu/markterfol ze-fier-hanfeetraenke-ans-deutschland ).

End of 1997, the nova fnstitute Hifrth has conducted a survey that colleted data from a total of
23 compamies m Gemmany, Ausiria, UK and the Netherlands concerming the use of hemp. and
the volume of production of hemp-based food products before the 13.5.1997. Dnnks had been
produced m an amount of 113,000 litres and other hemp products in an amount of 35 tons
using hemp flowers and leaves, obviously contaming canmabmoids among  other
phytocompounds (ETHA Document of 12.3.2019. page 10).

It 15 fair to say that time between the lift of the * ‘hemp ban” and the entry into force of the
“Novel Food Regulation” was only one vear which is extremely short for putting imnovative
products on a completely new market. A “significant use”™ should therefore be judged in
relation to the time available to demonstrate such a re-use after a long intermuption dictated by
Tawr.

In Germany, the character of hemp products was officially assessed soon after 1006, It was
determined that they have prevailing attributes as food. Therefore, such products do not fall
to the requirements of regulation Mo 23297 (EC) regarding novel food products and
mgredients (Taschan 1999). The traditional food character is also stressed by a recent legal
opinion of Hermes Piper, addressed to the Bundesamt fir Verbraucherschutz und
Lebensmittelsicherheit (BVL), dated 11.4.201%.

Eary in 1998, duperit Nanral Products GmbH had contacted the European Commission in
order to receive an official statement whether parts of hemp used in food are “novel™ or not.
The answer was clear: Food that contains parts of hemp is not considered as “MNowvel Food”
{Appendix H). This mecludes hemp flowers used for flavourng beer; they are used as
ingredients in the same manner as ]:u::ups and are not additives.

As the mmaber of hemp food products increases, the question anses agam whether they are so
called “novel foods™ or not. This can be clearly answered: The “Novel Food Catalogue™ of the
European Commission (EC) points out without any ambiguity:

“Without prejudice te other legal reguirements concerning the consumption of hemp
{Cannabis sativa) and hemp products, Regulation {EC) No 23897 is nor applicable to masi
Jfoods and food ingredients fiom this plant” And further: “This product was on the marker as a
[food or food ingredient and consumed fo a significant degree before 15 May 1997, Thus its
access to the mz:rr.inst is not .sr.rbjec'f i r}m _\-me! Fﬂod stu!ﬂrmn rEC: No. 23897 7

To note, no restriction 13 made to hemp .w_-eds i this dnn:umeut

Soon after the reappearance of food products made from hemp. concems aroused whether the
content of THC and the consmmption of these products is safe, without provoking
psychotropic effects. Therefore, hemp food has been repeatedly analysed for its THC content
as will be summansed m the next sechion. It must be stressed. that for forensic reasons. m
most of these analyses, worst case scenarios have been used that are directed to the total
content of THC (i.e., the psychotropic THC + its precursor, the carboxylic acid THCA which
15 not psychotropic). In natural unheated extracts. the non-psychotropic THCA may be up to
50 times above the content of THC; this distorts results to a much higher (total) THC content
than m reality. Acids and other cannabinedds such as CBD have rarely been included in
analyses in the past. CBD as a “new™ topic came up later, after 2010, following to ground-
breaking mews on ftreatment-resistant epilepsy that responded to CBD-nich preparations.
Misleading promotions of CBD-confaining products as “cures-all”™ medication inforhmately
fuelled concerns about hemp food.
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4 Concentrations of main cannabinoids in flowers, leaves and hemp food

Camnabincids have been part of the human diet as long as man uses hemp as source of food.
As genetic distinet group, hemp produces unigue cannabinoid and terpencid content profiles.
whereas phenolic compounds failed to be a specific marker for cultivars (Lynch et al., 2016;
Hazekamp et al.. 2016). Hemp flowers and leaves can be used fresh, but they are most often
processed m dried form or as extracts. The total content of terpenes, phenols and flavoneids is
higher in young and fresh hemp than in mature or dred hemp (Donié et al. 2018; Ross,
ElSohly 1996).

Hemp flowers have the highest concentration of camnabimoids and terpenes. and are the
source most often nsed for the preparation of extracts and essential (volatile) oils. Flowers
rank among the most studied parts. The THC/CBD ratio in flowers is usually taken as the
characteristic chemical marker for a given cultivar, although the production of CBD and THC
by the plant is influenced by agroclimatic conditions. CBD concentrations of varieties
penuitted in the European Commumity are around 2-6%, with at least 10 to 30-times lower
concentrations of THC (de Meijer et al., 1992; Thouminot 201 3).

In dried hemp leaves. CBD concenfrations are between 22.0 and 793 mgkz with THC
between about 4.37 to 15.53 mgkg (Lachenmeier et al., 2004; Lachenmeier, Walch 2006;
Below, Rosenstock 2008). Along with low amounts of cannabinoids. hemp leaves contain
stilbenoides {(Guo et al, 2018). terpenes (Booth Bohlmamm 2019} and polyphencls
{Chondhary et al.. 2014) among many other compounds. A number of phytocompounds n
hemp flowers and leaves is similar and overaps with the profile in other parts. The
monoterpene B-myrcene as well as the sesquiterpenes fcaryophyllene and o-hummlene
appear to be present in notable amounts in most hﬂnp strains; B-miyroene 1s known to possess
anti-imflanmatery, analgesic, and anxiolytic properties, whereas B-caryophyllene was found
to be anti-inflammatory and to exert a gastme cytoprotector activity among others (Pellati et
al.. 2018). Other commeon compounds of hemp nclude the monoterpenes o- pinene, limonene,
and limaleol It is worth menfioning that not only cannabimoids but meny other
phytocompounds in hemp flowers and leaves such as querceting B-caryophyllene, miyreene,
alpha-/ B-pinene, linalool, limonene, hummlene and phytosterols (e.g., B-sitosterol) are also
foumd in hemp seeds which are used as food since ancient times {Smenglic et al., 2016;
Leizer et al.. 2000; Zhou et al.. 2017} and which are not considered as “novel food”.

Hemp extracts {and derivatives such as “edibles” and drinks} differ in their composition in so
far as they contain a large number of phytocompounds that contmbute to the mamtenance of
health in a more selected form than the native plant (Fanurez 2016; Pellati et al., 2018).
Concentrations vary with the nature of the hemp cultivar, agroclimatic conditions and post-
harvest processes including the extraction as mam factors of influence (MNahler et al | 2019).
Heat matters: concentrations of native cannabinoid acids are about 20 to 50 times that of the
decarboxylated forms in fresh material and have different properties than their parent
substances. Heating above 100°C transforms the canmabineid acids, CEDA and THCA into
the decarboxylated products CBD and THC as has been mentioned. but changes the profile of
other phyto-compounds as well (Lewis et al, 2017). The speed of this transformation depends
on the temperature and duration of exposure; therefore tramsformation can be more or less
complete for a specific cannabineid acid and a specific extract. Extracts are not used in pure,
concentrated form but are diluted (often with oil) and further processed to the final product. It
15 evident that this raduces the content of cannabmoids and other phytocompounds.
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Tea infusions made from hemp flowers or leaves can contain between 0.03 and 040 mg
THCkg (Lachenmeier et al., 2004) or 1.0 and 2.4 mg THC/L (Lachenmeier, Walch 2006),
depending on the method of preparation. As the solubility of substamces mereases with
temperature, the concentration of cannabinoids (and other compounds) is higher and probably
over-saturated in water of freshly boiled otherwise unheated drug-type flowers (THC =
10mgT. THCA = 43 mg1; Hazekamp et al. 2007). Becanse cammabinoids are almost
msoluble In water, solubility at room temperature is near the saturation concentration of ~ 2.8
mg THC/L. This contrasts with infusions prepared with hemp flowers and boiling water that
confain after 10 to 15 minutes (the time for simmer) CBDA as the man compomnd in a
concentration around 20 to 30 mg CBDAT and 0.2mg THCAT; CBD and THC was not
detected (persomnel commumication. data on file). This demonstrates that transformation of
THCA and CBDA into THC and CBD is insignificant at 100°C. Nonetheless, tea made from
hemp flowers or leaves can conmbute to a healthy diet. Hemp tea’infusion contans among
other substances polyphenols (flavonoids) which are better water-soluble than cannabinoids
and terpenes, and which play an important role in the maintenance of health (Mahler, Likar
2017).

THC concentrations in other food products were similar low. In other watery hemp drnks like
hemp beer only insignificant amomnts of THC in the range of micrograms per litre are found
(0.004 — 0.016 mg THCkg; Lachenmeier, Walch 2006, and 0.0012 mg THC/L or lower;
Below. Fosenstock 2008,

THC and CBD is also a by-product in very low concentrations in hemp chocolate (THC: 0.03
to 0.11 mgkg CBD 0.03 to 1.12 mg/kg, Lachenmeier et al , 2004).

In hemp flour denved from hemp seeds, the concentrations of THC was 1.527 mgkg
{0.153%), that of CBD 0.762 mgkg (0.076%); Lalge et al, 2016). Twelve years earlier.
Lachenmeier et al. (204} had reported lower concentrations for THC (0.26 mgkz) and
higher concentrations for CBD (10.06 mg'kg). Hemp protein preparations from seeds also
contamed THC (0.93 mg/g) and CBD (0.62 mg/'g) (Lalge et al.. 2016).

In 40 Canadian consumer products of hemp tested recently for CBD, CBDA, THC and THCA
concentrations for CBD ranged from below the limit of quantification (LOQ) < 0.19 mg'kg) to
8.410 mgkg: those for THC ranged from below LOQ to 10.01 mgkg. with one exception
measunng 337 mg'kg (the legal linnit in Canada 1s 10mgkz) (Meng et al . ”ﬂlﬂ)

An analysis of 26 hemp products from the Swiss market (including 4 drinks, 2 chocolates, 2
bakery products. 4 hemp seed oils. 3 hemp seeds and 11 cosmetics) demonstrated that in 12 of
15 food samples THC concentrations were below the limit of detection. and in three samples
n very low concentrations between 1.3 and <3mgkyg (Kantonales Laboratorium Thurgan
2011).

Experiments with seven different hemp foods from the German market (chocolate,
cereal/granola bar, mits, hemp beer, soft drinks, hemp leaf-liquenr and hemp tea) ingested by
healthy volunteers demonstrated that this does not induce positive urinary test, even not after
drinking 2 litres of a hemp tea with a high amount of 4.72 meg THC/ml (Below. Fosenstock
2008).

Assuming a very conservative lowest observed effect level (LOEL) of 3 mg THC (EIHA
Position Paper 2017), it is obvious that intoxication with THC is unrealistic to ocour by

© CIS Clinical Investigation Support GmbH, A-1070 WIEN, Kaiserstr.43, Austria
T: +43-1-5234015, cis-gaj@lacn at, Pww.cls-ga.com



Hemp - a iraditional food (Nahler G. 11.7.2019) 13/17

consumption of hemp products. Other estimates for a LOEL were two to four times higher
{(10-20mg/day; Gerwitz 2001).

A recent critical commentary to the current opimion of the Bundesimstitut fiir Fisikobewertung
{BfE) by the nova Institut GmbH concludes that nisk assessment for THC by the BfR 1s
substantially different and nuch more stringent compared to assessments of other substances
potentially cansing dependence such as nicotine, alcohol. opium or coffee (Skoczinski et al.,
2019). Such different standards are not justified: The nsk of dependencemnsk to become
addicted 1s roughly twice as high for aleohol and more than 3 to 6 times as high for nicotine
compared to dmg type cannabis (Watson et al., 2000; Intemational Centre for Science in Dug
Policy 2013). Furthermore, the assessment of the THC content in hemp-contaming foods by
the BR. is faulty as analytical methods do not differ between THC and THCA-A; this falsely
increases overall THC content in products.

For CED, no LOEL or defined acceptable non-medical CBD level exists. Therapeutic effects
in clindcal trials have been observed after about 200 mg/day for adults; in general, effective
dosages were however much higher, between 400 to 304 mg CBD orally/day. Equivalent or
lower side effects as compared to placebo have been reported after 300-600 mg/day
(Bergamschi et al., 2011; Iffland, Grotenhermen 2017). A very recent systematic review
concluded that there was a tendency of studies with positive oufcomes to have used hisher
doses of CBD (Millar et al. 2019). There is consensus that CBD has no deleterions effects in
humans. Experts of the WHO conclude in their 40% report: “In humans, CBD exhibits no
gffects indicanve of any abuse or dependence potental”; and further “CED iz gengrally well
tolerated with a geod safety profile” (WHO 2018, Cannabidie]l (CBD)} Cntical Review
Feport). With maximal concentrations in food products between 10 mg CBDVkg in hemp
flour and 30 mg CBD/L in tea-infiisions, the possible CBD exposure from consumer products
15 therefore far below a therapeutically effactive dose range.

In conclusion, hemp food is not “novel”. Hemp food, including flowers and leaves has existed
m many forms since nmdreds. most likely since thousand of years. and was never restricted
to seeds and seed products. THC and CBD have always been present in hemp food. in the past
in higher concentrations than in our days. The actual THC- and CBD- content in hemap food
and mdustrial hemp extracts from EU-certified hemp is low; when taken as directed, hemp
products are safe. Different. even conflicting requirements according to national laws are
confising consumers and hinder the free trade of hemp products in the EC.
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Appendix A - Bartolomeo Platina 1475

Barolomeo de Sacchi Platina : De Honesta Voluptate Et Valetudine. 1475

On honest indulgence and good health; wntten ca. 1463: the first cookbook ever pninted.

It was largely a translation of recipes by Martino da Como from his Libro de Arte Coguinaria (ca. 1465).
The book was frequently reprinted over the next centwry. and translated into French German and Itahan.

Recipe for “a heaith drink of cannabls nectar”

Ta make cannabis yourself known as flax for thread
[the fiber hemp varlety]

Use a mallet to crush clods [buds] collect after good
harvest

Taken as food in wine or cake

Add cannabis to nard ail In an iron pot

Crush together over some heat [decarboxylation]
until juice

A health drink of cannabis nectar




[...] cock a pound of well-washed hemp wntl it splits open. When it iz cooked, add a pound of almonds.
When 1t has been pounded with bread cnombs 1n a mortar, moesten 1t wath lean stock, and stir it 1nto a pot
through a s1eve. Then when it has been placed on the hearth, st it frequently with a spoon. When 1t 15
almost cooked, put in a half-pound of sugar, a half-ounce of pinger, and a hittle saffron with rose water.
When 1t 15 cocked and apportioned on sering dishes, sprmkle with rather sweat sprces.



Appendix B - Johannes von Bockenheim) 1430, Registrum Coquine

Jean de Bockenheim {(Johannes von Bockenheim) 1430, Pegistum Cogquine

{Le registre de cuisine, par Laurioux Bnmo, 1932)

59 — S5ic fac ministrum de canapo. Recipe eum, € munda sum in
agua callida, et micze cum lente bulire, ita quad coagulatur seperius; ot
tunc remove partem superioren, e mitte per siraminiam, ut agqua exeat;
ct tunc mile enm ad ignem cum pane Erattatg, ot copis rostits in ofeo
olive: &t tune tempera illum cum lacte cing, zapharane, et aliis specichues;
et sparge uva passa ad scutellam. Et erit honum pro infirmis.

&0 - Sic fac ministrum de farris. Recipe cas, of munda bene i aqua,

Ministrum de canapo is prepared like follows.

Boil flowers and leaves (of hemp / canapo) in water. Once ready, press them to eliminate water.
Ad the mixture with bread crumbs and onion cocked in olive a1l Slowly add the water in which
canapo was boiled to the mixture and add saffron and spices. ...

Le registre de cuisine a £t écnt vers 1430 (entre 1431 et 1435 d'apres Bnmo Lauriowx) par Jean
de Bockenheim. un cuisinier allemand du pape Martin V. Comme il n'était pas senlement ciusinier,
mais aussi clere, Jean Herbordi de Bockenheim a pourswivi une camiére ecclésiastique dans les
dioceses de Worms et Mayence, aprés avorr quitte le service du pape 3 Fome.

Le manuscrit écrit en latin, Registrum coguine, comprend 74 recettes, écrites dans le style succinet
dn manusent de Sion, contrarement aux livres de cmsine de Maitre Chiguart ou Maestro Martino,
davantage rédigés a la méme époque.



Appendix C - libro di cucina del Sec. XIV

Frammento di un libro di cucina del Sec. XIV : edito nel di delle nozze Carducci-Gnaccarini

By Guermni Olindo. ed.. Bologna. Nicola Zanichelli 1877.
Guerrini. Olindo. 1845-1916

gruogo ¢ se tosse troppe agra, temprala con zuccare.

26 {xxvj) Se vuoi tortelli con ﬁou
di canapaccia.

Togli questi fiorn di canapaccia senza foglic & cuocili
colla pancia del porco. Quando ella & presso che cotta
{metti) a bollirc 1i fori e (quando) la carne ¢ cotta, bati
clascuno per se. Togli finissimo cascio, altrettanto quanta
g la carne, e fine spezie ¢ fa tortelli

27 {(xxvij) Se-vuol forte di latle vivo.

Take the hemp flowers without leaves and cook them with bacon. When the bacon is almost
cooked add the flowers, finish cooking, chop everything. add grated cheese. as much as the

mixture and with this filling. make the tortelli.



Appendix D - Medieval hemp soup for monks, 16th century

Germany — Monk Recipe for Hemp Soup
Regional Cuisines of Medieval Europe: A Book of Essays
edited by Melitta Weiss Adamson, 2013

nineteenth-century editor calls the dishes Lenten fare. However, a closer
look at the material reveals that the Tegemsee monks marked feast days by
indulging in little pleasures. among them eggs, milk. and dairy products, as
well as the occasional luxury such as almonds, figs, rice. and saffron. At the
time the meal plans were written, the monastery must have housed approx-
imately forty monks, because the quantities mentioned in the cookbook
section are usually for forty people.?® Hemp soup for forty monks required
six pounds of hemp. three quarts of wine, one white bread, mashed apples,
vinegar, and spices 8% By medieval standards, these recipes are quite
unusual in that they provide the quantities for ingredients but no cooking
instructions. Normally, medieval culinary recipes contain information on
ingredients and their processing but no quantities, as the following analy-
sis of the oldest German cookbooks will show,

Froma 16® century manuscript from the Benedictine monastry of Tegemsee. Listed
is the food which the Convent was served throughout the vear in the refectory. Apart
from ingredients. cooking instructions are missing.

Six pounds = 2.7 kgs hemp. / 40 monks = 67g per person
RDI1s 30g hemp seeds for westem modem diet
Monks lived subsistence life. This indicates that 67g/pp included green parts



Appendix E - Maltos, Sweden 1895
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In Sweden. Maltos-Cannabis. a hemp-seed based dnnk was on the market between late 1890-ies
and early 20® century. It was a “food remedy” that was widely available in Sweden. Denmark. and
Norway:. It has also been exported to the US. and was described as a Swedish nutrient in form of a
yellowish-white powder. possessing a taste at first saline_ later sweetish. and then acrid and bitter
(Virgil Coblentz Newer remedies. A reference book for physicians. pharmacists. and students. P.
Blakiston's son & Company. 1899).

It was promoted as "an excellent lunch drink, especially for children and young people"; the
product had won a prize at the “Exposition Intemationale d’Anvers”, Belgium. 5. 5.1894 to
5.11.1894.
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The article of 11® April 1895 describes Maltos as:

“The healthiest and in most cases the safest medicines are those in which they not only
constituents are most nourishing and at the same time as tasty and stimulating. One such
preparation is Maltose -- Cannabis newest in medicine had prepared of hemp seed and malt sugar,
its name comes of it. The notable drug was rewarded with two medals at the exhibition in Antwerp
and is advocated in Europe by of such prominent doctors as Professor Leyden, who was the
physician of his Imperial Majesty Zar Alexander and Professor senator (?) at the renowned of
mercy hospital in Berlin. besides a large number of second medicinal authonties in different
countries. Dr. Frollsen, one of the presenters at the exhibition in Antwerp. certifies that he has
"with great success prescribed Maltos-Cannabis to people who suffered from hngstot, magyra and
andanaemia.” He also finds it to be "a digestible and very nourishing medicine and gives in a short
time good results.”
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bosondore Bidten undioder Blitenteile undfoder aus
ihnen hergestelle Produlte mugesstrt werden. Bevor-
zugl wenden Inhakssiothe won Hanfpfianzen der Sorlen
Falina, Fadora undladar Fubura aingesetzt.

Periad by Anrm (LU unrsss Sars onn
218534
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Beschreibung

Die vorfegence Edindung betrifit ein alkoholhalti-
ges wabriges Getrank, welches Inhakssioffe von Hant-
pllanzen enthall, sowie en Verlalven 2zu sener
Herstellung.

Aus der Literatur sind eine Raibe von alkoholhalti-
gen Getranken, die Zusatzstoffe enthalten, bekannt. So
beschredt die DE 15 17 804 einen Zusatzseioff zum
Bierbraven, der aus einem Getreide einschiielich Rog-
gen dadurch hergestelit wird, da® die Korper zunachst
In Wasser geweicht und anschlieBend in einem Kocher
bei Temperaturen zwischen 93° und 105°C wirmebe-
handelt worden. Dabei werden die Starke gefatiniert,
die Enzyme zerstort und cie flichtigen Aromen ver-
dampft. Nach Trocknung und eventueller Kondtionie-
rung  kaw der  ZusatzstoH gelagert und  beim
Bierbraven eingesetzt warden.

Aus der DE-A-14 42 279 ist die Merstellung eines
Bieres bekannt, bes dem die verwendeten Rohstofle als
Konzentrate vorliegen. Dabei kénnen z. B. auch Katfee,
der Koffain enthalt zugesetzt werden. Die Zugabe von
Kaffee arfoigt dabel zu dem Zweck, die Geechmacks-
richtung des Bieres zu verinden.

Die EP 0 252 D83 beschrabt ein Kohlensiure und
Koffein enthaltendes Getrank. Dieses Getrank besteht
aus einem auf Basis von Hopéan una Malz hergesteliten
Bier, dern Koffein in einer Menge von 85 bis 150 mgl
zugesatzt wurde.

Die Getranke des Standes der Technik weisen
Geschmackenchungen auf, die nur einen Tesl der Kon-
sumaenten befriedigen.

Dar Edindung Segt nun die Aufgabe zugrunde, ein
Getrankzur Vertdgung zu stellen, welches ein fruchtiges
Aroma und Geschmack autweist,

Die Aufgabe wird durch ein atkoholbaltiges wali-
ges Getrark gelost, das sich dadurch auszeichnet. dafl
es Inhaltsstoffe von Hanfpllenzen, insbesondere von
Biiten, Elitenteilen, Pellets, Biltenext-akten undloder
Bitterdast¥aten enthalt

In einer bevorzugten AusfChrungsform enthaht das
erindungsgem@Be Garank Inhelsstoffe von Hanfbid-
ten wndicder HaniGtenteilen undoder Pellgts in Men-
gen von 005 bis 10 Gew% oder von
Hanfblitenextrakien undioder Hanfbkiendestilaten in
Mengen ven 0,005 bis 5 Gew.-%.

Besonders bevorzugt werden Irhaltsstofie von
Hanfpflanzen der Sorten Felina, Fedora undlodar
Future eingesetzt. Fermer werden Hanfpflanzen mi
ainem Tetralydrocannabinok-Gehalt von < 0.3 % bever-
zugt eingesetzt,

Eine weitere bevorzugte Ausiohrungsform des
erdindungsgeméBen alkohomaltigen waBrigen Getrinks
zeichnet sch dadurch aus, dab es 3 bis 20 Gew.%
Extrakt, der aus Getroidemalz oder Rohfrucht gewon-
nen wird bzw. durch Zuckarzugabe, 0,03 bis 0,7 Gew.%
Hopfen und 0,0002 bis 0,005 Gew.% Hefe enthalt.

Ein weiterer Gagenstand der Edfindung ist ein Ver-

o

fahren zur Herstellung eines allkcholhaltigen waBagen
Getrankes durch Ubliches Maischen des Malzes, Lau-
tern, Kochen, Kohlen, Garen und Lagern, das sich
dedurch auszeichnet, daB zu einem beliebigen Zei-
punkt beim Kochen, Kihlen, Giiren oder Lagern Han-
pflanzen. insbesondare Blliten undioder Blltenteils
undicder aus ihren hergestellte Produkte zugesetzt
werden,

In einer hesonders bevorzugten Ausfihrungsiorm
des arfindungsgemafen Vertahrens warden Hanfoluten
undicder Blotenteile undloder aus ihnen hergestelt
Produkte von Hanfplianzen der Scrlen Feina, Fedora
urdioder Futura zugesetzt. Ferner werden Hanfplian-
zen mit einem Tetrahydrocannabinol-Gehalt von < 0,2
% bevorzugt zugesetzt.

Eine weitere besonders bevorzugte Austihrungs-
form des erfindungsgenmaBen Verfahrens ist dadurch
gekennzeichnet, dal HardblUten und/oder Handbluten-
telle urdieder Pellets in Mengen von 0,05 bis 10 Gew.%
oder Hanlbiensxtrakle undioder HanfiGlendestillate
in Mengen ven 0,005 bis 5 Gew, % zugesetzt werden,

Die Herstellung der Pellets, Extrakte und Destillate
aus den Hanfbloten oder Hanfblatenteilen edolgt nach
dem Fachmann bekanmen Metheden. Das erfindungs-
gemiBae allkoholhaltige waRrige Getrank wast ain fruch-
tiges Aroma und enen fruchtigen Geschmack, dessen
Nuencen von Grapefrult Gber Mango bis Passlonsfrucht
rechen, aa,

Vor dem Abflllen des Getranks in Flaschen,
Dozen, Fassar, Container oder anderer Gebinde kan-
nen dem Getrank Hantbidten und/oder Hanfolltenteile
undicder aus hnen hergestelite Procdukie m Bereich
der vorab angegebanen Konzenmirationan zugesetzt
werden.

Das Getréank kann vor der Abiillung nach bekann-
ten Fitrationsmethoden von den vorhandenen Hefezel-
len und Eiweilstoffen. gegebenenfalls unter
Verwendung von Oblichen Filterhilts- und/oder Stakili-
sierungemitteln, befret undieder anschiieBend miltels
einer dem Fachmann bekanrten Hochkurzzeiterhitzung
(Flash-Pasteurisation) haltbar gemacht werden.

De Efindung wird an den nachioigenden Belsple-
len naher erautern

Beisgiel

Einem auf Ubliche Weise gebrauten Bier werden
pro Hekioiter Bier 125 g Hanfbl(ten der Hanfpflanzen-
sorte Felina beim Kochen zugesetzt und das so herge-
stelite Getrank abgetilit.

.

Einem nach Art eines Bieres aud Basis von Getrei-
demalz, Hopfen und Hefe in an sich belkannter Wese
hergestelites Garungsprodult, das einen Alkoholgehalt
von 4.9 Vol. % aufweist. werden pro Heldoliter 4000 g
Harfblitenaxtrakt der Hanfpflanzensorte Fadora zuge-
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sel2t und das so hergestelite Gelrank abgedan.
Beispiel 2

En Gerstenbier mit einem 9 igen Stammwirze-
gehalt wird in Oblicher Weise gebraut Nach dem
Garungsvorgang warden dem Getrank im Lagertank
pro Hektolter 78580 g HanfoiOtenteile der Hanfpflanzen-
sorte Futura, de einen Tetrahydrocannabinol-Gehalt
vont 0.00003 % aufwaisen, zugesezt. das Getrank fil-
tfriert und in Flaschen abgefollt Bei Genuf diesss
Getrankes wird die nach einem Elergenuf bel manchen
Menschen aufiretende Modigke durch die anregende
Wirkung des fruchtigen Aromas und Geschmacks der
Hanfoldtenteile zumindest teilwess kompensiert.

Baispial &

Verfahren zur Merstellung des aloholhaltipen was-
ngen Gelranks.

Das GCetreide-Malz wird mittels ener Mihie
geschrotet und in enam gesigneten GelaB mit Wasser
vermischt. Das Verhdiltnis von Malz zu Wasser kann im
Bereich von 1: 2 bis 1: 8 schwanken. je nachdem, wel-
cher Alkoholgehalt im fartigen Gelrank erreicht werden
sol. Die Gesamtmaische wird in einem brauereiubli-
chen Infusions- oder Dekoktionsverfabren Ober ver-
schiedene Temperaturstufen bis zu einer Temperatu
von max, 80°C erhitzt Dieser Vorgang davert je nach
cer verwendetan Malzqualtat und der gewdnschien
Getrankeegenschaften zwiechen 50 und 220 Minuten.

Die festen Bestandteile des Malzes (Spelzen oder
Treber genannt) wardan von den geldstan und wihrand
ces Maischens in idssige Form dbertdhrten Extrakibe-
standieilen getrennt. Dies geschient entweder in ginem
mit einern Sebboden ausgestatteten Lauterbottich oder
mittels eines Maischefiters. In der Regel wird der in den
Trebern zuriickgehaltene Extrakt nach der ersten Fitra-
fion nachtraghch mit maximal 80°C heiBem Wasse’
ausgewaschen. Dieser Vorgang ist jedoch keine Badin-
gung.

Die gurch das Liutern gewonnane Wirze wird mit
Hopden gekochl die Kochtemperaiwr Detragl je nach
Verfahren zwischen 96°C und 150°C, die Kochdauer
zwischen 60 Sekunden und 180 Minuten.

Zu einem beliekigen Zetpunkd walvend dieses Vor-
gangs bietet sich die Méglichkeit, Harfblitenteile oder
aus hnen hergestelle Produkte im Bereich der erfin-
cungsgemaB angegebenen Konzentrationen sinzein
oder in Kombxnation zuzusetzen.

Nach Beendigung des Kechvorganges wird die nun
Worze genannte Flossigkeit durch ein geeignetss
Gelas (2. 8, Whirkool) oder ein entsprechendes Gerat
{z. B. Zentrifuge) vom Kochirud bedred.

Danach wird die Kthlung entweder mittels eines
Warmetauschers oder aul emem Kohischiff bis auf die
angestrebte  Ansteltemperatur  durchgedOhrt.  Die
Anstelferpecatur betragt je nach verwendater Hefeart

a5
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und Helestamm zwischen 4°C und 26°C.

Zu enem beliebigen Zetpunkt wiahrend dieses Vor-
ganges bietet sich die Mogichixes, HanbiUtenteile oder
aus ihnen hergestell Produkte im Bereich der edfin-
dungsgemaB angegebenen Konzentrationen einzehn
oder in Kombination zuzusetzen.

Die Hauptgarung wird durch eina unter- oder ober-
garige Bier- oder Brauersihefe undioder eine Weinhede
vorgenommen. Die Wirze wird vor, wahrend, oder nach
der Hefegabe belUftet, Der angestrabte Sauerstofige-
nalt in der Worze kegt zwischen & mg/ und 12 mgh.

Die Gérung erlolgt in dalir vergesehenen offenen
oder geschiossenen CefaBen oder Behaltern, cie mit
einer Kihlung (Direkt- oder Raumkihlung) ausgestattet
sind, um die Gartermperatur zu steuern. Die Girtempe-
ratur schwankt im Bereich von 4°C s 26°C, |e nach
Hedeart und Hefestamm. Die Dauer der Hauplgarung
betragt - ebenfalls abhangig von Hedsart und Hefe-
stamm, sowiae vom Exyakigehalt der Warze - zwischen
2und 14 Tagen.

Zu enem beliebigen Zedpunkt withrend dieses Vor-
gangs bietet sich die Méglichkait, Hanfolitenteile oder
aus inen hergeetel! Produkte im Bereich der edfin-
dungsgemil angegebenen Konzentrationen einzein
odar in Kombination zuzusetzen

Die Nachgarung oder Lagerung stellt einen Rei-
fungsprozef dar, bel dem der Restextrakd bel Tempera-
furen zwischen 2°C - 12°C und einer Daver zwischen 7
- 120 Tagen langsam baw. 5tll vergoren wird, In speziel-
len geschlossanen LagergefaBan, welche direkt oder
raumgekohit und mit einer Spundapparatur versehen
sind, reichert sich das Getriink je nach eingesteiltern
Gagendruck mit garungsesganer Kohlensiure an.

Zu einem beliebigen Zestpunit withrend dieses Vor-
ganges bietet sich die Mogichkest, Hantiltenteile oder
aus ihnen hergestellt Produkde im Bereich der angege-
benen Korzentrationen einzeln oder in Kombination
zuzusetzen.

Das Getrink kann vor der Abllllung filtriert und
gegebanerfalls pasteursiert werden Die Abflllung
erfolgt entweder direkt vom Lagertank oder nach einer
Fitration und Pasteurisason. Nach der Filtration wird
das Gewank in einem Fulfertank aufgefangen. Auch
hier bietet sich die Moglichkeit, Hanfbl(tentedle oder aus
ihnen hergestelite Produkte 'm Bereich der erfindungs-
gemaBn angegebenen Konzentrationen einzeln oder n
Kombination zuzusetzen, Hemach wird das Ge¥rank
auf Flaschen, Dosen, Fasser, Container oder andere
Gebinde abgefoh.

Baispial 5
Verlahren zwr Herstellung enes alkoholhaltigen

witBrigen Getriinks (alle Mengenangaben beziehen
sich auf 100 Liter),
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Fohsiolle

a) T kg Pilener Malz, 7 kg Manchner Makz, 2 kg
Cara-Hell, 2 kg Wezenmalz

b 52 Liter enthartetes Wasser (Hauplgul)

<) 110 g "Hallertawer Pere™Aromahopfan

d) 300 g "Falina 34 -Mutzhanflitan

Schroten

die gesamie Malomenge, auch Schittung genannt, wird
rifleds einer Walzenmihle geschrotel.

Maischan

das Malzechrot wird nun mi dem aul 52°C vongehezien
Wassar (HaupiguB) vermangt. Anschiafand wird hoch-
geheizt auf 62 - 64 “C (1. Temperaturrast, Daver: 30
min.). Es erfolgt sin erneutes Hochheizen, nun auf 72 -
T4 "G (2. Temperalwrasl, sog. Verzuckerungsrest,
Dier: A0 rrn}

Bai Jodnormalitdt der Maische {es legt keina
Starke menr vor) wind sulgehelzt auf 76 - 78 °C zum
Abmmschen (Umpumpen der Maische vam Maisch- in
dan Lauterhothich)

Lawtem

nach derm Abmaischan edolgt aine Liutarruhe (Aoset-
zan der festen und ungeldsten Bestandteile der Mai-
eche , die dann auf dem Sebboden dee Liuteshottichs
wing Filterschicht bilden). Nach dem Abziehen und
Zurickpumpen der Trubwirze erfolgt der Vorderwlirza-
aauf (20 - 24 Liter, Extrekigenalt: 18 - 22 Gew'%,
Dauer: 30 - 35 min). Nun begirmd das Ausslinen des
Trebemkuchens durch 3 aufeinandedoigende  Nach-
gosea (abendalls entharietes Wasser, 76 "C haill), dia
sich wie folgl zusammensetzen:

1. MG 30 Liter, Dawar: 35 - 45 min,, Exrakigehalt:
12 - 18 Gewi %,

2. NG 25 Liter, Dawer: 25 - 35 rmin., Extrakigeralt:
B~ 12 Gaw.%

3. NG: 25 Liber, Dawsar: 25 - 35 min,, Exrakigebalt;
1.5 -6 Gew.%

Nach dem "Trockenziahen” des Trebarkuchans (15
- 20 Liter, Dauer: 25 - 35 min., Extraktgehalt: 0.5 - 1,5
Gewdt) ist der Lauwtervorgang beendet, s kBrm nun
ausgetrebart werden (Enflamen des Treberkuchans
aus dem Livtedbofich) und gleichzeitig bringl rman
durch Hochheizen die gewonnens Warzemenge in der
Wirzeplanne zum Kochen, Resullierend aus den ein-
pesetrien Menger erhil man ein "Phnng woll-Volu-
man von 1156 - 120 Litern mit einem Exfrakigehalt von
10,5 - 1.5 Gaw %,

Kochen

Mach Eirsatzen der Kochung edolgt unmitielbar die
Hopfergabe (einstellen der Grundbittere). Bai Halbaeeit
der 20 mindigen Kochung wird die Hanfigabe vorge-
PTG,

Ausschlagen

Dia Wiwze wird nun in aine Aotalionsbewagung
(so0g. “Whirlpoo|-Effekt’) wersetzt, damit der Trub
(hoagullertes ErvedBl + Hoplengerbetofle) skch in der
Mitie der Wirzeptanne absetzen hann. Dieser Trub wird
dann  abgeschiedan, Das  eigenfliche  Ausschlagen
ariolgt durch Abzishen dar Wirze Cber eing Kihhoar-
richiung. Die gekdhite Worze wird dann cirekt in das
Girgafal engelassen,

Aurstelien

Beartt Kihlen erfolgl eine ausresshends Bellfung.
AnschlieBend wenden 0.5 Liter dickbreiiga Hele umter
pleschemaBigern Rohren zugegeben. Mach 12 - 24 Stun-
den sel= die Garung ein.

Garung

Wird obergarig bei 18 - 22 °5 vollzogen und dinsert
inder Fegel § - 8 Tage. Bei einam Spindelwerl von 3,5
- 4,0 Gew %, also 1,0 - 1,5 Gaw % dber dem Endverga-
rungegrad hat das Jumgbler seme “Schliauchraile®
ergicht und kann in die Lagertanks gefiii werden.

Legern

Dras “Jungbier” lager run in geschlossenan Tanks
bei ginar Temparabur won 0 - 2 *C f0r eina Dauar von 3 -
4 \Wochen. Nach Ablauf dieser Lagerdauer erfolgl ein
Urrdriicken aul Ausschankbehdier, von denen aws der
Trurk urtfitbrieri ausgeschankt wid

Palenianspriche

1. Alkgholhaliges walhiges Getrank, dadurch
gekennzeichnel, daB es Inhaltsstofle won Hand-
pllanzen, insbesondere vor Bliten, Bilberieilen,
Pellets, Blitenaxdtrakien wndioder Blitendestillatan
anthat.

2. Alkohalhaliges wabriges Getrank nach Anepruch
1, dadurch pakennzeichnet, dad es Inhakssioffe
von Hanfbioten und/oder Handoliotenteilen undfoder
Pallets in Mengen won 0,05 s 10 Gew.% oder von
Harfbliternedrakien widéoder  Hanfblliendestilla-
ten in Mengan von 0,005 bis 5§ Gaw.®: anthal,

3. Alkoholhaliges wairiges Getrénk nach Anspruch 1
oder 2, dadurch gekenreeichnet, dafi e Inhalts-
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stoffe von Hanfpllanzen der Sorlen Felina, Fedora
undioder Futura enthalt

Alkoholhaltiges wabnges Getrank nach Anspruch
3, dadurch gekennzeichnet, daB és Inhaltsstofte
von Hanfpflanzen mit ginem Tetrabydrocannabinol-
Gehalt von < 0,3 % enthait

Alkeholhaltiges wi Briges Getrank nach mindestens
enem der Anspruche 1 bis 4, dadurch gekenn:
zaichnet, daf es zusatzlich Getrademalz, Hopfen
und Hele enthalt.

Verfahren zur Herstelung eines alkoholhaltigen
walrigen Getrankes durch Ubliches Maischen das
Malzes, Liutern, Kochen, Kihlen, Garen und
Lagemn, dadurch gekennzechnet, daB zu einem
bediebigen Zeitpunkt baim Kochen, Kuhien, Garen
oder Lagern Manfpflanzen, insbesondere Bioten
undicder Blitentelle undioder aus ihnen herge-
stellte Produkte zugesetzt werden,

Verlahren nach Anspruch 6, dadurch gekenn-
zeichnet, caB die Hanfbiiien undioder Blitentede
undfoder aus ihnen hergestelite Produkte von
Hantpflanzen der Sorten Felina, Fedora und/oder
Futura zugesetzt werden

Verfahren nach Anspruch 7, dadurch gekenn:
zeichnet, dafl Hanfpflanzen mit enem Tetrahydro-
canrabinol-Gehalt von <0,3 % zugesetzt werden.

Varfahran nach mindestens einem der Anspriche 6
bs 8, dadurch gekennzeschnet, da Hanfbioten
und/oder Pellets in Mengen von 0,05 bis 10 Gew.%
oder Hanftlitenexdrakte und'oder Hanfblitendestil-
late in Mangen von 0,006 bis 5 Gew.% zugesezt
werncen.

a5
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Beschreibung

Die Edindung betrifft ein alkoholisches Getrdnk,
dessen Hauptbesiandtell aus Branntwein oder Met
besteht

£¢ sind in durchsichtige Flaschon abgefilite, alko-
holische Getranke bekannt, in denen aus optischen
Grunden besonders auffallige Bestandteile enthalten
aind, beispielswase golden schimmernde Platichen,
die sich insbesondere baim Kippen der Flasche inner-
hab der Flossigkeit bewegen und einen besonderen
oplischen Efelt verursachen.

Der Edindung liegt die Audgabe zugrunde, ein alko-
holsches Getrénk zu schaffen, das sowohl geschmack-
lich als auch optisch von bekanntan Getranken diesar
Art abwechl und dabel einfach und kostenganstig her-
zusielen ist.

Diese Aufgabe wird arfindungsgemaB durch die
Merkmale des Anspruches | gelost. \urteilhafte Aus-
fhrungslormen der Edindung sind in den welteren
Ansprichen beschrieben

Das erfindungsgemafe alkoholische Getrank ent-
halt 2 bie 30 Vol % Hanfeirup und mindeetens ain Hand-
blatt in ganzer oder grob geschroteter Ferm.

Das edfindungsg koholische Gatrank weis{
durch die Zugabe von Hanfsirup eine besondere
Geschmacksnichiung auf, die &s von bisher bekannten
Branntwein- oder Melgetranken unterscheidet. Bei
Hanfsirup handelt es sich um eine Flossigkeit, die aus
Hanfbliten gewonnen und mit Zucker versatzt wird.

Mit dem Hanfblatt, dae |eder das sikoholische
Getriink enthaltenden, transparenten Flasche zugege-
ban wird, wird eine zusatzliche optische Wirkung erzielt,
welche cas erfindungsgeméase alkoholische Getrank
von anderen Getriinken dieser Art deutich hervorhedt.

Anstelle von Branntwein mit einem Alkohoigehal
von 20 bis 50 Vol % als Hauptbestandtel des alkoholi-
schen Getranks kann auch Met verwendet werden, der
oblicherweige enen Alkoholgehalt von 10 bs 12 Vol.%
hat.

Fir das edindungsgemaBe ekoholische Getrank
wird en sog. Euro-Hant verwendet, welcher eine Can-
nabisart dasstelll. dig nicht die Wirkung @ines Rausch-
mittels hat

Vorzugsweise hat das Harfblatt einen mitteren
Durchmesser von 2 bis 150 mm. Die Grd8e des Hanf-
blattes wird in Abhéingigkeit von der FlaschengroBe
bestimmt, dia Ublicherwesse 0,02 bis 3 | betragen kann.

Vorzugsweise besteht der Hauptbestandiedl des
akoholischen Gatrankes aus enem Karoffebrannt-
wain (Wodka). Alternaiv konnaen jedoch auch andere
Branntweine, wie bespielsweise Korn- oder Hanf-
branntwein, verwendet werden.

ZweckmaBigerweise wird kiarer Branntwein ver-
wandet, um das Hanfblatt deutlich arkennen zu kéanen.

Gemaf einer vorteilhaften Ausionrungsform dar
Edindung weist das alwholische Getrank folgende
Bestandteile auf:

o

- Kartofelbranntwein oder Met

- 2bis 30 Vol 56 Hanfsirup

= 1bis 5 % Harfexirakt

< 1bis 5% Zitrone

- Hanfblatt in ganzer oder geschroteter Form

Der Hanfextrakt, auch Hanfessenz genannt, wird
aus den Hanfblattern gewonnan. Mit dem Hanfextrakt
kann cem Gewidnk eine charakieristache grine Far-
bung verlighen werden, Die Zitrone wird zweckma Biger-
weise in der Form von Zitronensaft zugegeban, kann
jedoch auch als Zitronenpulver oder -srup beigemengt
werden. Die Zitrone dient zur weiteren Geschmacksver-
besserung.

Patentanspriche

1. Alkoholisches Getrank. dessen Hauptbestandteil
sus Bramtwen oder Met besteht, dadurch
gekennzeichnel, daf das alkoholische Getrink 2
bis 30 Viol.% aus Hanfbliten gewonnenem und mit
Zucker verseiztem Hanfsirup und mindestens ein
Hanfblett n ganzer oder grob geschroteter Form
enhat.

2, Alkoholisches Getrank nach Anspruch 1, dadurch
gekennzeichnet, daf} das Hantlatt enen mittleren
Durchmesser von 2 bs 150 mm hat,

3. Alkoholisches Getrank nach Anspruch 1, dadurch
gekennzeichnel, daR der Hauptbestandteil des
alkoholischen Gatrdnks aus Kartoffelbranntwein
bestsht

4. Alkoholisches Getrinkt nach @inem der vorherge-
henden Anspriche, dadurch gekennzeichnet,
dal das alkoholische Getrank foigende Sestand-
telle autweist:

< Kartoffelbranntwein oder Met

- 2bis 30 Viol. % Hanfsirup

- 1his 5% aus Haniatern gewonnenem Ham-
exviakl

= 1his 5% Jtrone

< Hanfblatt in ganzer cder geschroteter Form



Appendix H — dupetit 1996

On 4. April 1996, dupetit Natural Products, Neunkirchen, Germany (Alfredo Dupetit, owner of
the company) made a joint venture with Bier-Company, Berlin, to
based on hemp flowers, on a large scale and together. Cmabuamsavedmlngemoumsasa

the beer Cannabia®,

draught (draft) beer, for example. at hemp fairs and the “Hanfernrefest 1996 in Berlin. Dupetit

produced also soft drinks such as Cannacola® and Cannalimo®, along with hemp lollies. hemp
biscuits and hemp bars. and other foods such as hemp tofu pate, vegetable hemp oil. hemp flour.
(ttp://wwrw.dupetit de/de/geschichte/vom-bio-bier-

hemp noodles and hemp seeds were marketed hwww
zur-naturkostmetik/; accessed 15.6.2019).

At that time, Dupetit Natural Products was already working with hemp for its specialty foods,
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woa | EUROPAISCHE KOMMISSION
o Yy GUNTAALDIRIICTION 1
] w INCUSTRE
Tegu Geweriste Witszat (| VerrauPeguiernd ame
Nahrungamitie - B hrifen; Baltiiche und technische Asekte

Broscel den  03-03-1073 202243
DG HVEI AK/ak De98)

Belnifit: Ihre Anfrage beziiglich Pllanzenteile von Cannabis sativa
Beaug: Thre Telefaxnachricht vom 16, Februar 1998

Sehr geehrter Herr Dupetit,

besiglich Threr o0& Anfrage kann ich Thnen miticilen, dab der Stindige
Lebensmittelausschub sich am 13, Devember mit der Frage de- Verwendung von Hanflin
Lebensrnitte’n befadt har Fs wurde Chereinkuadt erzielt , daB Lebensmitie], dic Teile der
Hanfpflanze cnthalicn, nicht unter dic Verordnung (EG) Nr. 258/97 des Furopdirschen
Padamensts und des Rares (iber nenartipe | ehenemittel und nevartige [ebensminelzutzen
fallen.

Mit freendlichen Grilen
o LG
.
\I E. Userner
"Ahleihngsleitu
|

Alfredo Dupetit
dupetit Natural Products
Haupistr. 41

D - 63930 Richelbach

Hus Ge e Les 200, B-10ey Bt Wetstpat 200, B 1024 Srusse - Relgien . RBere: 3P 487
Telefon. Derchovadl (~322)295312C. Zeotale 232 1015 Teistax 2900591
Famerrmbas COMELD R 2UATT Tringrameradmeen COMEUR Brocesd



etn ‘ EUROPEAN COMMISSION

W DIRSCTORATE-GENERAL

* 2 INDUSTRY

P industriar affairs [ Camaener goods i dustres

& Foodstufts « Lagisiation; acleitfic 21d techndal aspects
Meed of Urd
03-02-1998 001903

Brussels,
DGIL/EN/GSbk D(98)

Subject:  Your request for information about the opimion of the Standing
Committes for Foodstuffs concerning hemp products.

Dear Mr Kreutrer,

Accarding 10 your request of 26 January 1998, we can inform you that the Standing
Committee for Foodstuffs agreed on 18 December 1397 that hemp flowers used for the
production of beer-like beverages are considered to be food ingredients and not additives
since the” are used in the same manner s hop flowers

Sccondly, it was decided that foods containing parts of the hemp plant do not fall under
the scope of the Regulation (EC) 258/97.

Yours sincerely,

‘(A/\/\/"“_\

E. GAERNER

SonpenHaus

OKO-Handels GmbH

Mr Andreas Kreutner
Hermine-Berghofar-Strale 48
A-6130 Schwaz

Rue 08 I Lol 200, B-1055 Bruvehies/WWetstraot 200, 51040 S umssl . Begurm - UThee: RP 11 - 306
Teleptone: doect kne (4132 212535540, wechonpe 299,14, 11. Fax: 2000651
Teise COMEU B 21877, Telegrnpie sodress: COMEUR Rrusseis.

X800 GeGeorp. SaSohretar; ("GS Irternet. georp sohealdrQays tac 59
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Title: [Section 40] collated evidence that hemp extracts with natural containing
levels of CBD is food

Dear [Section 40],

It has been a while since our last communication and | hope you are well. [Section
40] & I had a meeting with [Section 40] some time ago who said that you will be
responsible for Novel Food applications.

| would like to send you the latest evidence collated by [Section 40] members that
hemp extracts, containing naturally occurring levels of CBD in the plant, have been
consumed historically in significant degree in the EU for centuries. The majority of
evidence dates prior to the ‘war on drugs' and the subsequent prohibition of hemp.
However, one evidence, a hemp soft drink made with hemp extract was sold prior to
May 1997 in Germany and we have copies of certificates of marketability issued by
the UK Home Office and the [Section 27] authorities dated 1997 as well.

| would also like to add that clearly some CBD products, such as isolates have no
history of food consumption and that there needs to be framework establishing clear
parameters for both industry and regulatory authorities.

You may recall that | mentioned that | have personal experience of developing
operational frameworks in an equally challenging industry in the environment sector.
| would like to offer the FSA my assistance and provide relevant information to
enable you to see 'the wood for the trees' so to speak and make informed decisions.
If there is anything you feel that would help in this process, please let me know.

| would be grateful if you could review the evidence provided and maybe we can
discuss this in a meeting?

Best regards,

[Section 40]

Attachment



EIHA presentation
on Hemp Extracts

Historical evidences

May 2019
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Who is EIHA and who we represent

* Originally formed almost 19 years ago; officially founded in 2005.
Based in Brussels and Cologne

* The only pan-European consortium in the industrial hemp sector

* Membership encompasses 25 EU states and 12 additional countries
including members in North America and APAC; total membership
200, primarily farmers, processors and manufacturers.

* Policies: CAP reform, Hemp extracts/NF regulation, THC limits in feed
and food, Life Cycle Assessment of hemp materials, CO2 impacts,
environment concerns, cosmetics

www.eiha.org



Eusurpe 3t cpilisisial Hep Sussosativn

Evolution of consumers life-style

* Before using so called medicines as we know it, humans balanced
their health with natural foods (vegetables):
- plants (leaves and flowers), seeds, fruits, grains and nuts

* After so many decades of highly processed food, consumers are
increasingly attracted by what is “natural”

* Consumers trends: physical activity, balanced and healthy diet
enhanced with functional food, non-allergic ingredients and food
supplements - Healthy life-style model

* To maintain “homeostasis” in challenging modern conditions
consumers seek out food supplements of botanical origin

Eurupe i Zeilis il Hemg Ao tism

EU Institution approach to this shift
in consumers’ behavior

*» 2008 Council of Europe: one of our society’s main characteristic is
people’s growing desire to improve one’s health condition, reduce
the risk of disease and try to find the best possible quality of life
- education's improvement/increased general knowledge and awareness

* Homeostasis: status of a person whose physiological parameters
function within the limits considered normal — optimal balance

* Food supplements’ aim: support, maintain or optimize the normal
physiological condition = balance (homeostasis)

* Medicines’ aim: bring back physiological functions from critical
condition into normality (homeostasis)



Eusurpe 3t cpilisisial Hep Sussosativn

What are hemp extracts? (focus on Cannabidiol)

* Definition of hemp extracts: from latin “extrahere” = draw out,
remove) means any method that uses a (solid, liquid or gasseous)
extraction agent to remove one or several components from a
substance mixture (of solid, liquid or gasseous substances)

« Coffee = Coffee extract / tea = tea extract

* Cannabidiol (CBD) is the most abundant cannabinoid naturally
presents in the industrial hemp plant and their extracts

* Non psycotropic, non-intoxicating, not addictive, very well tolerated by
humans even in large doses

* Hemp extracts are used in food/supplements for their health
maintaining properties

Eurupe i Zeilis il Hemg Ao tism

How hemp extracts are made from hemp plant?

1. Cold pressin%: the most simple extract from hemp fruiting tops is
hempseed oi

2. Ethanol extraction: using alcohol to whole fruiting tops (infructescense)
and leaves

3. CO2 extraction: using Carbon Dioxide to whole fruiting tops
(infructescences) and leaves

4. Fat extraction: can easily be used for home-made preparations

* Moreover...

* Extract can be left raw or decarboxylated and added to consumer products without
further processing

= Extracts are usually winterized in order to remove plant waxes

= Extract can be further distilled/rectified in order to remove unwanted elements such
as chlorophyll



Eusurpe 3t cpilisisial Hep Sussosativn

NF Catalogue last change

* On the 20™ of January, 2019 MSs and COM agreed on a new wording
for the NF catalogue.

* In item Cannabis sativa L:
* hemp seeds and their derivatives are not assessed as NF
* leaves and infructescence are left in a grey zone

* Moreover, a new item “Cannabinoids” was introduced into NF
catalogue - hemp extracts are considered NF

* Conclusion: major confusion regarding interpretations and negative
impact on the hemp sector (regarding investments, level playing field)

Eurupe i Zeilis il Hemg Ao tism

EIHA already demonstrated in October 2018

* Food Business Operators in EU have been acting in GOOD FAITH based on
%Jidance represented by the information provided in Novel Food Catalogue
investments

* Use of hemp leaves and infructescence have NOT BEEN discriminated in
listing for item Cannabis sativa

* Catalogue item Cannabidiol has provide a clear guidance: Products with
“natural” levels of CBD have been considered “traditional

* Only traditional propagating practicies are used for processing hemp
infructescense

* Such practicies include pressing or solvent extraction

* Presence of cannabinoids in human diet is also well documented across
middle ages to the modern age. We will demonstrate it on 14 examples.
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Traditional cannabinoid-rich products —
Evidence #1: ITALY

Inscriptions on the Tower of the Escape, Bologna
Constructed from 1220, the vault of the Canton de ‘Fiori carries the
following Latin inscription:

“Panis Vita / Canabis Protectio / Vinum Laetitia” -

“Bread is Life / -/ Wine is Joy”

Traditional cannabinoid-rich products

Evidence #2: ITALY

Use of aerial parts of the hemp plant within European perspective is CLEARLY demonstrated by two
citations from [one of the oldest] cookbooks De Honesta Voluptate Et Valetudine, published in
1475 AD by Bartolommeo de Sacchi Platina

e TR -

On Canabis.
To make cannabis yourself known as flax for thread.

Use a mallet to _ collect after good harvest

. Taken as food in wine or cake.

Add cannabis to nard oil an iron pot. _

divide for the stomach and the head. Finally remember
everything in excess may be harmful or criminal.

www.eiha.org 10



Traditional cannabinoid-rich products

Evidence #3: VATICAN

pae e e
Bt

740 BRUNO LAURIOUX

fiant tenues; et tunc fac illa bulire'®, Post hoc tempera illa cum zaphara-
no, [Fol. 9v] et aliis speciebus dulcibus, et mitte intus cepas ad modum
taxillis'*!, cum oleo olive ', et maiorano'®; et fac rostire panem album, et
fac parvas partes, et funde hoc totum superius. Et erit bonum pro rusti-
cis?™,

59 - Sic fac ministrum de canapo. Recipe eum, et munda cum in
aqua callida, et mitte cum lente bulire, ita quod coagulatur superius; et
tunc remove partem superiorem, et mitte per straminiam, ut aqua exeat;
et tunc mittec cum ad ignem cum pane grattato, et cepis rostitis in oleo
olive; et tunc tempera illum cum lacte cius, zapharano, et aliis speciebus;
et sparge uva passa ad scutellam. Ei erit bonum pro infirmis.

60 - Sic fac ministrum dc farris. Recipe cas, et munda bene in aqua,
et fac ca bulire cum lacte amigdalarum, et inmitte zapharanum, cum aliis

specicbus dulcibus. Aut si est tempus, potes inmitte ova . Et est pro debi-
libus 1o,

il

5 Eurvpe 2 e il Hesp Asswocsation

59 - On Ministrum de canapo
Jean de Bockenheim, Registre de cuisine, p.740
n° 59. Reference to Bruno Laurioux, chef of

Pope Martin V

Once
ready press them to water. Add the

mixture with bread crumbs and cooked onion.
Slowly add the water in which canapo was
boiled to the mixture and add saffron and

spices.

www.eiha.org

Traditional cannabinoid-rich products

Evidence #4: ITALY

= British chemist, Smith

= French chemist, Decourtive

il

2 Eumvpe - Zraestmiol Herp: Ao tivn

Carlo Erba focused his studies between 1945 and 1958 on hemp extracts.

Doctor Erba quoted two methods of “cannabina” extracts commonly used at that time:

Erba after having analyzed these two method he proposed the _ as with

ether there is no need to heating, no need to use metals and acids elements that could
alterate the hemp properties.

Moreover in his book, Doctor Erba mentioned the studies of Doctor Valerzi (from
university of Naples) that studied _ (1887).

It is written that in July 1887, Valerzi went to Veneto region in Italy and harvested Sativa

hemp. From the harvest Valerzi -distilled water, essential oil, tinctures alcohol,
syrup, liquors, decortications and instilled.

www.eiha.org
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Traditional cannabinoid-rich products ——
Evidence #5: ITALY

20 (x._xuf) Se vuoi tortelli con fiori

i T di canapaccia.
LIBRO DI CUCINA Togli questi fiori di canapaccia senza fogli¢ & cuocil .
DEL $BC XiV colla pancia del porco. Quando ella & presso che cotta

{metti) a bollire li fiori e (quando) la carne & cotta, batti
ciascuno per se. Togli finissimo cascio, altrettanto quanto
¢ la carne, e fine spezie e fa tortelli. ;

NEL DI DELLE NOZZE

CARDUCCI-GNACCARINI

@ Take the hemp flowers without leaves and cook them with bacon. When the
bacon is almost cooked add the flowers, finish cooking, chop everything, add
A grated cheese, as much as the mixture and with this filling, make the tortelli.
S (recipe dated 1884). Source: Frammento di un libro di cucina del Sec. XIV : edito
i nel di delle nozze Carducci-Gnaccarini"

www.eiha.org
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Traditional cannabinoid-rich products e —
Evidence #6: GERMANY

Germany — Monk Recipe for _

Regional Cuisines of Medieval Europe: A Book of Essays
edited by Melitta Weiss Adamson

ninetesnth-century editor calls the dishes Lenten fare. However, a closer Six pounds = 2.7 kgs hemp. / 40
look al the material reveals Lhal the Tegemsee monks marked feast days by

) monks = 67g per person
indulging in little pleasures. among them eggs. milk. and dairy products, as gperp

RDI is 30g hemp seeds for western

well a5 the occasional luxury such as almonds, figs, rice, and saffron. At the

time the meal plans were written, the monastery must have housed appros- modern diet

imately forty monks, because the quantitics mentioned in the cookbook Monks lived subsistence life. This
section are usually for forty people 38 Hemp soup for forty monks required indicates that 67g/pp included green
six pounds of hemp. three quarts of wine. one white bread. mashed apples. parts

vinegar, and spices 82 By medieval standards, these recipes are quite

unusual in that they provide the quantities for ingredients but no cooking
instructions. Normally, medieval culinary recipes contain information on
ingredients and their processing but no quantities, as the following analy-
sis of the oldest German cookbaoks will show.

www.eiha.org 14
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Traditional cannabinoid-rich products it ot
Evidence #7.1: SWEDEN o B

The add specifically states:
Hampfroeextract: Extrakt-Cannabis och
Maltos Cannabis

This ad confirms that hiemp extract was

used in the preparation of Maltos
Cannabis nourishing food remedy.

s v ear tl nednlt 3714 T3 wre

a.ltnpcnnmln:

v
e

unuw Yol \\-7 T s sy

Srinulars: akrwers St o

et i MGEGr e |
Erinmes 247 1 S0 o8

Telniska Fubrilken Rida 'Kom l, Stuckholi,

Traditional cannabinoid-rich products LS

Evidence #7.2: SWEDEN

World Exhibition in Antwerp
1894 - official catalogue

Exhibition was held from 5 May to
5 November 1894 attracting 3
million visitors.

In cateioi XV —-

point 39:
Tekniska fabriken Roeda korset,
Stockholm

Maltos Cannabis

www.eiha.org 16
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Traditional cannabinoid-rich products
Evidence #8 LITHUANIA 1584

gni‘ka xlnﬂliﬂ.‘x?;l‘:if\arhm-ibm.l.mﬁml.‘
}.I'h"\ll-\hn-l::-!])ﬂ JEERBITI0ITEAL
ENG: The dish called "3nitka" was prepared in
the lands of the north-eastern GDL. The dish
is made from hemp leaves and is used to
improve overall well-being.

RELIENET R

NAZWY POTRAW W POTSKTCT CWARACTT
NATTITWIE, BIATORTSTT SYRERTI WONEC PREFMIAN

FPodszas glodu, | doznali zasdwne m ¥ polskich wios ek syl CYWITIZACYINYCIT
ryjkich, jale § nmpkammicy pét hdnie] pol v feresanwe]. jadho
sig rivkne vy /2 sy ndelnyeh™ roe misszkndcy Widz wymienisjn azoe, li- CULDYATY LEXTS I¥ POLIST DIALECTS ©F LITIUVAFTA.
toasizm v i Cturzvea’, pokiive ‘pokizywa’. konep 't hoaopic’, br'itkg (poc. SILOAUSSLAAND SIDERAAGATNST TIE BACKLROUND
T CIVILIZATIONAL ILARGDS

CHIi'TEA, cHEI'TXA: CHiTES - TINMIATLE TRaBs, CRIEDM, KXPOBIM I caMer commiy
sapuar.. (kursywa T dalej MUY Kemicb L oy qpu @ ent [SDIE 4,
1984, = 514]; mni'tsa: Ly em ¥ oadey, Japhel weaniy eaqpui [niten

crimmua ewa [S111 U6, 5. 2U]). Bor. rekary 7 Wide: 5071 trava fedl W esa-
tad pravdl s stk S titka gotsval B e ikena; asofa fedl it s it
ok pastenesdif u plery o idl T Bamop 2%l 5 kv jesli 5 e copsalie

e,
i = Wi ¥ Layjeg: Fagi jeed? 0 droye moerkyfew ‘1er- Matalia Ananiewa, "Nazwy potraw w polskich
chewadl!, Pebloda fedl i cprork kopel ' 7§ jed) s cpronka beliie'i cfrvona; pwarach na litwie, biztorusi i syberii wobec
e bon '3 gadl T — savank' ' o'r 2 bupsimi? mv dove o kuirop 'l fal'? ‘maly’. jian cywil il A Komisji
Tedyna rodling rawissta, kidrg je sie na Syberii dorpehezas. 2o derymia (ros. Jezykowe] £TN, t. LXIV, 2017 (tekste Zaltiniai- SBH 4,
uspwracid). Walarrmast ree Lilwic 1 Hialones e sig ffmeed soso” (podyerka 1984 5. 514; SBH 5, 1986 5. 489):

 rorsyjshign, rus. wyases). Pur. Sneal? (reerynuge’ nakiaidl sheojid spavt @
zanbefe e b G s b i Bl { g 2 ckelic Wide).

www.eiha.org
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Traditional cannabinoid-rich products
Evidence #9 LITHUANIA 1986

Cannabis Sativa Tea

ENG: "Sick person with pneumonia, was
given to drink hemp (Cannabis Sativa
L.- cannabis) tea."

www.eiha.org



Traditional cannabinoid-rich products —
Evidence #10: LITHUANIA 1992

Hemp Milk

ENG: "Hemp is also suitable for treatment.
Seedless hemp blossom tea have been given
to children from measles, fright, cough and
all sorts of pain. Adults used to drink this tea
to help pneumonia. Hemp milk was also
given to children to threat measles. It was
known that hemp blossom tea helps with
kidney deseases and bladder inflamation.
Hemp compress helps with any kind of pain.
Steamed seedless hemp blossoms were
mixed with rye flour and applied to sore
spot of the body. People in Kalny¢iy village
used such compress to treat ear inflamation.
In some villages, such as Paragaudzio village

eople used to drink boiled milk mixed with

Vladas Statkevicius, "Silaliskiai. Works and
customs”, Vilnius "Mokslas”, 1992

www.eiha.org 19
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Traditional cannabinoid-rich products
Evidence #11: POLAND

Podezas glodu, kidrego domali sardwne mieszkancy polskich wiosck sybe-
ryjskich, juk 1 uzytkownicy polnocno-wschodnig) polsscsy/zny kresowe), jadio
wly rdime lrawy, Z tyeh Jadaliyel™ raw eszlanicy Wide wyneniajy esode, li-
tuantem v iksve “lurzyea’. pofiivve ‘pokeeywa’, konop T konopie”, &nTtke (por.
cot'ricn, conricer Coriga JIIIAraE TPARL, CHINEM, KAPOBUM 1 catil cniimig
eapeii.. (kursywa i dale) — NAY saonich 1 crimiy gapuiai 1 cai [SBH A,
1984, =, 514, mri'TRa: Haimey exi ¥ eafigy. Alavnedi wnime) sapenic |TIHRITRG —

Ananiewa N. 2017. Nazwy potraw w polskich gwarach na Litwie, Biatorusi i Syberii wobec przemian
cywilizacyjnych. Rozprawy Komisji j ETN, T, LIV, B.

During the famine suffered by both the inhabitants of Polish Siberian villages, as
well as users of the north-eastern Polish borderland, ate different grasses. From

these _ the inhabitants of the Widzew exchange osyt, and lituanizm

v'iksva 'sedge’, poksyva 'nettle’, - sn'itka

www.eiha.org 20



Traditional cannabinoid-rich products

Evidence #12: POLAND
Kuchnia polska dawna

Urywki z jej dziejow od czasow najdawmiejszych 3o kafica
wieku XVII,

ze Fiistel achieal i apracawal

D, Med, JOZEF PESZKE,

" ™K ono pie"w .Rachunkach® wymieniare bywaja
czestokrod, jako siemie konopne (semen canapi),
w dni postne. Wiemy juz, ze wybijano z nich olej,
do kraszenia potraw stuzacy w poscie, ale bardzo by¢
mote, iz siemienia 0Wego uzywano juz wtedy do przy-
rzadzania polewek, jadanych’i dzi$ jeszcze tu i owdzie
u nas, Szczegolnie na wieczerzg w wigilje Eofsgo Na-
rodzenia, ale tegonie moéwia nam ,Rachunki® *#). Ko-
nopie uprawiano w dobrach krolawskich, atoli kupo-

wano tez siemie na targu.

-

Peszke 1.1904. Kuchnia polska dawna: urywki z jej dziejow od
XVIL Gazeta Domowa nr 9, 133.

Traditional cannabinoid-rich products
Evidence #13: POLAND

A

Jodnak najwickszy podziw musi budzié liczba | rémorodnosé uzywanych jarzyn 1 ogro-
dowin (warzyw). Wirdd nich najpopulamiejsze byly: buraki czerwone, cebula, chrzan,
czosnek, glersz, paznie) ju2 nieuzywany, kuemerka (kuemorka) jadana w poscie wielkim,
groch, kapusta, konopie, kminek koper, mak, marchew, ogdrki, pletruszka, rzepa, rzodkiew,
rzeauch, soczewica. Powyzszy zestaw wskazuje, ze polska kuchnia Sredniowieczna byla
wyjdtkawo dobrze zaopatrzona w jarzyny | warzywa, a ich stosowanie byla dasc powszech-
ne (Peszke 1904, nr 9, 5. 133-134). Na uwags zashigujs tez owoce, wiréd kiorych spotyka-
my: czercinic, gruszki, jablka, orzechy, Shiwks, poziomki oraz réwnic cagsto spozywane figi

migdalY. el A.2015. Kuchnia | Reeczpospolite]. ZNUV, 45(7):11.

Translation:

However, the greatest admiration must be aroused by the number and
varety of used (RN - ‘e

the most popular were: red beets, onions, horseradish, garlic, grysz,
later unused, kucmorek (kucmorka) eaten in a great post, peas,
cumin, dill, poppy, carrot, cucumbers, parsley, turnip,
radish, cress, lentils. The above set indicates that Polish medieval
cuisine was exceptionally well stocked with vegetables and vegetables,

cabbage,

and their use was quite common (Peszke 1904, No. 9, pp. 133-134).

www.eiha.org 21
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HEMPSEED SOUP, SILESIAN (siemieniotka, siemianka): Rinse 1% ¢
hempseeds in cold water and drain. Scald with boiling water, bring to boil and
drain again. [n pot combine hempseeds with 5 ¢ warm water, bring to gentle
boil, reduce heat and simmer until seeds begin to burst. Drain, reserving
liquid. [Transfer hempseads 1o sieve and with wooden spoon squeeze out theiy]
contents (hempseed milk |, Scald seeds in sicve with a little boiling water and
continue squeezing out their milk. Transfer partially crushed seeds from sieve
to another bowl add a little boiling water. mix well, drain and squecze them
some more. When no more juice can be extracted, discard seed husks left in
sieve. Combine hempseed milk (squeezings) with 3 ¢ milk and the reserved
stock (in which the hempseeds were cooked). Thicken with 3 T flour dis-
solved in a little water, add 2 t salt, and |-2 T sugar. Mix, bring to boil and
simmer several min. stirring so it doesn’t bum. Remove from heat, add 1 T
butter and serve. This is a traditionzl Christmas Eve soup in Silesia (glqskj.

Stryber R. 2007. Polish Holiday Cookery. Hipocrene Books. INC, Nowy Jork: 44.

www.eiha.org
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Traditional cannabinoid-rich products ——
Evidence #14: GERMANY

Hanfge Sellq Chaft The Nova Institute was commissioned by the Hanfgesellschaft to undertake a

survey on the request of EU Commission to obtain data on volume of hemp
informiert products sold prior to May 1997.

Out of 40 companies contacted, — including Germany,

Austria, the Netherlands and the UK responded:

Hempseeds ca 200 tonnes
Hempseed oil ca 33,000 litres
Vor den 15 Mal 1997 in der EU verdoafte hanfhadige Lebosine] b Ui aker
FsntpmTichal vam AT e Hemp ready made products (snacks,
et o st flour, muesli, bread, bakery & pasta) ca 55 tonnes
- I
AT s et Drinks with hemp flowers/leaves ca 115,000 litres
Gutriinks mi Tlanfhibjen'- ki ca 112000 Ll

mn der Uifiaae beteilint, vl
B The letter also states “unfortunately several large hemp companies did not
participate in the survey because they did not want to share their data, especially

from the drinks sector.”
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Traditional cannabinoid-rich products
Evidence #15: GERMANY

|—,—| it The letter of European Commission, dated 03.02.1998, to Mr Kreutner
Tear’ | AT (Oko-Handels GmbH, Austria) stated "that hemp flowers used for the
g;;;_mm'_ b i production of beer-like beverages are considered to be food ingredients
and not additvessince they ae {ASHIAMHGSaME MARAER 86 o8 HOWER
et o Fdem I g e o St Important, paragraph 2:

Diear b Korrier,

Aooantieg; % o veued o7 25 Cnmay 1O, e ag B v st e Sndmg
Uorimines B Siep atill apreed e 19 Dssamber 1997 Lo imin (orwsrs e % 102
woduidivg ofbee The Lovmus e wmalaad 10 be food Sned s eed ast arkditme
siaie it @ wsedis e smane amazza w b orwecs,

Ecommdty, it wea desides o frode cortalang Fans of e Dey plaan s nor B0 ande
= a-ope ul e Bawpdutins (L) 238090

Vours shwersly,
eaee
1|
R NOTA BENE: Hemp flowers (EU) are not Cannabis in the
frr e meaning of the UN SC, otherwise contradiction to definition

of food in Reg. (EC) 178/2002, Art. 2 (g).
mm—— www.eiha.org 24



Traditional cannabinoid-rich products
Ewdence #16: GERMANY

T EURIPAISCHE KOMMISSION
Y| wem

Boill ke
Hoows Thew Telelummcirichi vo b Febraar 199

Sebe gahrer Hew Capetk.

seeigich Du on Anfmge bave i Theen ek, dad der

reetsinzavgsod sich oo 19, b it Ao P e Vorwed g o ol 0

I.\bmm_hmlll 5 st Uhesrinbuns el i e, e T
tpeiame: watbmllen, siche ws die Veecndam (Ff) K. !'G?nsElnmsm

blsikergadeiler
!
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Letter of the European Commission to Mr Dupetit, dated 03.03.1998, saying
the Standing Committee on Food agreed on 18.12.1997 that

www.eiha.org

Evidence #17: SLOVAKIA
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Official use of hemp leaves for making teas can also be demonstrated on a case of

Slovak Republic:

SLOVAKIA - DECREE 09/2015 Z.z. of Ministry of Agriculture and Rural

Development of Slovak Republic, of December 4, 2015, on spices, table salt,
dehydrated food, soup preparations and on aromas contains item konopa siata -

seed in Annex Ill, Table 1:
LIST OF PLANTS AND THEIR PARTS SUITABLE FOR PRODUCTION OF TEAS

without recommending any restrictions on the amount [of herb] used.

www.eiha.org
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Traditional cannabinoid-rich products
Evidence #18: GERMANY

A hemp soft drink containing ,(
Germany in 1997.

The FBO placed the hemp soft drink i. a. on the Spain and UK markets.
According to the two free sale certificates released by the national authorities in
both countries the drink was allowed to be marketed.

have been patented and authorised in

Eurupe i Zeilis il Hemg Ao tism

EIHA position on hemp extracts

* Leaves and flowers of industrial hemp plants are non NF - regulated like
food and food supplements (rules and labelling)

* Extracts, with traditional extraction technologies, from hemp plants legally
growing in EU are not NF

* Naturally occurred cannabinoids in the whole plant extracts are not NF

* For consumer safety EIHA proposes a maximum daily intake of 160 mg (for
an average adult) for food or\and food supplements

* Genetic modified plants and synthetic material are NF



Further reflections

= Hemp flower products such as hempseed and its extract - hempseed oil - are traditional food exempt
from authorization as Novel foods due to demonstrated consumption in Member States prior to May 1997.

+ Naturally incidental to the long history of consumption of the hempseed is a sticky resin, on the outside of
the seed shell 2 cannabinoids are found inside this resin

* Cannabinoids are found on seeds and other part of the plants (which are not NF) as residues and are
therefore consumed without authorisation.

* Inthe process of pressing, the hempseed oil can get contaminated with other elements of
infructescence of the plant that contain cannbinoids, resulting in cannabinoids presence in
hempseed oil

* In the past, up until the beginning of the 20th century, when the mechanical threshers were
introduced, any seeds - be it wheat grain or hemp seed - were obtained in the process of manual
threshing with flails. The inevitable presence of such combination from which the oil was pressed
results in inflated levels of cannabinoids in the hempseed oil.

* In the pre-industrial era hempseed oil obtained in this way was the primary source of plant oil in human
diet, hence cannabinoids have been consumed in larger amounts than today and have a long history of
consumption prior to 1997

= The parts making up the whole are inseparable from the whole; if the whole is exempt then so are the parts.

Eurupe i Zeilis il Hemg Ao tism

Further reflections

* |t must also be considered that hemp and hops are the same plant family of Cannabaceae, which
includes about 170 species grouped in about 11 genera, including Cannabis (hemp, marijuana),
Humulus (hops) and Celtis (hackberries). (https://en.wikipedia.org/wiki/Cannabaceae)

One will surely not question that hops, its flowers, leaves and whole tops are used as food, ingredients
and extracts.
* As long as the product
* has no added Cannabidiol isolate or synthetics, and
* is less than 2.000 ppm THC and recommended intake to fulfill the guidance values re THC, and

* is from an approved Hemp cultivar or non-Cannabis source...

...then it must be considered a traditional product, not Novel Food needing pre-marketing

authorization
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Implications if MSs enforce the NF Catalogue

* End of the internal market creating a vacuum which will be filled bY the ‘grey market’
(54% of consumers are willing to buy CBDs it even if they are illegal)

= Loss of jobs in production, processing and sales

* Loss of market control represents significant potential consumer risk as they access
products which do not comply with any safety, labeling or compliance standards.

* Loss of competitiveness for EU enterprises (vs Canada, the US, China and Switzerland) -2
no equal level playing field for all actors

« Discrepancy on the labelling 2 impossible for consumers to compare products

« All the environmental benefits of cultivating hemp (e.g. CO? absorption) will be outside
of Europe (not in line with CAP orientations?

Eurupe i Zeilis il Hemg Ao tism

Benefits for MS

* CBD helps maintain homeostasis; which in turn supports better health for
all = improved productivity and reduced public health service costs

* Facilitating the growth of the CBD industry will create new jobs at a range
of skill levels and deliver increasing tax revenues (VAT and income tax)

* Hemp extracts represent an additional income for farmers

* Enabling farmers to utilise the entire hemp plant including the leaves will encourage
much more cultivation of this key crop with numerous additional benefits including
carbon sequestration, enhanced biodiversity, land reclamation and
phytoremediation.

« Safe and clear framework which will guarantee an even playing field for all
actors in the hemp sector (SMEs vs big companies)



Thank you for your
attention!

For further information:
Lorenza Romanese
EIHA Managing Director
lorenza.romanese@eiha.org

Email 6
Title: [Section 40] Position Paper on UN Single Convention 1961
Dear [Section 40],

It was a pleasure meeting you recently and thank you for your time. [Section 40]
has just issued a position paper on the UN Single Convention which has been sent
to various members at [Section 27] yesterday and we are now asked to share it with
our national agencies.

| hope you find it of interest.

With kind regards,
[Section 40]

Attachment
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European Industrial Hemp Association

Brussels, October 2019

EIHA position on the Single Convention on Narcotic Drugs, 1961

In the light of the latest development of the international industrial hemp market and its raw material
Cannakbis sativa L., the European Industrial Hemp Association [EIHA) would like to reiterate its position on
this topic and stress the need for clarification and a transparent debate on the classification of industrial
hemp. The current market barriers and challenges for a growing hemp industry are ocriginated from an
interpretation of the updated provisions of the Single Comvention on Marcotic Drugs, 1961 to which EU
regulations on food and cosmetics make reference. Therefore, it seems appropriate to clarify that

- industrial hemp and its downstream products are not narcotic or psychotropic drugs, and

therefore
- industrial hemp is clearly exempted from the scope of the Single Convention, 1961

Industrial hemp is out of the scope of the Single convention

Az per definition by EIHA industrial hemp [or “hemp®) is a type of the Cannabis genus plants, with a low,
non-narcotic level of Tetrahydro@nnabinol [THC]] that is grown specifically for the industrial uses of its
derived products. it is also referred to formerly as “fibre-type cannabis” plant in UM language.

Considering as a fundamental principle the hierarchy of laws, at international level, all signatory countries
hawe to comply with the Single Convention on Marcotic Drugs, 1961 (the so-called “Single Converition™), as
amended by the 1972 Protocol.

According to its definidon a preamble is the preliminary part of a document, legislation, a contract or a
treaty, and states the reasons for and intention of the law, it expresses the general purposes of a piece of
legislation. It can be referred to for the purposes of statutory interpretation by setting out what it is all
about or why it has been prepared.

Starting from the preamble, it is dearly stated that the Convention aims at protecting the health and
welfare of mankind. Hence, the Parties (countries) recognized that narcotic drugs are indispensable for the
relief of pain and suffering of people while at the same time the Parties committed to fight the related
health hazards (abuse and dependence). As clearly stated in its preamble, the scope of the Single
Convention is to prevent and combat the abuse of narcotic drugs®. Industrial hemp is 3 not narcotic or
psychotropic drug and neither part of the plant nor any product derived from it can be abused as a narcotic
or psychotropic drug.

As any parts from industrial hemp @nnot be used to produce narcotic or psychotropic drugs, it cannot be
included in the intention and meaning of the preamble and therefore industrial hemp in general is not
restricted by the Convention.

As a logical consequence, industrial hemp is clearly exempted from the scope of the Single Convention.

To avoid any doubt about this exemption of industrial hemp from the intention of the Convention the
writers of this imternational document additionally mention this dear distinction between drug-type

3 THC [Tetahydrmnnabino, exzacthy A9-THC) was not mentioned yet in the Single Convention 1961 because it was not pet
knsvwvny as the active drug principle of canmabis, and it chemical strecture ot yet elucidated. THE i listed in the Convention on
Psychotropic Substances 1971 s Dronabinol [IDS Code PD 010] in Schedule I

1 See definition of "drug” under Artide 1. 1) of the Single Convention
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Cannabis (in today’'s language with high THC levels) and industrial hemp (in today’'s language with low THC
level) in multiple articles of the Convention.

Reading the definition of cannabis in Article 1, 1.b) of the Comvention, the distinction is clear: seeds and
leaves [when not accompanied by the flowering or fruiting tops, the latter being defined as "cannabiz” only]
are excluded from the scope of the Conwvention, because they are not considered a narcotic drug.
Therefore, industrial hemp (expressis werbis seeds and leaves) and any products or ingredients derived from
industrial hemp are exempted from the scope of the Single Convention.

Based on this it can be stated that the definition of “Cannabis plant” in Art. 1, 1.{c] - considering the
underlying intention and statement of purpose already manifested in the preamble — is only referring to
Cannabis plant which is used for the “production™ (1.t) and “manufacture” (1. n) of {narcotic/psychotropic)
drugs.

Article 4 of the Single Convention ["General obligations"] refers to the exclusive limitation to medical and
scientific purposes of all activities related to “[narcotic] drugs”. Industrial hemp and its derived products
are not considered narcotic/psychotropic drugs due to their low content of THC. As a consequence, also
this article is not including the activities related to industrial hemp, meaning as well that the use of industrial
hemp is mot restricted to medical or scientific use.

Furthermore, the Convention states in Art. 28, paragraph 2, that: "This Convention shall not apply to the
cultivation of the cannabis plant exdusively for industrial purposes [fibre and seed] or horticultural
purposes”.

The official Commentary on the Single Convention on Narcotic Drugs concludes on page 312 that “[T]he
cannabis plant iz grown for its fibre, its seeds, for drugs (cannabis and cannabis resin) and for its leaves.",
and "... the leaves are not "drugs". The commentary follows that [this] “control régime applies only to the
cultivation of the cannabis plant for the production of cannabis and cannabis resin”. And even more
importantly that “cultivation for any other purpose, and not enly for the purposes mentioned in paragraph

2 [i.e. “industrial purposes [fibre and seed) or horticultural purposes”), iz gonseguently exempted from the
control regime provided for in article 23%.

The exclusion of the cannabis plant for industrial and horticultural uses from the intention and the
legislation of the Single Convention itzelf authorises therefore the cultivation and use of this specified type
of Cannabis plant, industrial hemp, and its derivatives for uses that differ from those related to drugs
manufacturing. As leaves from industrial hemp cannot be used to produce narcotic/psychotropic drugs
they therefore cannot be included in the intention and meaning of Art. 28 (3). The misuse of the leaves is
prevented by most of the signatory states through the setting of very low THC limits in their national drug
control acts, thus exempting industrial hemp and its plant parts from their controlled substances schedules.

Considering that ingredients that are derived from seeds or leaves of the (industrial) Cannabis plant, for
example Cannabis sativa seed oil/extract/powder/etc. are not prohibited by the Convention, as they are
wittingly exempt based on Article 1 (b), it should also be conszidered that ingredients that are derived from
other parts of the Cannabis plant and destined to non-medical and non-scientific purposes should not be
prohibited either, as they are exempt based on Articles 2 (3] and 28 (2).

In ather words: due to the fact that it is acknowledged that the industrial use of non-drug-type Cannabis
plant is not prohibited, and this definition of non-drug-type Cannabis plant {industrial hemp) is covered by
the drug control laws of each state, all part of the plant and the derived products of industrial hemp are
excluded from the scope of control measures conveyed by the Single Convention.

The exclusion of the cannabis plant for industrial and hortdoultural uses from the intention and the
legislation of the Conwvention itself authorises therefore the cultivation and use of this specified type of
Cannabis plant, industrial hemp, and its derivatives for uses that differ from those related to narcotic drugs
manufacturing.
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Taking into consideration all the above reflections and assumptions, EIHA would like to point out that:

*  Connabis sativa L is considered as an agricultural product in EU.

*  Egually, Connabis sativa L. is considered as an "industrial plant®,

®  The cultivation and processing of Conpabis sativa L is subject to compliance with a
certain level of THC. EIHA proposes 2 0.3 % post-decarbosylation as a limit of THC in
industrial hemp. [Other examples see Annex 2}

* Mo other substance (ie. cannabidiol (CBD) or other cannabinoids) is considered for the
determination of the lawfulness or unlawfulness of the processing of Cannabis plants in
ELL

*  Thereason for international control of “cannabis” and “cannabis extracts” (from high THC
Cannabis) is the fact that both comtain “reésin®, considered as a narcotic drug and

il

containing the psychotropic substance THC in quantities iable to abuse.

#  “Hemp plant extracts/tinctures” should be defined as preparations of the non-narcotic
cannabis plant, which again is defined as industrial hemp, that contain various
constituents of the cannabis plant, but that have a very low content of THC. They are
obtained virtually from any part of the plant, e.g.: leaves, flowers, fruits, roots, seeds.

* The European hemp industry does not separate the resin from the plant. Besides the
harvest of seed and fibre, the extraction of the biomass, with the naturally present
level of cannabinoids, is done. This extraction of industrial hemp biomass and the dilution
of hemp extracts need to comply with national narcotic laws.™

Claiming otherwise would mean the creation of a new layer of sui generis regulations {unrelated to the
Single Convention, disregarding the interpretation of the Secretary-General's the Commentary, and
undermining the WHO's recent scientific assessment of CBD and its recommendation that it should not fall
under the scope of the Single Convention). This would likely enshrine stricter and stronger measures of
controls than those of most signatories of the Single Convention, undermining an agricultural sector already
subject to an important set of rulings. Worst, this would go in the exactly opposite direction than the global
trend, where countries such as Australia, Canada, China, Uruguay and the United 5tates of America are
refarming their hemp laws towards simplification, to support a constantly growing industrial hemp market.

Further arguments may be found in Technical Annexes of this position paper.

Authors: Boris Barfas, Dr. Bernhard Beitzke, Daniel Kruse, Lorenza Romanese, Catherine Wilson
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Technical Annex 1:
Industrial hemp and the European Union

AL EU level, the TFEU (Treaty on the Functioning of the European Union), in annex |, lists the agricultural
products for which the provisions of the Treaty itself are applied, among them under chapter 57.01
the “True hemp (Connobiz sotiva), raw or processed but not spun; tow and waste of true hemp {including
puilled or garmeted rogs or ropes)".

At community level, the Cannabis plant [Cannabis sative L] is considered as an agricultural product and as
an "industrial plont" both for cultivation and seed production according to Regulation (EU) 1308/2013.

The Regulation (EU) 1307/2013 (see articles 32.6, 35.3 and 52] underlines that “Areas used for the
production of hemp shall only be eligible hectares if the varieties used have a tetrahydrocannabinol content
not exceading 0.2 %.", and: "In order to preserve public health, the Commission shall be empowered to
adopt delegated acts in accordance with Article 70 laying down rules making the granting of payments
conditional upon the use of certified seeds of certain hemp varieties and the procedure for the
determination of hemp varieties and the verification of their tetrahydrocannabinol content referred to in
Article 32(5)."

Basically, the lawfulness of the cannabis production and trading as "ogricuftural product” and "industrial
plant" depends on the THE (tetrahydrocannabinol) percentage that cannot be higher than (currently) 0.2
%, in accordance to the methods indicated by the above-mentioned law and specified in Commizsion
Delegated Regulation (EU) 639,/2014 and Commission Implementing Regulation 809/2014. According to
the same regulation, Eurcpean farmers cultivating industrial hemp and respecting the imposed limits of
THC are entitled to receive CAP payments.
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Technical Annex 2:
Industrial hemp at national levels

Countries have adopted their own drug control laws making in their turn a clear distinction between drug-
type cannabis plant and low-THC industrial hemp.

Examples of THC levels for this distinction: EY in general {currently) 2 10.2 %, Austria = 0.3 %, Czechia = 0.3
%, Canada = 0.3 %, USA = 0.3 %, Australia = 0.3 %, Switzerand < 1.0 %. With these national drug laws all
Parties acknowledge the competence of the UN and stay within the framework of its Conventions. They
clearly exemnpt industrial hemp from the jurisdiction of the 1961 treaty.

Several EU member states have completely exempted varieties of Cannabis sativa L complying with
provisions of EU Common Agricultural Policy® from the scope of their drug-related schedules. These
exempticens do not only mention the cannabis plant itself, but also its flowering and fruiting tops, extracts,
tinctures and even the resin. Examples of such member states are Luzembourg and Slovakia. Other states,
such as Austria, applied an arbitrary value of 0.3% of THC as a concentration to delimitate between drug
and non-drug derivatives of the plants of genus Cannabis.

In 2015, Slovak Republic included hemp leaves into a list of plants and their parts suitable for production
of teas.*

Recently, in July 2015, Belgium created a room for marketing industrial hemp herbal products for

smoking not containing tobacco as long as business operators are registered as excise-tax |:|E|',,l'er5.s

Thanks to such and similar legislative clarifications adopted at national level, a flourishing hemp industry
has started to grow significantly in the last ten years.

In the USA, the Congress has passed an Agriculture Improvement Act of 2018° [52 called "2018 Farm Bill™)
which defines hemp as “the plant Conpabis sativa L and any part of that plant, including the seeds
thereof and all derivatives, extracts, cannabinoids, isomers, acids, salts, and salts of isomers, whether
growing of not” and exempts it form the federal definition of “Marijuana” provided the delta-% THC
concentration is not higher than 0.3% post-decarboxylation on a dry weight basis.

2 Article 9 of Commission Delegated Regulation (EU] Mo 6392014 of 11 March 2014 supplementing Regulation [EU)} No
1307 /2013 of the European Parizment and of the Coundl establishing rules for direct payments to farmers under support
schemes within the framework of the common agricuttural poficy and amending Annex X to that Regulation.

4 5ee Anmex ll, Table 1 of DECREE 09/20115 Z.z. of Ministry of Agriculture and RBural Development of Slovak Republic, of
December 4, 2015, on spices, table szit, dehydrated food, soup preparations and on aromas

* https:/wwa. health belgium.be friiste-positive-des-produits-fumer-base-de-plantes

S Public Law 115-334: https/fwwea. povinfo govlink, plaw, 115/ public/ 334 Mink-type=pd#
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Technical Annex 3:
Case study on hemp extracts/tinctures and hemp resin

Taking into consideration all the above reflections and assumptions, EIHA would like to point ocut that:

The reason for international control of "cannabis™ and "cannabis extracts” derived from high-THC Cannabis
iz the fact that both contain “resin”, considered as a narcotic drug and composed of the psychotropic
substance THC in guantities liable to abuse.

“Hemp plant extracts” may be defined as extracts of the cannabis plant that contain various constituents
of the cannabis plant, but that have a very low, if any, content of THC. They are obtained virtually from any
part of the plant, e.g.: leaves, fruits, flowers, roots, seeds.

The European hemp industry does not separate the resin from the plant. Besides the
harvest of seed and fibre, the extraction of the biomass, with the naturally present
level of cannabinoids, s done.This extraction of industrial hemp biomass, and
the dilution of hemp extracts needs to comply with national drug contral laws.”

In “hemp plant extracts”, the starting material is already low in THC. The extraction of industrial hemp
biomass and the dilution of hemp extracts need to comply with national narcotic laws. Thus, due to their
lowe THC content, these products cannot be, in practice, abused or the THC recovered from them. "Hemp
plant extracts” so become "products not covered by the 1961 Convention™ - they are neither a narcotic
drug nor a psychotropic substance. Additionally, these products and the plants used to obtain them are not
associated with purposes of pharmaceutical applications of scientific research. “Hemp plant extracts”
therefore correspond to all criteria defining the products not covered by the 1561 Convention.

Remaining trace-amounts of THC in “hemp plant extracts” obviously do not disqualify this reasening, and
are permitted as these gquantities are “not liable to be abused or have ill effects” and are present “in such
ways that THC @nnot be recovered by readily available means or in a yield which would constitute a risk
to public health.*” It was neither the intention of the Single Convention nor the objective of the Regulation
{EC) No 178/2002 on food to disgualify products such as *hemp plant extracts” that contain quantities of
THC not liable to abuse. The imternational drug control conventions do not consider this product as
dangerous. It would be absurd, if these Regulations would disqualify "hemp plant extracts” by referring to
the drug control conventions.

In this connection, it should be noted that there are also other cases when controlled substances are
present in food. This is the case of morphine and other controlled opium alkaloids in poppy seeds (dus to
unavoidable contamination of the seeds with poppy straw dust during the process of their industrial
separation). Poppy seeds continue to be allowed for uze as food while limits on opium alkaloids content
are set, where necessary.

European hemp farmers and industries use hemp seeds, hemp roots, flowers, leaves (after the flowering
and mastly even after the seed ripening) for producing different types of hemp extracts. These products
were already excluded from the scope of the control regime of the Single Convention as enforceable and
enforced regulations complying with the Convention have been in place for two decades. New regulations
should be aimed at simplifying and correcting errors, not adding layers of complesxity.

7T Questions to WHO on 41% ECDD recommendations, 580 CHD Intersesgional meeting, 23 September, 2019, page 19.
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Technical Annex 4:
Case study on Cannabidiol

Pure Cannabidiol (whether preduced synthetically or by isolation from Cannabis plants) has been given a
clear “sarte blanche™ by the 40th WHO ECDD Critical review.

In this context, the outcomes of the 39th and 40th WHO ECDD meetings, merits attention. In July 2018,
WHO recommend “that preparations considered to be pure CBD should mot be scheduled within the
International Drug Contral Conventions.”

EIHA has welcomed this recommendation not to include products considered to be pure Cannabidiol (CED)
in the Schedules of the International Drug Contral Conventions, published in a Note Verbale to the United
Mations Secretary-General dated Juby 23rd, 2018. However, EIHA has farmally objected? to the reasoning
of the Experts according to which " if prepared as an extract or tincture of cannabis [Cannabidiol] i=s
controlled in Schedule | of the 1961 Single Convention on Marcotic Drugs.”

An important element of the WHO ECDD cutcome is a refusal of the differentiation between Cannabis
compounds produced synthetically and those obtained by isolation from the Cannabis plants. The same
that applies to THC also applies to CBD, and the Experts, while considering the issue on the basis of
evidence, dismissed the option of differentiating Cannabis compounds according to their method of
isolation. For example, German DAC/NRF monograph C-052 on  Canmabidiol® mentions a
chromatographic purity between 98.0-102.0 % and defines AS-THC, AS-THC and Cannabinol [CEH]
as "specified impurities”. Moreowver, it states that the CBD may be of natural as well as of synthetic origin.
Without prejudice to other legal requirements concerning the manufacture of the extracts of cannabis and
subsequent isolation of pure CBD there from, considering “Cannabidiol” of plant origin as an "extract of
cannabis” does not hold up to principles of any of the relevant international standards; neither the
nomenclature of organic chemistry [IUPAC] system, Chemical Abstracts Service (CAS), nor WTO
Harmonized System Codes:

Extracts and
umur:: Connabls sothm, ext. | o iciol Hempseed fHemp | 0 Eccential ol
e {Hemp Extract) ol
CAS: Bd55-30-1 CAS: B9953-21-4 CAS- 13956-29-1 CAS: B016-24-8 CAS: none Flil't-IEIJ|EF
H5 Code- 1302.19 HS Code: 1302.19 HS Code: 2907.29 | HS Code: 1515.90 HS Code: 3301.90
IDS Code: HCOO8 IDS Code: Nfk IDS Code: N/A IDS Code: NfA IDS Code: Mk

The toxicological and pharmacological properties of a substance or extract as well as its potential for abuse
mainly depend on its constituents and compaosition. What matters is the content of a drug component and
the substance's effect, not the origin of the substance or its manufacturing procedure.

Moreover, the impurity profile of an isolated chemical compound [in this case with AS-THC as an impurity]
may not be unigue or characteristic im order to distinguish it from a synthetic version. The impurity profile
|by-products] of a synthetic product may even be wery similar to the “impurity profile” of the natural
izolated product, in particular if the synthetic pathway is a biomimetic one.

On these same grounds, purified Cannabidicl (CBD) obtained from Connobis sotiva L. is not an Extract
of “cannabis” and therefore is not scheduled under the Single Convention [1961).

¥ http:/feiha.ong/media/2014/08/18-12-04_EIHA_contribution_d1th_ECDD.pdf
* DAC/MRF 2046/2, C-I52, Cannabidiol, 12 pages.



Vs

European Industrial Hemp Association

ETHA

Technical Annex 5:
The case of Croatia

On April 25, 2018 the Drug Abuse Act have been amended making it easier and easier for farmers to grow
industrial hemp. It is now possible to use the whole industrial hemp plant for industrial purposes in the
construction, textile, food and cosmetics, paper, automaotive and biofuels industries.

The Croatian Ministry of Agriculture decided to create a definition for industrial hemnp that dearly exempt
it from the list of the controlled substances.

In article 2, paragraph 1 item 5 of the current Drug abuse Act it states that Industrial hemp s cannabis
(Conmabis sativa L) with a total THC content ﬁfﬂ‘,ﬂﬁ” and less, af which the warieties are on the European
Union Commen Variety List and not listed in the list of drugs, psychotropic substances and herbal drugs' .

As per article 13 of the same Act, the production of industrial hemp referred to in article 2, poragroph 1
iterm 5 of this Act is outhorized.

EIHA welcomes Croatia’s interpretation and suggests its adoption at Eurocpean level.

The European Industrial Hemp Association (EIHA) is an international organization which

gathers and represents the interest of hemp manufacturing and processing companies in

Europe.

# EIHA adwocates to restore the former 0,3% level of THC in the plant entitied for CAP payments [Art 32, point 6 of EU
Regulation 1307/2043). The EU hemp sector has a significant competitive dissdvantzge to producers in Switzerland, North
America, Asiz and Canadz (where Emits from 0.3% up to 1% are successfully and legaliy established).

B Dfficial Gazette 39719

Email 7

Title: Our meeting last Thursday



Dear [Section 40],

Thank you for meeting with us at such short notice last week, please find attached
our letter following up on what was discussed and addressing some of our wider
concerns.

As | have said in my letter, we would respectfully ask you to consider all of the points
included, and would welcome a further meeting to address these and any follow-up
guestions you may have.

Regards,

[Section 40]
Attachment

11 February 2019
[Section 40], Food Policy Division
Food Standards Agency
6th Floor

Clive House

70 Petty France

London

SWI1H 9EX

Dear [Section 40]

Our meeting last week re. Novel status of CBD and media coverage
undermining consumer trust in the Sector prompted by revision to the Novel
Food Catalogue

This letter is a follow-up to our meeting on Thursday afternoon. We have a proud
history of working closely with FSA officials and we sincerely thank you and [Section
40] for your time and for giving us the opportunity to have some clarification from
you, and to express some of our concerns, about recent developments. The brevity
of that meeting did not allow for an appropriate exploration of all of points raised by
this matter, hence the need for this follow-up letter.

We were pleased to hear you confirm that there would be no proactive or pre-
emptive enforcement action, and you ruled out a product withdrawal.

But not least of our concerns is the lack of consultation before [Section 27] and the
FSA’s announcements. You stated that your consultation was limited only to
stakeholders that had contacted you to question the status of CBD, which rather
begs the question as to why organisations such as the [Section 40], with whom the
FSA has consulted closely on many issues in the past, and [Section 40], were not
consulted? Instead, we learned of these developments through the media.



And this raises the further question about what the FSA’s response at the time to
those stakeholders who were consulted was? In other words, did you respond then
that you considered the products were novel, in which case why did you permit this
industry to flourish unchecked for all this time? Or alternatively, did you say that the
products were not novel — in which case how can they now have suddenly become
novel?

We have serious reservations about many aspects of the line that the FSA has/is
taking on this issue, and | would summarise some of the non-exhaustive points
below. These are developed in more detail later in the body of this correspondence:

[ Irregularities in the precipitous amendment of the Novel Food Catalogue
01 Lack of sufficient Consultation

[1 How can products that were confirmed by the Commission as not novel
earlier suddenly become novel today.

The [Section 40] is registered in England as a company
limited by guarantee. Company No. [Section 40]

[1 Determinations about the status of a food substance are based primarily on
information from FBOs since they are the ones with knowledge of first
marketing and the applicable manufacturing processes.

[0 Neither we, nor the FSA are aware of any specific issues relating to these
products that would give rise to a safety concern.

[1 The FSA Cannot Adopt a Blanket Approach to Enforcement

[0 There does NOT appear to have been a proper consideration of the definition
of a Novel Food.

1 Other potentially applicable regulatory regimes have no bearing on the
classification of a substance as a novel food or not

1 In view of the above, a discussion on enforcement (which must be
proportionate and not unnecessarily hinder economic activity) is precipitous

Novel Food Catalogue

[1 The FSA has said in its social media account that it would be consulting with
industry, local authorities and the like to consider the way forward in light of
clarification at EU level that “some” cannabidiol products may be novel.

Yet, during our meeting it was intimated that all CBD was considered Novel,
unless shown to be otherwise. Can you please clarify your definitions of “all”
or “some”, as we need to be clear on why you might consider some of these
products to be novel, and others not?

We note that the FSAI website cites an examples of both novel and non-novel
forms, supporting our belief that this is surely a case-by-case assessment.
Moreover, it seems precipitous to:



1. Prioritise CBD in the absence of safety concerns

2. Make pronouncements without a proper review of the full landscape for this
product.

Lack of sufficient Consultation

[1 As we have said above, there was no consultation with [Section 40] or any of its
members on the proposed or potential changes to the novel food catalogue. This is
procedurally unfair as a matter of English law and a fundamental breach on the
[Section 27] part of EU good administration and the right to be heard.

(] This is particularly so since the change represents a U-turn on [Section 27] prior
view that extracts from the Cannabis sativa (hemp) plant were not covered by the
new novel food regulation. Members and other FBOs have relied on that entry for
years along with their own records regarding the legal marketing of their products.

Those products that were not novel yesterday (as confirmed by the
Commission) cannot suddenly become novel today.

[0 What was the UK’s position on the change in classification?

(] Since investigating the issue, it seems that the UK along with some other Member
States like [Section 27] and [Section 27] had been pressing for clarifications and
changes?

Note, that determinations about the status of a food substance are based
primarily on information from FBOs since they are the ones with knowledge of
first marketing and the applicable manufacturing processes (confirmed by
Recital 19 of the Novel Food Regulation).

(1 Although the novel food catalogue has some practical utility in that companies rely
on the entries to support legal classification, the catalogue is not legally binding and
is only an informational tool.

[0 Hence, any enforcement taken on the basis of the change in the novel food
catalogue would not be a proportionate or fair approach.

[1 That said, we are concerned that the FSA might use its extra-legal status to
excuse the uncertainty and undermining of consumer trust that has been fueled by
this precipitous and incorrect amendment, and the media it has generated.

Further, we are not aware of any specific issues relating to these products that
would give rise to a safety concern, and noted that neither were the FSA.
Recital 2 of the founding 1997 Regulation that brought in the EU Novel Foods
regime ‘in order to protect public health’ (Recital 2)

Responding to ad-hoc queries from manufacturers and continuing to consult merely
with those individuals and entities does not constitute a consultation and does not
come anywhere near compliance with the FSA's own documented approach to
consultation (see https://old.food.gov.uk/about-us/data-and-policies/consultation-
approach).



The FSA will recall that it is under a duty to ensure its decisions and policy
approaches are properly informed and indeed the FSA states that "we seek to
consult all relevant stakeholders".

Given the significance of the change in the novel food catalogue, a formal
consultation should have taken place.

The FSA Cannot Adopt a Blanket Approach to Enforcement

[0 The FSA cannot adopt a blanket approach to extracts or ingredients derived from
hemp. A “case-by-case” assessment is required “taking into account all of the
characteristics of the food product and of the production process” (see par. 30, Case
C-383/07 M-K Europa GmbH). Hence, an individualised assessment is needed, and
therefore there should be no restrictions on CBD products being placed on the
market now or in the future.

1 Regarding an individualised assessment, the European Court of Justice has
confirmed that “foods or food ingredients must satisfy two cumulative conditions”
to be considered novel:

o First, it is “necessary that human consumption of those substances was not
‘significant’ within the EU before 15 May 1997” (our emphasis);

o Second, it is necessary that “the substances also fall within one of the categories
expressly described” in Article 3(2)(a)(i) to (x) of Regulation 2015/2283.

Definition of a Novel Food: Specific Comments on the Two Limbs above.
First Limb: History of Use

[1 On the first limb, demonstrating a history of use in foodstuffs prior to May 1997,
FSA should bear in mind that many of [Section 40] members would market products
that today we classify as food supplements. However, the Food Supplements
Directive did not enter into force in the UK until 2003. Prior to that they would have
been classed as foods or potentially unregulated substances (e.g., on the basis that
they did not fall squarely into prior definitions of food). Hence, it will not be surprising
if documented evidence of use in foods simply is not available.

This is also why reliance on the Novel Food Catalogue was important since the
catalogue already confirmed in relation to hemp (Cannabis Sativa)that “Regulation
258/97 is not applicable to most foods and food ingredients from [Cannabis
sativa]”. The prior entry for cannabidiol also said that “extracts of Cannabis Sativa in
which cannabidiol (CBD) levels are higher than the CBD levels in the source of
Cannabis sativa are novel in food. Cannabidiol (CBD) is one of the cannabinoids in
Cannabis sativa plant”.

These entries confirmed that extracts, including those containing CBD, were
not necessarily novel.

(1 Itis also relevant to define the food under investigation. For example, food can be
defined down to the molecular level as per the definition of a food under Regulation
178/2002 (“a product or substance”). This is confirmed by the Court of Justice in the



novel food context by C-448/14 Davitas, which confirmed that the focus was on the
“‘primary molecular structure” of the substance/ingredient.

So when looking specifically at CBD, the Commission already confirmed that CBD is
present in extracts of hemp that were circulating as foods prior to 1997. Provided
there is no change in the molecular structure of the CBD, the food would not be
novel irrespective of the manufacturing process used (see point (2) below on novel
processing techniques).

1 In any event, we believe that with sufficient investigation, the FSA will find
evidence of a hemp food market dating prior to 1997. This is exactly why the FSA
should have consulted with UK industry before allowing [Section 27] to make
changes unilaterally. For example, the reference to use of hemp seeds in foods was
discussed in Parliamentary debates and regulatory impact assessments as far back
as 2000, showing a well-established UK industry.

o
https://publications.parliament.uk/pa/cm199900/cmstand/euroa/st000329/00329s01.
htm “The proposals envisage the compulsory denaturing of hemp seeds, other than
seeds for sowing, imported from outside the European Union. The Committee may
have noted from the draft regulatory impact assessment that there is a small
United Kingdom industry which uses hemp seed in the manufacture of
foodstuffs, non-prescription medicines and cosmetics. Most of the seed used by
that industry is sourced from within the European Union, but some is obtained from
third countries. That supply would be effectively blocked, as the denaturing process
destroys the seed's essential properties, thus making it unusable. We have
guestioned whether there is a need for this further regulation in the absence of
evidence that a loophole exists that needs to be plugged.”

Second Limb: Product Categories and Emphasis on New Processing Techniques

[1 Nothing in the Novel Food Regulation suggests that both the food substance and
the production process should have a significant history of use before 15 May 1997.
Rather, the provisions under the second limb that refer to a new or non-traditional
processing techniques will only render a food novel if it “gives rise to significant
changes in the composition or structure of the food, affecting its nutritional value,
metabolism or level of undesirable substances.” Provided the structure of the “food”
at issue is identical to the food in existence prior to 1997, the fact that it results from
a novel processing technique is largely irrelevant provided there is no compromise in
safety (e.g., by the introduction of undesirable substances).

So by way of example, if a company is marketing CBD, and CBD was in existence in
hemp oil prior to 1997, the fact that it might be extracted using a novel process
should be irrelevant provided the CBD is chemically the same molecule and the
product is safe. Similarly, an improvement in the manufacturing procedure for lecithin
leading to a higher lecithin amount in an extract from eggs would not qualify the
product as novel (Scientific Committee on Food, Opinion 17 June 1999).

0 The main point under the rules governing novel processing is safety. This is also
underlined by Regulation 1925/2006 on the addition of vitamins, minerals and other



substances to food, which specifically envisages “extracts” and “concentrates” from
traditional foods being introduced provided they are safe (see Recital 20).

[0 The [Section 27] website example underlines the point regarding levels of
undesirable substances

Other potentially applicable regulatory regimes have no bearing on the
classification of a substance as a novel food or not

[1 We note that the entries are “without prejudice to other legal requirements
concerning consumption of hemp”. These other legal requirements relate primarily to
medicines rules and rules governing controlled substances. Neither of these are
relevant to the FSA’s assessment of whether a substance is novel or not.

The [Section 40] has already concluded that hemp extracts are not medicinal unless
medicinal claims are made. The regulation on the misuse of drugs also makes clear
that pure CBD is not controlled, and where there are trace amounts of THC (which is
controlled) these levels fall under an exemption in the vast majority of finished
products.

Enforcement must be proportionate and not unnecessarily hinder economic
activity

O Whilst we were pleased to see the word “proportionate” in the FSA social media
account, a discussion on enforcement (which must be proportionate and not
unnecessarily hinder economic activity) is precipitous in view of all of points
made above.

[0 Section 108 of the Deregulation Act 2015 requires regulatory authorities when
considering action to take action only when necessary, where it is proportionate and
also to have regard to the potential impact on economic growth.

(1 This is particularly important in light of Brexit, since the Novel Food Regulation is
primarily a single market measure. Given the uncertainty with Brexit and our
relationship with the EU, it seems odd to prioritise this matter given there are no
apparent safety issues.

Request for Information

You mentioned that the FSA had been consulting with the industry for more than two
years on this issue although as indicated above neither [Section 40] nor our
members have been consulted and we doubt whether any dialogue meets the FSA's
own standards of consultation. However, please send us the following documents so
that we can assess the adequacy of the consultation:

O All internal and external emails, letters, meeting minutes, enforcement notices and
any other document (internal or external and whether in electronic form or otherwise)
held by the FSA or any one of its advisory bodies that relates to the classification of
Cannabis sativa (hemp), and extracts of Cannabis sativa (hemp) and cannabidiol
(CBD). Note, we do not expect confidential or trade secret information being
disclosed so we do not take issue with redactions of such material (e.g., to the extent



the document is from a manufacturer, confidential information about the product
formula or manufacturing process could be redacted).

00 All information held by the FSA regarding the history of use of hemp extracts in
foods anywhere in the EEA prior to May 1997.

If necessary, please treat this as a request for information under the Freedom of
Information Act 2000. We expect a response to this request within 20 working days.

We would therefore respectfully ask you to consider all of the above points, and we
would welcome a further meeting to address these and any follow-up questions you
may have.

Regards,
[Section 40]

Executive Director

Email 8
Title: Meeting with [Section 40]
Dear [Section 40],

| understand that you are due to meet with [Section 40] in a few weeks and wanted
to provide some details of the discussions we have been having with them in the UK.
Last week | presented at their AGM to explain the work that has been going on
understanding which CBD extracts are novel foods. The presentation | gave is
attached.

The issues for [Section 40] should be seen in the context that there are wider
discussions in the UK on whether any CBD extracts can be considered medicinal by
function under limb 2 of the definition in the EU Medicines regulation. The current
position of our Medicines authority MHRA can be found here. We have encouraged
[Section 40] who believe that alcohol extracted whole plant extracts have been used
for a long time to gather the evidence for a history of consumption. Their key area of
interest is likely to be the issue we raised in response to the Novel Food Catalogue
entry, around whether a whole plant extract would be novel if you are removing plant
material/ fibre and keeping the remaining parts of the composition in particular the
ratio of cannabinoids the same as the plant. ie. You are not selecting for one
cannabinoid and not overtly selecting for any individual component.

| hope this supports you having a constructive discussion with [Section 40].
Kind regards

[Section 40]

Radiological and Novel Food Policy

Food Standards Agency


https://www.gov.uk/government/news/mhra-statement-on-products-containing-cannabidiol-cbd

Clive House, 70 Petty France, London, SW1H 9EX
www.food.gov.uk

Phone [Section 40]

Attachment

Novel Foods
Regulation 2015/2283

EU and Hemp



http://www.food.gov.uk/

Introduction

» Relevance of food legislation to hemp products

» What a novel food is and how these rules apply to businesses

Current work on the novel food status of hemp products

» Next steps
m ggiondda’ds
© 2015 Food Standards Agency ?ﬂ?ﬂ'ﬁ" k

DEFINITIONS




What is food?

In the general food law, ‘food’ is defined as anything that is consumed or
reasonably expected to be consumed that is not:

+ A medicine

= Acontrolled substance

+ Atobacco product

+ A cosmetic

= Live animals or plants in the field

+ Feed

= Contaminants and residues

. Food
‘m: Stanidards
© 2015 Food Siandards Agency m?ﬁm

Hemp products and CBD - Regulatory frameworks

While Food Standards Agency can advise on the food safety aspects we
suggest that for some products there are also the need to consider the

impact of :

Misuse of
Drugs Act

e g. food
supplements

Fond
‘m: Standards
© 2015 Food Standards Agency - Agency
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What is a Novel Food (NF)?

« All novel foods are subject to a pre-market safety assessment in
accordance with the Novel Food Regulation (EU) 2015/2283.

- Novel foods are defined as foods or food ingredients that do not have a
significant history of consumption within the EU prior to the 15 May
1997.

And fit into one of the categories in the regulation.....

e Fond
ol e m Standards
© 2015 Food Standarnds Agency Agency
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Types of novel food

- Foods and food ingredients with a new or intentionally modified primary
molecular structure;

- Foods from micro-organisms, fungi or algae;

+ Foods produced from minerals

- Foods from plants or animals except where obtained by traditional

propagating or breeding practices and having a history of safe use;

© 2015 Food Standards Agency [ Agency
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Types of novel food 2

« Foods produced by cell or tissue culture

- Foods which are engineered nanomaterials.

- Vitamins or minerals

- Foods produced by a new production process or

+ Foods exclusively used in foods supplements that are now to be used in

other food types.
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HzCOC-. Ak‘_ A._\O/C.VAVAV/\K

HC

m E'tjaunddatls
Agency

& 2015 Food Sandards Agency Nivalgpnuk

EC Novel Foods Regulation (2015/2283 EU)

The original regulation and the principles came into force 15 May 1997 —

recently updated.
Provides EU-wide mandatory pre-market approval system
« Applies in all 28 Member States
Exemptions for food additives, flavourings etc.
Basic Principles:
novel foods must not present a danger, mislead consumers, be
nutritionally disadvantageous
All novel foods require a pre market risk assessment and authorization

at EU level before being place on the EU market.

4 2015 Food Standars Agency Niexlgmnenk



HEMP PRODUCTS AND THE

NOVEL FOOD REGULATION

Understanding the novel food status of hemp
products

Emerging issue on the status of different products under the regulation.

Hemp plant extracts?

Partial concenftration of
CBD / cannabinoids?

Parts of
the hemp

Highly
refined

plant extracts

@ 2015 Food Standards Agency



Advice in the novel foods catalogue

In recent months following questions from the industry there has

been work at EU level to clarify the text in the novel food catalogue

so industry can be clear on the novel food status of:

+ Parts of the hemp plant (seeds, stalks, leaves and flowers)

+ Seed extracts / hemp seed oils and the pomace remaining after

the pressing process.

* Cannabis sativa plant extracts

* Concentrated extracts of particular components from the hemp

plant

© 2015 Food Standards Agency

Food
Standards
Agency
Nivalgpnuk

Work at EU level

Discussion on the products captured under the
existing history of consumption for hemp

Exploring the new products that are coming
through and how these fit with the established
History of Consumption

Consideration of the wider interactions with
other legislation including national drugs
legislation and work on THC as a contaminant

Looking at the communication of the result of
the process in a way that is meaningful to
businesses

QQQ0O
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Key questions asked

* Which products have developed in the sector and their nature?
— Discussion with industry.

* Understanding of the sector — stakeholder engagement
including Cannabis Trade Association.

+ What information is available and does the evidence support the
history of consumption of the relevant food?

+ For extracts at what point are they a new food that is different to
the orginal so any existing history of consumption in the EU
does not apply?

+« How does the outcome of the considerations fit with other

legislative frameworks? ‘Tm B harcs
© 2015 Food Standards Agency Agency

Nivalgpnuk

Outcome so far

The novel foods catalogue has been updated with the latest

understanding based on the information available to Member States.

= This clarifies that the species for use as food is industrial hemp strains
of Cannabis sativa.

« That many parts of the plant are not considered novel.

+ Hemp seed extracts are not novel

= Extracts in which concentrate the level of particular components of the
plant such as CBD are concentrated beyond the levels naturally

present in the plant are novel .

Fond
m Standards
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Work is ongoing to reshape the entry in the novel food catalogue so that
the current understanding of the products with a history of consumption is

more clearly communicated.

m E'tjaunddatls
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Options available to Industry for products
considered novel.

i Application
Consultation
on novel food for a novel
status food o
authorisation

4 2015 Food Standars Agency Niexlgmnenk



IMPLEMENTATION

Enforcement measures (England)

- The Novel Foods (England) Regulations 2018 (S| 2018/154)
(Separate, equivalent legislation in other UK countries)

« Aim —to put in place a proportionate and risk based approach to
enforcement that provides enforcers with a set of tools to encourage
compliance.

= Within the current hierarchy of enforcement, specific tools the
Regulations provide for enforcement authorities in England are:

© 2015 Food Standards Agency

Compliance notices;

Fixed monetary penalties;

Stop Notices and

Back stop offences where needed.

Other sanctions in other parts of the UK.

Niexlgmnenk



EU Exit

+ The Government has confirmed that the UK will be leaving the EU in
March 2019.

= At this point, the European Union (Withdrawal) Act and subordinate

legislation will come into effect and;

« The provisions of the EU Novel Foods Regulation will become UK law

and the national enforcement provisions will continue to apply.

= We will not know what the future UK system for regulated products will

look like until our future relationship with the EU is agreed.

Food
m itgandauﬂs
E
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Thank you for your time and attention

Any Questions
Please forward to Novelfoods@food.gov.uk

© 2015 Food Standards Agency



File 1

Title: 190312 Item 6.1 opracowanie_CBD w suplementacji_ENG.pdf
CBD as a dietary supplement - an overview

These days, a good quality hemp oil is exclusively produced from carefully cleaned
hemp seeds. It should be cold pressed - this method of production will grant oil a
translucent green-to-olive colour as well as the characteristic nutty smell and
aftertaste. In the process of pressing the hemp oil can get contaminated with
elements of the plant, such as the plant’s secretory outgrowths (‘hairs’ or trichomes).
Due to this, any hemp oil can contain small amounts of CBD and terpenoids.
Although the content of such elements in the final product is not high, there is
enough of them to produce a positive effect on the organism.

Source:

Lecznicze wilasciwosci konopi i mozliwosci ich zastosowania w medycynie
(Medical properties of hemp and its application in medicine)

by: llona Kaczmarczyk-Sedlak MD-PhD, prof.; Weronika Wojnar, MS; Maria Zych
PhD, prof and Stawomir Dudek MD-PhD.

Department of Pharmacognosy and Phytochemistry, School of Pharmacy with the
Division of Laboratory Medicine in Sosnowiec, Medical University of Silesia

Full article (in Polish):

https://katowice.oia.pl/files_news/news_7341/files/Lecznicze_wlasciwosci_konopi_K
aczmarczyl Sedlak_llona_SUM_2017.pdf

It is worth stressing that currently the hemp oil is usually obtained from seeds that
not only have been thoroughly cleaned but also had their hulls removed, which
enhances the efficiency of the whole pressing process.

In the past, up until the beginning of the 20th century, when the mechanical
threshers were introduced, any seeds - be it wheat grain or hemp seed - were
obtained in the process of manual threshing with flails. A detailed description of the
process can be found in the article “Work and everyday life in rural Poland”, available
here (in Polish): http://muzeum.lasochow.pl/zboze.html

The description reads as follows:

.t was not enough to simply thresh the wheat, one had also to separate the wheat
from the chaff - as well as from weeds’ seed, shards or lumps of earth. Before
grinders, fans and cylinder separators became a standard, the grain was separated -
as Moszyoski observes - with use of a shovel or spade with a short shaft, combined
with... a natural wind: >>the grain was tossed in the air, and the wind would carry off
chaff and talings<<. Needless to say, this method was primitive and inefficient, yet
the poorest peasants continued to use it as late as in the interwar period.”



It seems obvious that using methods as primitive as those described above to
separate hemp seeds from the rest of the plant could not guarantee that the seeds
would be clean and that all unwanted elements (such as leaves or fragments of
perch) would be completely removed. The inevitable presence of such elements in
the mass of the seeds from which the oil was pressed could result in inflated levels
of CBD in the hemp oil.

In addition, since no dehulling machines were available, back in the days the hemp
oil was pressed from seeds with hulls, and it is on the surface of the hulls that all the
plant residuals (such as leaves or pollen from the perch) remain. Those elements
contain a much higher CBD content, so the cannabidiols’ levels measured on the
surface of the seed hulls are much higher than those in the clear and dehulled
seeds.

In the pressing process, the pressed oil would rinse the ground seeds (as well as the
hulls and the remains of the perch and leaves), effectively washing out CBD (CBD is
fat-soluble, that is why rinsing cannabis buds with olive oil is currently one of the
popular methods of obtaining CBD). This process clearly led to the even higher CBD
content in the final product.

As stated by the Polish Research Centre for Cultivar Testing (Centralny Osrodek
Badao Odmian Roslin Uprawnych, COBORU) there are currently 8 varieties of
Cannabis Sativa L. hemp classified as a fibre-grade. These are Beniko, Biatorzeskie,
Glyana, Henola, Rajan, Tygra, Wielkopolskie i Wojko. All of them are monoicous
varieties with the THC content not exceeding 0,2%. All these varieties are an effect
of inter-breeding processes. It is possible that in the past cultivated were also other
varieties of hemp, with higher THC- and CBD content.

Taking into consideration all the above factors, it is easy to reach the conclusion that
the CBD content in hempseed oil produced in the preindustrial era was higher than
that observed in modern products.

Scientifical sources state that CBD content in the hemp seeds obtained at present
does not exceed 25 mg/kg level, while the CBD content in the oil pressed from those
seeds usually does not exceed 75 mg/kg.

The results of a study presenting the concentration of various cannabinoids in
different parts of the plant as presented in Table 1 (below). Those results can be
found in:

Andre C.M. et al.: Cannabis sativa: the plant of the thousand and one molecules”,
Frontiers in Plant Science 2016; 7:19.

Especially interesting are also the results of the study conducted by the Croatian
team published in the following paper:

Petrovid M., Debeljak Z, Kezi d N., DZidara P. : Relationship between cannabinoids
content and composition of fatty acids in hempseed oils. Food Chem. 170 218-225.
10.1016/j.foodchem.2014.08.039.



The results of the study have been included in Table 1 above - the maximum CBD
content in the hempseed oil was 224 pg/g which translates to 224 mg/kg.

The authors of the paper make a supposition that the increased CBD level detected
in 5 out of 11 samples of hemp oil available on the Croatian market which have been
put to the test could have been caused either by an invalid production process... or
by illegal use of Cannabis Indica varieties. However, the latter possible explanation
is little probable, as the average CBD levels in oils obtained from Cannabis Indica
plants (that is, from the ‘drug-type’ plants), as quoted in Table 1, are significantly
lower than those measured in the Croatian samples and comparable with an
average CBD content of hemp oils (that is, below 75mg/kg)

Of course, there can be no certainty that the increased CBD levels observed in hemp
oils by the Croatian scientists are comparable with those typical for oils produced in
the pre-industrial era and using methods typical for that period. However, taking into
account the CBD levels observed in different parts of the Cannabis sativa plant,
mainly in its leaves (1790 — 20000 pg/g in dry mass) as well as the above-described
conditions in which the hemp oil used to be pressed up until the wake of 20th
century, we can contend with a high degree of probability that the increased CBD
content observed by the Croatian team in the hemp oil is similar to the CBD levels
typical for the pre-industrial era hemp oils.

The next goal of this overview is to prove that prior to the 20th century the typical
CBD intake of a hemp oil consumer was comparable to the amounts recommended
nowadays for the purposes of dietary supplementation. If the above claim turns out
to be true, it could be safely said that the consumption of CBD in the amounts typical
for the present dietary supplement has a long-term tradition.

To support this claim, the probable typical CBD intake for a pre-industrial era hemp
oil consumer was estimated below. The following assumptions have been made:

X the CBD content in the hemp oil is 244 mg/kg (as measured by the Croatian
researchers)

X the hempseed oil consumption by our predecessors was comparable with the
current consumption of other plant-derived fats and oils

The data concerning the average consumption of plant-derived fats and oils have
been drawn from the EFSA database - EFSA Comprehensive European Food
Consumption Database. This database contains data regarding the levels of
consumptions for different groups of food products among the citizens of the EU
countries. As the database lacks the data for Polish consumers this overview uses
the data for the Czech Republic. This country is a neighbour of Poland, so one can
assume that the Czech dietary customs would be similar to the Polish ones and
somehow representative for Middle Europe. Such an assumption can be confirmed
by comparing the data on the plant-derived fats and oils consumption in Czechia as
gathered by EFSA with findings of Polish study conducted by the Polish National
Food and Nutrition Institute and published as ,Badania indywidualnego spozycia
integralng czescig systemu zapewnienia bezpieczeostwa zywnosci w Polsce”



(Warsaw 2003); the data used for this comparison were the data for rapeseed and
rapeseed-soy oils.

The following data on plant-derived fats and oils consumption in the Czech Republic
were used in the reasoning (grammes/person/day):

- average consumption: 23,2
- median of consumption: 18,7
- consumption for the 95th percentile (‘high consumer’): 56,9

Assuming that the CBD content in the hemp oil is 244 mg/kg and that in the pre-
industrial era this oil was a basic source of plant oil in a typical diet (which was
especially true for the peasantry), the typical CBD intake in that period would be as
follows:

- average consumption: 5,6 mg of CBD/person/day
- consumption for the 95th percentile: 13,9 mg of CBD/person/day.

This estimated daily CBD intake should be now compared with the CBD levels
currently recommended in dietary supplementation.

Polish Institute of Natural Fibers and Medicinal Plants (an official and scientifical
institution) has created its own dietary supplement containing CBD and CBDa. The
recommended daily dose of this supplement (five drops) contains 5 mg CBD and
CBDa.

In the massive body of literature available on the Internet, different hemp preparation
can be found mentioned, differing not only in the CBD levels but also in the purpose
(being either dietary supplements or medicine). In general, the recommended CBD
doses for an everyday consumption vary from 0,5 — 20 mg CBD/day. Consumed in
such amounts CBD improves the quality of sleep, it also helps for headaches, mood
swings, nausea or stress and anxiety. In a bigger doses CBD is recommended for
more serious ailments and conditions, therefore it cannot be considered a dietary
supplements.

Comparing the estimated probable daily consumption of CBD for the pre-
industrial era consumers of hemp oil with the doses recommended currently in
dietary supplementation, it is safe to conclude that the CBD consumption in
such doses has along-term tradition and had been a common practice at least
to the beginning of the 20th century.
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What is a cannabis extract?

Types of extracts

Water extraction (tea)

Alcohol Extraction

Other extraction methods

Water Extraction

A water extraction is the most well know method of extraction, it is a
method used daily by millions of EU citizens for thousands of years

The preparation of a tea, is a water extraction

1.

A L

The plant material is saturated in a cup of water

The plant constituents are dissolved into the water

The plant material is removed from the water

The extract will be naturally concentrated due to the evaporation of the water
All water will evaporate naturally after a period of time




Water Extraction Method

Take vessel and Add solvent (Water) Add extract
extract material PYeporston ol sofuant st material to solvent
Remove extract Solvent continue to Extract remains
material from solvent evaporate

Alcohol Extraction

An alcohol extraction is exactly the same as a water extraction, the
method is identical.

The preparation of a tea, is a water extraction

The plant material is saturated in alcohol

The plant constituents are dissolved into the alcohol

The plant material is removed from the alcohol

The extract will be naturally concentrated due to the evaporation of the alcohol
All alcohol will evaporate naturally after a period of time

VoW



Alcohol Extraction Method

@ 9&911
D W

Take vessel and Add solvent (Alcohol) Add extract

extract material Evaporation of solvent starts material tc solvent
W j W D
Remove extract Solvent continue to Extract remains
material from solvent evaporate

Alcohol Extraction Method

Video: Demonstrating an alcohol extraction of cannabis



Water extraction vs Alcohol Extraction

The method of extraction is identical

Water Extraction Alcohol Extraction
The plant material is saturated in water The plant material is saturated in alcohol
The plant constituents are dissolved into the water The plant constituents are dissolved into the alcohol
The plant material is removed from the water The plant material is removed from the alcohol
The extract will be naturally concentrated due to the The extract will be naturally concentrated due to the
evaporation of the water evaporation of the alcohol

All water will evaporate naturally after a period of time  All alcohol will evaporate naturally after a period of time

Other extraction methods

Other extraction methods like co2 work on exactly the same principles
All these extractions requires a solvent.

* In water extractions, water is the solvent

* In Alcohol extractions, alcohol is the solvent

* |n Co2 extractions CO2 is the solvent



Formulation of CBD oil

Water extract

o

U

Ramaining exiract

Alcohol extract
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Remaining axiract Add Ol

Video: Demonstrating the formulation of CBD oil

Nutritional Profile

Hemp Seed Qil 250mg CBD Qil
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Nutritional Profile

Muriion | HempSeed0il | __caboi

Total sugars 99.4 99.7
Energy value (kcal) 895 897
Energy value (kJ) 3678 3689
Monounsaturated fatty acids 15.16 15.81
Polyunsaturated fatty acids 69.55 68.63
Saturated fatty acids 9.82 10.16
Trans Fatty Acids 0.37 0.40
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Title: 170929 Note to [Section 27] on CBD extracts final
Discussion paper from the United Kingdom:

Consideration of the novel food status of CBD extracts of hemp
Background

In the UK managing products of hemp and in particular CBD containing extracts has
become a complicated and key issue for both producers and enforcement
authorities. The novel food catalogue entries make clear that hemp products are not
novel but highly refined extracts are novel. However, in practice there is a continuum
of products on the market and we think it is important to explore the circumstances in
which extracts are no longer consistent with the history of consumption for hemp and
would therefore require authorisation under the Novel Food Regulation.

We are reaching a point in the UK where we need to be in a position to provide clear
guidance for operators in order to ensure a level playing field. We therefore welcome
the opportunity to discuss the issue and have identified some areas we feel are
important to discuss in reaching a decision on how these products should be
managed in relation to the EU novel foods framework.



We recognise that on this novel food issue, there is interaction with other legal
frameworks, including medicines and drugs. However, as these aspects are outside
the scope of consideration of this group and arrangements under these frameworks
differ from Member State to Member State, they should not be the focus of the
debate.

Key Questions

In considering the novel food status of hemp extracts we have identified the
following key questions we think need to be given consideration when making
decisions on hemp extract products, on which we would welcome discussion
with the Commission and working group colleagues:

[0 What influences the higher level of CBD (the selling point of the product)?

0 Is this a selective extraction which increases the intake of CBD by consumers
compared to the non novel extracts?

[0 Does the production process make the product novel?
Consideration of the Key Questions
What influences the higher level of CBD (the selling point for the product)?

We are aware from the information from industry that there can be a number of
reasons for the CBD in a product to be higher than traditional hemp oils. For
example, there may be naturally higher levels of CBD in the plant starting material
where a higher CBD-containing strain produced by traditional plant breeding
techniques is used, or where parts of the plant higher in CBD such as leaves, stalk

and flowers is used. It is unclear that if these naturally higher CBD levels in the plant
would be consistent with the history of consumption for hemp products and, if so,
whether this would affect the novel food status of the product.

Is this a selective extraction that alters the intake of CBD by consumers
compared to the non novel extracts?

There are cases where foods ordinarily considered to be non novel can be
considered to be novel foods when they have been obtained by a selective
extraction process e.g. green tea extract. These have largely been highly purified
extracts, but the level of purification has varied and could, at least in principle, apply
to any extract where selective extraction significantly alters consumers’ intake of the
material extracted in comparison to the non-novel version of the food.

Extracts, including seed oils, fall within the existing history of consumption for hemp
products. In products with higher levels of CBD, careful consideration needs to be
given to the techniques and level of purification required to obtain the product and
whether this may mean that the product is no longer consistent with the history of
consumption and should therefore be considered to be novel.

Some products are simple alcohol extracts of the plant subjected to a rotor
evaporation process which leads to an increased concentration of CBD. If this



process is repeated, extracts with greater concentrations can be obtained as other
components of the oil such as turpenes and flavanoids are removed. Further
advanced processes can be carried out to produce highly purified isolates of
between 60% and 99% pure CBD. The key questions are: (a) At what point is the
extract considered selective? and (b) At what level of purification is a product no
longer considered consistent with the existing history of consumption?

[Section 40] have argued that the distinction between foods, food supplements and
medicinal uses should be based on daily dosage. However, for managing these
potentially novel foods a purity criterion would be more consistent with categorising a
food within the novel food framework.

Equally, if the turpene and flavonoid components are removed in the process and
then reintroduced to the product would this result in a change to its novel food
status? And would a more concentrated ingredient that is standardised to a lower
concentration of CBD through use of Hemp oil for use by consumers be treated
differently?

Would the production process in itself be novel?

Processes not used in the food industry prior to 1997 that give rise to significant
changes in a food are considered novel. Would the use of processes to remove
undesirable substances such as THC etc. for safety reasons or in order to be
compliant with national drugs legislation mean that a product should be considered
to be novel?

Summary

In conclusion, the UK feels there is a need to consider these issues in order to
facilitate the provision of consistent advice on which hemp products should be
subject to the provisions of the Novel Foods Regulation. We are aware that in some
Member States, highly purified extracts are considered medicinal. Given the case-
by- case approach to classifying medicines, we think it is necessary to understand
how these products should be managed if they are marketed as foods. This work
could perhaps also be used to develop a framework for considering extracts ahead
of the new Atrticle 4 process on establishing novel food status under which these
issues could be raised more regularly.
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Dhear Mr Seercrarv-Ceoneral,

The forieth mecting of the WHO Expert Corunittes on Doag Dependence (TODTE)
eeavensd fram 4 L 7 Jane 2018 at WHO headquarters in Goneva, Lhe ftieth CCDD meeling
was dedicated ta the review sl cannabis wml ity componend substanecs,

CMD Pezolution 5243 noted that taa health elee1s o cuncahis had not been recontly
reviewed pod vequested the WHO ECDLY to provide 4 updiated report. The thirly-zighih BCDLD
{Mervernher, 2016 revicwesd updates prescoted by the Secretariar and recopnized un ioeresss in
the nse of cincabis and ik compunents fir medical pumeoses and the emeteence of new
catwabis-related pharmaceutival preparalions o therapetic wsz, The Conunittes Auther
recopniscd thar cannalis had nevar heen suhject ta farmal review smd therefore recommended
thit pre-revicws of canpabls and 103 component subkstances he evalualed al o specific BCDD
mizeling dolicated tix those substances,

Following thase recommendalions, the orieth HCDEY undertoek & eriteal seview o
cannabidial (CBD). It alao carried oul pre-revisws ol cannebis plant and resin; cxrraces aod
tinctaes of cannabis; Ao ta-S=tetralyydiccanalim {TIIC), and somers of THC,

WiLh referenoe to Antiele 3, paragraphs [ and 3 of the Single Cooventivn wn Marcite
Drruyes § 19617, ws amended by the 1972 Protocol, 1 an pleased oo suboit the recuorenenilaticns af
the fartizth ECDD 5 follaws:

Cannabidial (CED)

The Conmittes recomimcnded that presarations cansidered v e purs GBI <hosld not be
swheduled within the Intermational Drag Contral Coeventicns.

FRECT ()

ool Mas ) Dedeyne-Amann, Chiel, Secretariat wo the Govenung Bodics, LNODE

Loadldl el dolius « AT HHN
(roamisation mondiale de [a Sanié « BeesHPHEA OPraHHIaUWA IpaB0nparaHiA = Qrnanizacian Mundial de 12 Sahed



His Excellency, Me Anténio Goteres

Fape 2
seceenaey Greneead of the Unied Mations, MNew Yarl

Cannahis plant and resin
T Cormronlees conclwded that there 35 sulhoenl evidence o omesed 1o a Coea] Baview

Exlracls aod linclores of cannabis
The Couunitree coneluded thar there iz sufficiont cvidenee wo proceed to a Critical Rev.ew

Drelta-0-THC

The Cumemitier comeluded it here 15 sulTaent evidence 4 proceed to o Cotical Revisw

Lsormers of TIIC
1he Corumittee eoucluded that there is sufficicnt evidence to proceed to a Critical Roview

The recimomandatiins and the assessmenls and Grelings: onowhick they sne based are st
cl in delwil in the WHO Expert Comomiltes oo Oroe Dependance Fordieth repors. An extragt of
thee peprond 38 artached o Aozes Lol iy letlen.

1 wrould like to rake chis apportunic: to infonn vou that the foerty-first meeting of the EC DD
will take place in Movember 2018, At that time, the Comnitte will nndertake crirical reviews of
the abiwve-memliome] cunnabis componenls {eannahis plant and resing axteacts snd tinetores of
canmabis; Delta-0-TTTC; Isamers 4F THO) as well ux ol o oomber ol Mew Poychoacive
Substances {(MD'5), including fenlanyl-analegues aod other paychiactve substonces.

1 am verv pleascd with the onpoing collaboration between wWHO, the Laited Mations
Offies on Drugs and Come {TWODC) and the Intemational Narcotics Control Boad (18CB), in
parliculyr, mow this collaberrtion hes supporsd the work of the WHO Espert Committoe on
Drug Dependence, and more penerally, the implementativn of e aperulional recommendations
afthe United Malions Ceneral Assemnbly Special Session (UMOASH) 2004

L\}[l&, W’ﬁ Yours sincarcly,
?W-,.Ai N‘lslﬂ’lﬂ

D Ted=os Adhar
Director-Ciemeral

1 Ghebreyaiug
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Annex t- Extract from the WHEO Expert Committes on Dinp Dependence: Farlieth roport
Cannabidinl (CBDY
Camnabidiol is one o the natoeally oceurring cunnahineids fcrd in cannabiz plaots.

There ere na ease reporty of abuze or dependense relating to the nse of pure CHED. N public
heallt problemes have been asspeiated wish CBD use,

CBL has been found o be genetally well walerabal with s good safety profils. Adverse effects ot
CBLY nze inclnde loss of apperite, disrchoes, and Juticoe.

Therapealie applicalions of CHBL arc being researched for a variety of clinical oses. Research in
dris aren is rnael wlvancerd in the treatment of epilepsy, Le clinocal trials, ooe pore CHD poodiect
ks demansteated effectivensss lor tresting some fonns of cpilepsy such a5 Lennox-Gaslaot
Svndromme and Dravel Syodoomes thal are oen resisiand W other forms of modication. Sinee the
Commrtes met. 4 pure CBD product has recelved rourkelineg approval by the L% Food aod Dmg
Admainistration (FDA),

Cannahidinl (ORI s nal specifically listed in the schedules of the 1561, 197) or 1088 United
Matioos Interational Oroe Cominel Conventions, However, i prepared as an extract of licciure
of cannabis it is controlled in Schedule Tof the 1961 Singpls Convention on Nareoti: Dimgs.

‘There i3 no evidenes that CBLr ac a anhatance i3 liabla Lo similar abwse and similar ill-cffiects &
substamees in the 19467 21 1971 Conventions suc as cannabis or TUIC, respectively,

The Couniites réceromznded that prepsrations cansiderod to be pure CHL shaold not be
acheduled.

Lannabis plant and resin

Canrahis s detined ay the flowenng tops or sepacated resin of the Cannabis soliva planl.
Cannahiz containg 121 ceporled phylocsnnabimaidy, with the most prominent of dese
compotnds being AS-TIUC {THE) and vannabidiol (OB THC is thaugl to be the princioal
intexicant constituent of cannabis.

When consumed acutcly, cannabis couses ndverse aifects such as dizcdness und impaired motor
vontral and copmilive Bunchion, Canabis ean canse driving impaiinenr. There are partizuler
eequmted risks (o children soch ps respitatory depression, tachveardia, and cama. The adwerss
effects of cannabis consumiplice are similer Lo these produeed by 5 HE alone,

Most of the adverse cffiocts associated with canomabis resull rom chramie use, Regular cancabis
use 15 assicialed with increased risk of menta: health disorders sach as anxiely, depressinn, and
peychonie illoess. Chromic regular sannabis use 13 particulatly problematic lor yoang peaple a2 n
resull ol the effects on the developing brain,



@ World Health
*2%.# Organization

Annex 1

A mzhiE AP - B2 Sive 37 - B s = D vk L 147 2278130 11— S0 CENTRAL HI 2279 311 —umas v DR T

Canmebiz can cavse physical dependence in hurans 43 evidenced by lhe onsel o vannabis
withuruwul symoptoms wpon abstincnce, Withdeawal syndrames include mond changes,
irritahilily, wnd slesp impaimmenl . Clinical disgnestic goidelines such as DEM-3 and 1CD-10
racopnise cannabis aze disonder.

The Commizes considered nformation reparding die therapeutic iclicalieny of sannpbiz and
ompming research for its possible medieal applications. Sevaral conntries perrit the tse wf
cannuhis for the trearment of medicad eonditious such as back pain sleep disorders, depression,
post-in‘ury pain, and mealtiple scleresis, Ressarch with cannabis Jor its potential wedical
applicarions s angaing,

iZarmabis plant and canmabis resin ave placed i Schedule Tand Schedule T3 of the 1961 Single
Cinveation on Mareotiz Drugs. Substances that are includad in beth Schedales Tanl TV al the
1961 Comventivn gn Mareokic Lirugs ate particulacly liable to abuse and to produce ill-edlects.
Ciber subslonces included ic both Sehedules T and IV arc fontany] analoancs and otber apioids
comigiderad especiclly danseroos,

Ths evidence presented to the Conunattes did ool indicoute thal cannabis plant sod cannabis resin
were liable to produce ill-cffects similar wo these other subatances Dl are in Schedoule TV ol the
1961 Clinvention oo Sareobic Doogs, The inelusion of cannabis and cannabiz rezin it Schedole
% rowy nol wppear Lo he comgistent with the eriteria for Schedule 1V,

The Committee cancluded thar thers is sallicient evidence o proceed ke eritical review of
cannabis plant and cannabis resin at a fouee ECOD meeling and explore further the
appropnatencss of their currenn scheduling withio te 1961 Convedan.

Extracts and finctures of canoahbis

Barracts and rinciwes ol camubis ae suhslances hat bawve been exlracted fmom the Cannabis
gativa plant. These nelude preparations such 13 sannabis wilx, lews, and nebiximols (an cxitack
with approximately equal cuontities of THEC and cannabidiol). These subslones: cun he
eilministerssd through various roures inelnding through cral conswn plion aul sinke mhelatiomn.

Evidence argunid the cepemlenve poelenbal of cxtracts and finetires of canabis varies by
subarance. There ate oo published sludies thal heve svaluated the dependence potential of
nabiximols, bot there iz limited evidencs of a withdrawal symlime anun shropt cossation (.8,
sleep disTuption, mood changes), The frequent ns2 of butase hash ail hies been associaied with
phyvical dependenee. The pavcheactive constitnene AQTHO present ir 4 majootly af extucls hay
been separately exatninel and b been shown to have dependenee potzntial.

There are fess published studies thot have evalualed the shose petential of cannahis cxtracts in
animals or nmans. There ave, however, stodies ral have invesligulel the sbase polentisl of
variows components of cxtmcts and tinctures of cannabis. Whilst particuler companenls, such ay
AQTHC, have demonstrated abuse potential, other components i theze peeparalione., such s
CITATD, oo il anve nbose potential-
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The Carmmiltes reco gizsed tho the lerm “cxiricts and tineteees’ as cited o the 1961 Sioole
{lenvention on Nareotic Drups ensanpasses prepuralions thal have peychoastive propetes as
wiel] as those that do 1ot bave soch propertizs. The Coonmilles alsa recegnized thet the
pewchoaclive propertics of these preparations are due ta AP-TIC ond pussibly somery of THC,
substerces which ate curmently scheduled nthe 1971 Convention oo Paychiolripic Subsluoces,
Amorgst the sabstunces hat wre aet poyehoactive wighin the praparations thar ave desvad as
eXtncts of ticciures of cannabis, seme like cannahitlio] have promising therapeutic indications,
Cannabis extracts and tinctures are placed in Schelele 1of the 1961 Single Convontion on
ureotic Lnigs,

The Commmilter roted that the category 'extrast and tincowes of c2enabis’ encimpasses i varety
vl vers diverse [umoulabons with varyving raties of cannabis components, in paticular TITC, and
widh or without peychoaclive praperlies.

The Cormmittes chovefore consiuded that teee is sulTicient inlirmalion o progress cxtracts zod
linetures o cannahis to cotical vevicw at @ toture EC DD neesting it arder Lo addresy the

necessily al comtineing te inelwds the nomenelamre *exracts and tincrures of cannobia' 0 tha
1981 Coanvenlion.

Deelta-B-teieahydrvesonahinag] {THC)

Delig-2-{emrahvdrocannabinel ©1HC) refers to four sterenizomears af AQ-TTIC, Cne ol ke

slerendsomers 15 known by the Intemational Nonpropristary Mame (NS, dronahin!, und has
racozmzed Therupeulio nies.

Clronic administeation of AD-TIIC can indwce physica] dependence in laberators animals and in
lunnans. This haz been evidenced by the presecce ol wilkdrwul elTeets in woimalzs and boman
suhjects,

The subjective ellects ul ATTHC when adninistered oraliy sesemble those of caooabis.
Terwewar, bere i lillle evidence thal vral A9-THC 1= used for non-nedical purposes so as o
causc a public health protdzm.

AD-THC [dransbine]] has approval in a number of ceunleies Lo therapeutic mdications including
anoreaiy agsoeiiled wilh weight loss in paticnts with Acquived [mmune Deficiency Syocome
CAIDSY and for nuwsea und vomizing szsoeiated it cancer chemotherapy. A9-THC [dronabinoly
iz routinely admisistared omally.

AG-IHC g s srcreoisomers are listad i Schedle TT ol the Canvenlion on Psychotropic
Suhstaneeys of 1971,

[n previous RETITY reviews, AQ-THC and cypecially dronabinel had been considered in s
avithatic farm as a phannaceolical preparation.
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