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We, the undersigned organizations (hereinafter — the Organizations), operate in the field of hemp
growing, production of hemp products for final consumption and production of intermediate products,
as well as conducting the science and research on hemp products. Our teams include botanists, hemp
growers, technical engineers, chemists, and quality control specialists.

Our areas of focus and expertise include:

~ Research and applicability of natural hemp-derived remedies to cosmetics, food supplements,
functional food;

- Development of cannabinoids as a promising novel treatment strategy targeting numerous
diseases affecting human health;

- Development of sustainable hemp growing and processing methods.

The publication of the Draft Order of the Minister of Health and the Minister of Agriculture of the Republic
of Lithuania “ On approving the list of maximum permitted levels of tetrahydrocannabinol in hemp grown
for fibre products or categories intended for final consumption” (hereinafter — the Draft Order) has
raised numerous concerns about its overly restrictive nature that could not only adversely affect the
producers of goods derived from hemp, but also contribute to the artificial partition of European single
market. In particular, the Draft Order sets out the maximum permitted level of tetrahydrocannabinol in
food supplements at 2 mg/kg, and the maximum permitted level of tetrahydrocannabinol in non-
alcoholic beverages in at 0.02 mg/kg.

The Organizations note that on June 29, 2022 CJSC “Biosyyd” (company code 304741925, address A.
Juozapaviciaus ave. 7, LT-45251 Kaunas, Republic of Lithuania, hereinafter - Biosyyd), a company
actively working in hemp research and hemp product development sector, has submitted an appeal to
the Ministry of Health of the Republic of Lithuania and Ministry of Agriculture of the Republic of Lithuania
(hereinafter — the Ministries) regarding the restrictions provided for in the Draft Order (Annex No. 1,
hereinafter - the Appeal), in which it raised concerns regarding the reasoning behind the Draft Order
and provided a scientific substantiation for setting higher maximum permitted levels of
tetrahydrocannabinol in hemp products or categories intended for final consumption than those
indicated in the Draft Order. However, the Ministries did not provide an answer to the Appeal and did
not amend the Draft Order.

For these reasons the Organizations submit this Contribution in which the Organizations:

i Detail the insufficiencies in the process of adoption of the Draft Order;

ii. Outline the errors in the scientific reasoning behind the Draft Order;

iii. Detail the obstacles to the free movement of goods within the internal market created
by the Draft Order;

iv. Urge the European Commission to deliver a detailed opinion to the responsible
institutions in the Republic of Lithuania to the effect that the measure envisaged in
the Draft Order may create obstacles to the free movement of goods within the
internal market in accordance with Article 6(2) of Directive (EU) 2015/1535.



I. THE PROCESS OF ADOPTION OF THE DRAFT ORDER

On June 6, 2022 the Ministries published the Draft Order in the electronic Legal Acts Information System
of the Republic of Lithuania and set a term of 5 calendar days for its coordination with other
governmental institutions and interested parties.

The aforementioned step and the setting of a very short coordination period seemingly contradicted the

provisions of laws of the Republic of Lithuania which detail the process of legislation and coordination

of legislation projects, attaching particular importance to processes when the legislative acts need to be
coordinated with European Union legislation:

- Article 9(2) of the Law on Legislative Frameworks of the Republic of Lithuania (hereinafter — the
Law on Legislative Frameworks) states that “In the period of legal act project preparation,
when the Lithuanian national law is coordinated with European Union law or international law, all
possible alternatives must be taken info an account and the alternative that satisfies the
Lithuanian interests the most, shall be selected”;

- Article 9(5) of the Law on Legislative Frameworks states that , A/ persons have the right to submit
proposals regaraing the draft legal act published in the Legal Acts Information System. Upon
recejpt of proposals that have not been submitted in the Legal Acts Information System, entities
preparing draft legal acts must also transfer and publish them in the Legal Acts Information
System. The entity drafting the legal act evaluates all submitted proposals”;

z In addition, article 17(3) of the Law on Legislative Frameworks states that , When drafting legal
acts electronically, the institutions with which the draft legal act is expected to be coordinated
usually participate. Other persons or groups of persons may also participate in the drafting of
legal acts electronically by submitting proposals for the draft legal act being prepared”.

These provisions mean that, according to the Law on Legislative Frameworks, every Lithuanian citizen
and entity has a right to be involved in law-making progress.

Biosyyd, acting in accordance with the provisions of the Law on Legislative Frameworks, submitted the
Appeal to the Ministries on June 29, 2022. The Appeal contained Biosyyd's concerns regarding the
content of the Draft Order with detailed notes and suggestions, in it Biosyyd asked for a deeper
cooperation regarding the matter.

However, in spite of the fact that the Appeal contained substantiated argumentation regarding the
inadequacy of limits set forth in the Draft Order, the contents of the Appeal were not taken into account
by the Ministries and the provisions of the Draft Order were not changed without providing any
substantiation as to the reasons of disregarding the arguments set forth in the Appeal.

On July 21, 2022 Lithuania submitted the notification (hereinafter — the Notification) regarding the
Draft Order to the Technical Regulation Information System (hereinafter — TRIS) platform for the
Commission and other Members States to examine. At this point, in accordance with the provisions of
Article 5(1) of the Directive (EU) 2015/1535 of the European Parliament and of the Council of 9
September 2015 laying down a procedure for the provision of information in the field of technical
regulations and of rules on Information Society services. On that date the Draft Order entered the stand-
still period, where it cannot be adopted, and can receive comments and contributions from the
Commission and Member States.

It shall be noted that on August 11, 2022 Commission Regulation (EU) 2022/1393 of 11 August 2022
amending Regulation (EC) No 1881/2006 as regards maximum levels of delta-9-tetrahydrocannabinol
(AS-THC) in hemp seeds and products derived therefrom (hereinafter — the THC Regulation) was



adopted. The THC Regulation covers the matter that is regulated in the Draft Order — the THC Regulation
sets forth the maximum levels for delta-9-tetrahydrocannabinol (A9-THC) equivalents in foods. The THC
Regulation will come into force on January 1, 2023.

Thus the following conclusions can be made about the Draft Order's adoption process:

i. The Draft Order was not properly coordinated within the Republic of Lithuania as the
Ministries did not take into account the information and arguments presented in the
Appeal;

ii.  After the submission of the Draft Order to the TRIS, the THC Regulation was adopted.
The THC Regulation covers the matter of setting maximum levels for delta-9-
tetrahydrocannabinol (A9-THC) equivalents in foods — the same issue that is covered
by the Draft Order.

II. SHORTCOMINGS IN THE JUSTIFICATION OF THE BASIS FOR ADOPTING THE DRAFT
ORDER

It is important to note that the Ministries have provided severous erroneous assumptions and
conclusions in the substantiation of the provisions of the Draft Order, which contributed to the maximum
levels for delta-9-tetrahydrocannabinol (AS-THC) equivalents in foods set in the Draft Order being set
unjustifiably low.

A detailed analysis of the erroneous methods used to determine the maximum levels for delta-9-
tetrahydrocannabinol (A9-THC) equivalents in foods in the Draft Order is provided in the Appeal (Annex
No. 1). In the Contribution herein the Organizations shall present a summary of the arguments detailed
in the Appeal as well as additional comments regarding the Brief Statement of Grounds presented by
the Member State in its TRIS Notification.

1.1. Erroneous statements presented in the Brief Statement of Grounds

The Brief Statement of Grounds is a part of the Notification. In accordance with Article 5(1) of the
Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 September 2015 laying
down a procedure for the provision of information in the field of technical regulations and of rules on
Information Society services (hereinafter — the TRIS Regulation), , Subject to Article 7, Member States
shall immediately communicate to the Commission any draft technical regulation, except where it merely
transposes the full text of an international or European standard, in which case information regarding
the relevant standard shall suffice; they shall also let the Commission have a statement of the
grounds which make the enactment of such a technical regulation necessary, where those
grounds have not already been made clear in the draft'. Thus the Brief Statement of Grounds is
supposed to contain the justification of the need to adopt the Draft Order.

However, there are errors and fallacies presented in the Brief Statement of Grounds that give reason to
doubt whether the limits set forth in the Draft Order are based on objective scientific data, and fail to
substantiate the need for the adoption of the Draft Order.

Firstly, the Brief Statement of Grounds states that ,In 2020, the European Commission prepared a
comprehensive opinion on the Draft Law on Hemp Grown for Fibre, where it indicated that in the view
of the European Food Safety Authority’s THC toxicity and impact assessment, foodstuffs containing
0.2% of THC pose a public health risk and therefore cannot be placed on the EU market. The Furopean
Food Safety Authority has determined acute toxicity at 1 yg THC per 1 kg of human body
weight'. This statement is verifiably false, as the European Food Safety Authority (hereinafter - the



EFSA) in its 2020 January 7 publication ,Acute human exposure assessment to tetrahydrocannabinol
(A9-THC) has set forth an acute reference dose (hereinafter - ARfD) of 1 ug/kg body weight (bw)
for A9-THC.

It must be noted that these two concepts — ,acute toxicity" and ,acute reference dose" - are very
different: while the former implies a toxic effect to the human body, the latter has been clarified by the
European Chemicals Agency' as meaning ,.an estimate of the amount of a substance in food or drinking
water that can be ingested over a short period of time, usually during one meal or one day, without
appreciable health risk to the consumer®, that is, the ARfD of 1 pg/kg bw for A9-THC means that
1 pg of A9-THC per kilogram of bodyweight can be safely consumed without the consumer
experiencing any adverse effects.

This means that the Ministries adopted the Draft Order under the assumption that the consumption of
1 pg AS-THC per 1 kilogram of bodyweight causes adverse effects, while in reality it is an acceptable
limit for safe consumption.

Secondly, the Brief Grounds Statement details that , Having examined reguiatory practices in other EU
countries and in line with the precautionary principle, as well as taking the potential risks to human
health into account, in the Draft Order the working group decided to propose the levels of THC within
the range of 0.02 to 7.5 mg for the following food categories: hemp grown for fibre seed oil; ground
hemp seeds, hemp seeds partially defatted and other products produced or processed from hemp seeds;
food supplements (excluding food supplements intended for use by infants, children under 18, pregnant
and lactating women); non-alcoholic drinks; other foodstuf’s".

The lower range of 0.02 mg per 1 kg of product is not further substantiated. Taking into account the
fact that 0.02 mg amounts to 20 pg, and that the ARfD for A9-THC is 1 pg/kg bw, this lower limit means
that a person with a lower than average bodyweight of 60 kg would have to consume 3 kg
of the product in a short period of time to approach the ARfD. Bearing in mind that the average
adult is awake for 16 hours per day, and that the scientific literature details that the effects of THC wear
off within 8 hours when taken orally, the ,short period of time" in this case should not exceed 8 hours,
thus such a low limit is unjustifiable, unreasonable and unnecessary.

These statements presented in the Brief Statement of Grounds clearly demonstrate the
Draft Order's authors' fundamental misunderstanding of the significance and meaning of
the ARfD limit and failure to estimate the likely real-world usage of hemp-derived products.
This means that the Draft Order was likely based on erroneus assumptions and faulty
premises, thus making the limits set forth in the Draft Order not justified by objective risks.

1.2. Summary of the arguments detailed in the Appeal

Detail arguments and scientific data were presented in the Appeal, which demonstrated the methods
used for calculation of A9-THC ARfD and acceptable daily intake (hereinafter - ADI).

Firstly, the maximum permitted levels of A9-THC in products intended for final consumption must be
set taking into account the average and maximum consumption of the products in the specific category
of products intended for final consumption, as well as the average and maximum duration of the effects
of THC on the human body after consumption.

! European Chemicals Agency, ADI and ARFD derivation for biocidal active substances, 9 December 2016. Online access:
https://echa.europa.eu/about-us/who-we-are/biocidal-products-committee/working-groups/human-health
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This means that while setting different maximum levels for different groups of products
intended for final consumption is reasonable and necessary, the levels should be
determined by evaluating the real-world data on the factual consumption of a certain
product.

In practical terms this means that the limits for products that are usually consumed in small
quantities (such as food supplements) should in principle be higher than limits for products
which are usually consumed in larger quantities (such as non-alcoholic drinks). However, the
Draft Order details that the maximum permitted tetrahydrocannabinol quantity for food supplements
(excluding food supplements intended for use by infants, children under 18, pregnant and lactating
women) — 2 mg/kg — is lower than the maximum permitted quantity for hemp seed oil — 7.5 mg/kg,
even though the food supplements are usually consumed in small doses, such as pills or capsules that
can contain merely 1-2 grams of the hemp-derived substance. The Draft Order also fails to take into
account the fact that the ARfD is a time-dependent indicator, meaning that it should be taken into
account that the average amount of a certain product group is likely distributed throughout the day.

Secondly, setting maximum limits for A9-THC lower than the limits set forth by the European Union
Regulations under the pretenses of ,public health protection® is unreasonable as the maximum allowed
limits for AS-THC are already calculated using stricter parameters than those used in the calculation of
ADIs of other psychoactive substances in foodstuffs, such as opium alkaloids, alcohol, nicotine or
caffeine.

The main parameter that influences the limit of the ADI is the uncertainty coefficient (hereinafter — UC;
it is used to compensate for the lack of knowledge of the precision of the test results and the difficulty
of assessing effects in different individuals and/or under different exposure conditions), and the higher
the UC s, the lower the ADI determined. The UC for A9-THC, chosen by the EFSA, was 30, while EFSA's
UC for opium alkaloids is 3, for nicotine — 4.4, while UCs for alcohol and caffeine are not determined at
all. Bearing in mind the fact that the negative effects of opium alkaloids and nicotine on human health
are severe, the setting of an extraordinarily high UC for A9-THC demonstrates that the ADI for A9-THC
is disproportionately lower than respective ADIs of nicotine or opium alkaloids.

Thus it can be concluded that the Draft Order fails to take into the account the factors and
calculation methods that are used by the scientific community to evaluate possible effects
of psychoactive substances to the human body, and thus the limits set forth in the Draft
Regulation are unreasonably low.

ITI. OBSTACLES TO THE FREE MOVEMENT OF GOODS WITHIN THE INTERNAL MARKET
CREATED BY THE DRAFT ORDER

The Draft Order, as a technical regulation, sets forth maximum limits for A9-THC in hemp-derived
products that differ from the limits set forth in the THC Regulation and thus will affect the free movement
of hemp-derived products and to create obstacles to the proper functioning of the internal European
Union market.

Since 6 out of the 9 maximum permitted tetrahydrocannabinol quantity limits set forth in the Draft Order
for products intender for final consumption by humans are lower than those set forth in the THC
Regulation, entry of the Draft Order into force would mean that producers and importers operating in
other Member Countries would be unable to distribute and sell many of their products that comply with
the THC Regulation in the Republic of Lithuania. This is a clear impediment of the free movement of
goods in the Single Market.



Exceptions to the free movement of goods are to be interpreted narrowly in the European Union
legislation. Barriers are justified only if the national measures are necessary to satisfy mandatory
requirements or any of the interests listed in Article 36 of the Treaty on the Functioning of the European
Union (hereinafter — TFEU) “ on grounds of public morality, public policy or public security; the protection
of health and fife of humans, animals or plants; the protection of national treasures possessing artistic,
historic or archaeological value; or the protection of industrial and commercial property. Such
prohibitions or restrictions shall not, however, constitute a means of arbitrary discrimination or a
disquised restriction on trade between Member States” and are proportionate to the legitimate objective
pursued.

National legislations which aim to restrict the access to the market of the importing Member State are
regarded as having an equivalent effect to a quantitative restriction within Article 34 TFEU “ Quantitative
restrictions on imports and all measures having equivalent effect shall be prohibited between Member
States.” Whilst common EU-wide type-approval requirements normally facilitate the marketing of
products in the internal market, national type approval in non-harmonized areas may create barriers to
trade of goods. In addition, diverging national product standards make it difficult for manufacturers to
market the same product in different Member States and may well lead to higher compliance costs.
Obligations requiring national type approval prior to the placing of products on the market are therefore
to be seen as measures having equivalent effect. Only on the basis of health or safety justifications may
a Member State be entitled to require a product which has already received approval in another Member
State to undergo a fresh procedure of examination and approval.

The European Court of Justice (hereinafter - the ECJ) has issued judgements in several cases pertaining
to the artificial partitions within the Single market. In Judgment of 11 January 1996, Commission v
Netherlands, Case C-273/94, EU:C:1996:4, paragraphs 13 to 15 the ECJ stated that the national act
applying to a specific product a derogation from another technical regulation already in existence
concerning the same product constitutes a technical regulation within the meaning of Directive 83/189
since it establishes alternative technical specifications the observance of which is compulsory, de jure
or de facto, when that product is marketed or used. Anyone who wishes to derogate from the existing
rule is under an obligation to comply with the alternative specifications in order to produce or place on
the market the product in question. The notification obligation does not depend on the presumed effects
of the technical regulation in question on trade between Member States. Instead, the objective of the
procedure is to establish whether there is any risk of creating a barrier and whether it could be justified
in the light of EU legislation. Consequently, even rules liberalizing the arrangements for the products
concerned must be notified.

The principle of mutual recognition, which was established by the ECJ in its interpretation of Articles
28-30 of the TFEU and applied in areas that are not harmonized at European Union level. The principle
was set by the ECJ in the Cassis de Dijon judgement (Case 120/78, Judgment of the Court of 20 February
1979, ECLI:EU:C:1979:42) in relation to the free movement of goods. According to it, a product lawfully
produced and marketed in one Member State must be accepted in another given that the legislation of
another Member State is equivalent in its effects to the domestic legislation. In this specific case,
Germany refused the placement on the German market of a French liqueur on the ground that it did
not correspond to the minimum alcohol percentage required by German law for beverages to be
marketed as "liqueur". The ECJ ruled that Germany breached Article 34 of the TFEU. The ECJ also
referred to the "rule of reason" regarding the national mandatory requirements that Member States
could invoke in order to protect public interests such as health and safety. On the basis of this rule,
Member States must acknowledge that if products are manufactured in accordance with
other Member States' national regulations, standards or procedures, they cannot be denied
access to their market if these other norms guarantee a comparable level of safety.



These provisions and case law clearly demonstrate that technical regulations that set out
restrictions for certain products groups (when these restrictions are not justified by
reasonable public health or safety concerns) constitute artificial partitions of the Single
Market. Thus, since the Draft Order sets out arbitrary maximum permitted
tetrahydrocannabinol quantities, its adoption would constitute a violation of the TFEU and
negatively affect the free movement of hemp-derived products within the Single market.

IV. ORGANIZATIONS' PROPOSALS

On the basis of the information provided above, the Organizations urge the government institutions of
the Republic of Lithuania not to adopt the Draft Order.

The Organizations also ask the European Commission to investigate the artificial restrictions on the free
circulation of goods created by the Draft Order and oppose the entry of this legal act into force.

ANNEXES:

Annex No. 1 - Biosyyd's appeal to the Ministries.

Best regards,

Association  of  Industrial Hemp Company Biosyyd
Growers, Processors and Business Director
Innovators (KAPVIA)

Director Rimantas CIUTAS Vida Audra BUDRIENE

Pl A
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(signature) (5/97'3 ure) /




Biosyyd, UAB
Imones kodas 304741925, PVM mokétojo kodas LT100011778216
adresas A. Juozapaviciaus pr. 7, LT-45251 Kaunas

Teikiama el. pastu.
Originalas siunciamas nebus.
PasirasSyta saugiu el. parasu.

Lietuvos Respublikos sveikatos apsaugos ministerijai
ministerija@sam.It

Lietuvos Respublikos Zzemés ukio ministerijai
zum@zum.lt

KREIPIMASIS
Dél Lietuvos Respublikos sveikatos apsaugos ministro ir Lietuvos Respublikos
Zzemés ukio ministro isakymo ,,Dél Didziausiy leistiny tetrahidrokanabinolio
kiekiy galutiniam vartojimui skirtuose pluostiniy kanapiuy gaminiuose ar jy
kategorijose saraso patvirtinimo* projekto

2022 m. birzelio 23 d.
Kaunas

Gerbiamieji,

Biosyyd, UAB (toliau - Bendrové) veikia galutiniam vartojimui skirty produkty is
pluostiniy kanapiy gamybos bei tarpiniy produkty gamybos srityje, taip pat Bendrové
vykdo pluostiniy kanapiy produkty tyrimus. Bendrove, susipazinusi su Lietuvos
Respublikos sveikatos apsaugos ministro ir Lietuvos Respublikos zemés Ukio ministro
isakymo ,Deél Didziausiy leistiny tetrahidrokanabinolio kiekiy galutiniam vartojimui
skirtuose pluostiniy kanapiy gaminiuose ar jy kategorijose sgraso patvirtinimo* projektu,
2022 m. birzelio 6 d. paskelbtu Teisés akty projekty duomeny bazéje (projekto
registracijos Nr. 22-8495, interaktyvi prieiga:
https://e-seimas.Irs.It/portal/legalAct/It/TAP/fa7dbd70e55811ec896de0b71e9885007?
positionInSearchResults=0&searchModelUUID=45ad0dd0-1002-440f-8f52-7dceOadf9ca7)
(toliau - Projektas) bei Lietuvos Respublikos sveikatos apsaugos ministerijos parengtu
Projekto derinimo lydrasciu (Nr. (1.1.9E-413)10-, toliau - Lydrastis), teikia Sias pastabas
ir pasitulymus dél Projekto turinio.

Bendrové maloniai atkreipia démesj, jog Projekte nustatyti didziausi leistini
tetrahidrokanabinolio (toliau - THC) kiekiai galutiniam vartojimui skirtuose pluostiniy
kanapiy gaminiuose ar jy kategorijose yra itin Zzemi. Projekte pateiktos normos yra tokios
mazos, kad tai apriboja pluostiniy kanapiy gaminiy gamintojy galimybes gaminti Siuos
gaminius, nes gamyboje naudojami procesai bei jrenginiai negali patikimai ir nuosekliai
pasiekti reikiamy rodikliy. Kita vertus, nustatytos ribos neéra pagristos objektyviais
moksliniais jrodymais, néra atsizvelgiama | konkrecliy produkty rekomenduojamo bei
tikétino suvartojimo kiekius, kurie daro jtakg galutiniam vartotojy suvartojamam THC
kiekiui.

Todél Siame Kreipimesi toliau pateikiami moksliniy tyrimy duomenys bei informacija apie
kity valstybiy taikomus apribojimus didziausiam leistinam THC kiekiui, kuriais remdamasi
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Bendrové praso padidinti Projekte nustatytus didziausius leistinus THC kiekius galutiniam
vartojimui skirtuose pluostiniy kanapiy gaminiuose.

SAVOKOS

BgVvVv Vokietijos federalinis vartotojy sveikatos apsaugos ir veterinarinés
medicinos institutas;

EMST Europos Sagjungos maisto saugos tarnyba;

Komisija Europos Sajungos Komisija;

LOEL maziausias pastebéto neigiamo poveikio lygis, angl. /lowest observed
adverse effect level - maziausia dozé, kai tiriamoje grupéje pastebétas
efektas rodo neigiamg poveikj tiriamajam;

LPD leistina paros dozé;

NK neapibréztumo koeficientas, naudojamas siekiant kompensuoti Ziniy apie

bandymy rezultaty tikslumg trukumg ir sunkumus jvertinant poveikj
skirtingiems individams ir (arba) skirtingomis poveikio sglygomis;

NOAEL nenustatyto Zalingo poveikio lygis, angl. no-observed-adverse-effect level -
eksperimento budu nustatytas poveikio organizmui lygis, kuriam esant
biologiSkai ar statistiSkai reikSmingai nepadidéja bet kokio neigiamo
poveikio pagal bandomajj protokolg daznis ar sunkumas;

THC tetrahidrokanabinolis;

UPED umaus poveikio etaloniné doze, angl. acute reference dose - apytikslis
medziagos kiekis maiste ar geriamajame vandenyje, iSreikStas proporcija
kano svoriui, kurj galima suvartoti per trumpa laika, paprastai vieno valgio
metu arba per vieng dieng, nesukeliant pastebimo pavojaus vartotojo
sveikatai, remiantis visais vertinimo metu zinomais faktais. Paprastai jis
iSreiSkiamas miligramais kilogramui kino svorio;

l. MOKSLINIY ORGANIZACIJYU REKOMENDACIJOS

Nova-Institute - tai nepriklausomas institutas, jkurtas 1994 m., kuris vykdo mokslinius
tyrimus ir konsultacijas. Nova-Institute vykdo tyrimy ir konsultacine veiklg Siose srityse:
biologinés kilmés medziagos ir cheminés medziagos, biotechnologijos, natlUralUs pluostai,
kompozitai. Nova-Institute yra Europos Sajungos Komisijos platformos Knowledge4Policy
(liet. ,, Zinios politikai*), skirtos jrodymais pagristam politikos formavimui, naré?.

Nova-Institute specialistai, biomedicinos moksly daktarai M.D. PhD Gerhard Nahler
(Clinical Investigation Support GmbH, Austrija), M.D. Eberhard Pirich, Prof. Dr. Rudolf
Brenneisen (Berno universitetas, Sveicarija) ir Prof. Giampaolo Grassi (CRA-CIN, Italija)
2015 m. liepg publikavo gaires ,MoksliSkai pagristos THC maisto produktuose gaires
Europoje“? (toliau - Gairés), kurioje pateiké informacijg, aktualig leidziamo THC kiekio
galutiniam vartojimui galutiniam vartojimui skirtuose produktuose nustatymui.

Gairése pateiktose rekomendacijose buvo vadovaujamasi moksliSkai pagristomis THC
LOEL vertémis: apibendrinus daugeto moksliniy tyrimy duomenis, buvo identifikuota, jog
THC LOEL sudaro 2,5 mg asmeniui du kartus per dieng (nustacius, jog 5-15 mg THC dozeé
sukelia lengva psichotropinj poveikj, o 2,5 mg THC dozés poveikis prilyginamas placebo
poveikiui ir retais atvejais gali sukelti nedidelj psichotropinj ar psichomotorinj poveikj
Zzmonéms, pvz. apsvaigimo pojutj, taip pat jvertinus tai, jog vienos THC dozés poveikis

! https://knowledge4policy.ec.europa.eu/organisation/nova-institute_en
2 Prieiga internetu: https://silo.tips/download/scientifically-sound-guidelines-for-thc-in-food-in-
europe



paprastai tesiasi apie 4-6 valandas, iSskirtiniais atvejais - iki 8 valandy, o vidutiniSkai per
para Zzmoneés 16 valandy praleidzia nemiegant).

Gairése, iSsamiai iSnagrinéjus literatirg THC vartojimo ir poveikio tema, buvo nustatytas
LOEL - 2,5 mg THC suvartojimo vienam asmeniui du kartus per dieng (nustacius, jog 5-15
mg THC dozé sukelia lengva psichotropinj poveikj, o 2,5 mg THC dozés poveikis
prilyginamas placebo poveikiui ir retais atvejais gali sukelti nedidelj psichotropinj ar
psichomotorinj poveikj Zmonéms, pvz. apsvaigimo pojutj). Atsizvelgiant | tai, kad,
vartojant per burng, THC poveikis iSnyksta per 8 valandas, buvo identifikuotas vartojimas
du kartus per dieng, atsizvelgiant j tai, vidutiniSkai per parg Zzmonés 16 valandy praleidzia
nemiegant. Taikant 20 NK, iSvestq iS skirtingy individy skirtumy (5), didesnio vaisiaus ir
naujagimiy pazeidziamumo (2) ir galimos sgveikos su kitoms medziagoms (2), buvo
iSvestas LPD po 0,120 mg THC vienam asmeniui buvo du kartus per dieng. Nors tyrimy su
Zzmonémis duomenimis, naudojant NOAEL, vertés gali bati mazesnés, Siame dokumente
sidlomas 20 NK, nes NOAEL dar néra Zinoma. Siuo metu, remiantis moksliniy tyrimy
duomenimis, galima nustatyti tik LOEL. Toliau pateiktoje lenteléje Nr. 1 parodyta LOEL
raida ir neapibréztumo veiksniai, susije su THC kanapiy maisto produktuose.

Lentelé Nr. 1 - THC LOEL ir NK palyginimas kanapiuy maisto produktuose,

remiantis BgVV 1998, EMST 2011 ir 2015 ir Nova-Institute 2015 m.
pasiulytomis vertémis
BgVV 1998 EMST 2011 EMST 2015 Nova-Institute
2015
LOEL 2.5 2.5 2.5 5*
(mg/kg)
NK 20-40 100 30 20%*

* 2.5 mg du kartus per dieng

** Sidloma verté gauta isS duomeny, gauty is klinikiniy tyrimy su kanapiy ekstraktais ir THC su Zmonémis.
Papildomi neapibréZtumo veiksniai néra pagristi. Gali bati taikomas ir maZesnis NK; tacliau dél
metodologinio neapibréZtumo nustatant pagrjsta NK, sitiloma verté gali bati vertinama ateityje.

Nustalius saugiai leistinas per burng suvartojamo THC dozes ir NK, atitinkamos
didziausios leistinos THC koncentracijos maiste buvo nustatytos naudojant atitinkamy
kanapiy maisto produkty vartojimo modelius. Nors tipiniai vartojimo jprociai (nustatyti
remiantis 2012 m. Vokietijos federalinés maisto, zemes Ukio ir vartotojy apsaugos
ministerijos duomenimis) buvo atskaitos taskas, buvo atsizvelgiama ir | didesniy nei
vidutiniy kiekiy suvartojima. Kadangi kanapiy pagrindu pagaminti maisto produktai gali
buti vartojami labai skirtingais kiekiais, buvo nustatytos kelios kategorijos ir atitinkamos
jy ribos. Kiekvienos kategorijos riba yra vidutinio suvartojimo vienai kategorijai ir visy
THC suvartojimy vienoje maisto prekéje sumos funkcija. Visy kategorijy suma neturéty
virSyti LPD 0,120 mg THC du kartus per para. Lenteléje Nr. 2 apibendrinamos Nova-
Institute sidlomos orientacinés vertés, gautos remiantis moksliSkai pagristais THC
poveikio vertinimais. Kaip palyginimo priemoné pateikiami ir duomenys apie leidziamo
THC kiekio reguliavima visame pasaulyje rezultatai.

Lentelé Nr. 2 - Nova-Institute pasiulymas dél THC reguliavimo tarpiniuose ir
galutiniuose maisto produktuose pagal kategorijas ir lygiavertés vertés
iSvardytose sSalyse (mg/kg)

Galutiniam vartojimui Nova- . L v Pramoneés
skirti produktai Institute Celless | [sleraimes VFC malnes susitarimai
sitlomos| BgVV | Sveicari | Belgij | Kanad | Australij | Jungtiné
vertés ja a a air S
Naujoji | Ameriko




.. S
Zelandija Valstijos
Aliejai: kanapiy aliejus 10 5 20 10 10 10 5
»Didelio turio”
produktai (baltymai): 0.15 0.15 1 0.2 - - -
kanapiy tofu
kanapiy pieno 0.15 0.005 0.2 0.2 - 0.2 -
analogas
»Didelio turio”
produktai
(angliavandeniai):
duona, kepiniai, 0.1 0.15 2 0.2 ) ) )
makaronai, sausi
pusryciai
»Mazo turio
produktai: saldumynai, 0.35 0.15 - 0.2 - - -
uzkandziai
Alkoholiniai gérimai
Stiprieji 0.1 | 0.005 5 0.2 - 0.2 -
Alus 0.1 ] 0.005 0.2 0.2 - 0.2 -
Nekaitinami
nealkoholiniai gérimai: 0.1 0.005 0.2 0.2 - 0.2 -
gaivieji gérimai
Kaitinamieji
nealkoholiniai gérimai: 0.1 0.005 0.2 0.2 - 0.2 -
zoleliy ir vaisiy arbatos

Vadovaujantis auksciau pateiktais rekomenduojamomis didziausiais leidziamais THC
kiekiais galutiniam skirtuose produktuose, buvo iSvesti ir didziausi leistini THC kiekiai
kanapiy zaliavoms ir tarpiniams produktams (lentelé Nr. 3).

Salims (mg/kg)

produktuose,

pagristi

Lentelé Nr. 3 - Nova-Institute siulomi didziausi THC kiekiai kanapiy zaliavose
ir tarpiniuose produktuose, iSvesti iS Nova-Institute pasiulymo THC kiekiy
galutiniam vartojimui skirtuose vartoti
receptais ir vartojimo budais, bei orientacinés vertés bei ribos pasirinktoms

pasirinktais

Gaires Leidziamos THC normos Pra.mo.nes'
susitarimai
. o Jungtiné
Zaliavos ir tarpiniai Institute Australij gs
produktai situlomos Sveicari | Belgij | Kanad air .
vertés gAY ja a a Naujoji Amirlko
2zl Valstijos
Nelukstentos kanapiy
séklos 5.0 - 10 5 10 5 -
Lukstentos kanapiu
séklos 2.5 - 10 5 - 5 1.5
Kanapiuy aliejus 10 5 20 10 10 10
Kanapiu miltai/kanapiu 35 i i 5 i 5 i
miltai

Nova-Institute yra pasisakes ir dél

LOEL. 2019

pagal

m.

EMST taikomo NK - 30 - kuris naudojamas nustatant
didziausig leisting kiekj tam tikrose galutiniam vartojimui skirtuose kanapiy produktuose
publikuotame

geguzes

men.

dokumente

~THC




(tetrahidrokanabinolio) ribinés ir orientacinés vertés maiste iS kanapiy“® Nova-Institute
pazymejo, jog, skaiCiuojant didziausius leidziamus THC kiekius, EMST ir BgVV pasirinko
neproporcingai ir nepateisinamai didesnj NK, nei skaiciuojant kity psichoaktyviujy
medziagy kiekius, pavyzdziui, opijaus alkaloidy (EMST NK 3), nikotino (EMST ir BgVV NK
4.4), alkoholio (nei EMST, nei BgVV néra atlikusios rizikos vertinimo ar nustaciusios LPD
maiste) ar kofeino (EMST LPD nustatyta tik energetiniams gerimams ir dviems naujiems
maisto produktas).

Todeél itin auksto THC NK nustatymas nulemia, jog nustatoma itin zema THC LPD (kadangi
LPD yra apskaic¢iuojama LOEL padalinus iS NK).

Nova-Institute svarbiausios iSvados yra Sios:

i Didziausi leidziami THC kiekiai galutiniam vartojimui skirtuose
produktuose turi buti nustatomi atsizvelgiant | vidutini ir didziausia
konkrecios galutiniam vartojimui skirty produkty kategorijos produkty
suvartojima, taip pat - i vidutini ir ilgiausia THC poveikio Zmogaus
organizmui trukme po suvartojimo;

if. EMST taikomas THC NK (30) yra neproporcingai aukstas, neatitinkantis
kitoms psichoaktyviosioms medziagoms taikomuy NK, todél THC
nustatoma LPD yra proporcingai daug mazesné, nei kitu psichoaktyviuju
medziagy LPD.

1. EUROPOS SAJUNGOS TEISINIS REGULIAVIMAS

Komisija bei EMST yra pateikusios moksliniais tyrimais pagrjstas rekomendacijas dél
didziausiy leistiny THC kiekiy galutiniam vartojimui skirtuose pluosStiniy kanapiy
gaminiuose. Atkreiptinas démesys, jog rekomendacijose didziausias leistinas THC kiekis
yra nustatomas vadovaujantis duomenimis apie vidutinj suvartojamg kanapiy produkty
kiekj bei vidutine Siy produkty vartotojy kiino mase.

I1.1. EMST rekomendacijos

EMST 2015 m. birzelio 26 d. mokslinéje nuomonéje dél pavojaus zmoniy sveikatai,
susijusio su tetrahidrokanabinolio (THC) buvimu piene ir kituose gyviunines kilmes maisto
produktuose yra nustaciusi UPED - 1 pg (0,001 mg) A°-THC kilogramui kuno
masés”.

Si rekomendacija buvo pateikta remiantis duomenimis apie THC kiekius, kuriy
suvartojimas gali turéti neigiamg poveikj zmogaus organizmui:

i. 2002 m. Australijos Naujosios Zelandijos maisto standarty agentura FSANZ jvertino
THC saugg maisto produktuose. FSANZ laikési nuomoneés, kad tikslinga nustatyti
parametru, t.y., Zmoniy gebéjimais atlikti uzduotis. FSANZ nustaté LPD pagal su
Zzmonémis atlikto tyrimo rezultaty interpretacija. Tyrimo metu buvo tiriamas
geriamojo THC poveikis gebéjimams, kognityvinems funkcijoms ir nuotaikai, kai
buvo skiriamos 0, 5, 10, 15 ir 20 mg dozés vienam asmeniui’. Nustatyta, kad LOEL
yra 5 mg vienam asmeniui (tai atitiko 60 ug/kg kino svorio dozés lygj). FSANZ

3 Prieiga internetu: https://eiha.org/media/2019/06/19-06-18 Limit-and-guideline-values-for-THC-in-
hemp-foods.pdf

* EMST CONTAM grupé (EMST TersSaly maisto grandinéje reikaly grupe), 2015 m. Scientific Opinion
on the risks for human health related to the presence of tetrahydrocannabinol (THC) in milk and
other food of animal origin. EMST Journal 2015;13(6):4141, 125 p. doi:10.2903/j. EMST.2015.4141.
Prieiga internetu: https://EMST.onlinelibrary.wiley.com/doi/epdf/10.2903/j.EMST.2015.4141



padaré iSvadg, kad Sios dozés poveikis buvo minimalus ir grjztamas, o
psichotropinio poveikio nepastebéta. FSANZ atsizvelgdama | galimg atsako
skirtumg Zmoniy populiacijoje, nustaté LPD 6 pg/kg kuno svorio.

ii. 2011 m. Kroatijos maisto agentura paskelbé moksline nuomone dél vartojamy
kanapiy produkty (kanapiy aliejaus ir kanapiy sekly) poveikio sveikatai. Nuomoneéje
nurodyta 500 pg (0,5 mg) LPD. Tai buvo nustatyta pagal NOAEL psichotropiniam
poveikiui - 10 (2 x 5) mg THC asmeniui (70 kg kuno svorio);

iii. 2011 m. EMST gyvluny pasSaruose naudojamy priedy ir produkty arba substraty
grupé (FEEDAP grupé) paskelbé moksline nuomone dél kanapiy (Cannabis genties)
naudojimo gyvuny pasaruose saugos (EMST FEEDAP grupé, 2011). 2,5 mg THC
doze, atitinkanti 0,04 mg THC/kg kuno svorio (60 kg kuno svorio) buvo
nustatyta atlikus tyrimus su zmonémis® 7 & kaip LOEL psichotropiniam poveikiui
(jskaitant euforijg, galvos svaigimg, mastymo sutrikimus ir mieguistuma,
darbingumo sumazéjima, jskaitant reakcijos laikg ir atminties funkcijg) po
vienkartinio arba pakartotinio poveikio.

EMST, apibendrindama moksliniy tyrimy rezultatus, pateiké iSvada, jog 2,5 mg A°-THC
dozé, atitinkanti 0,036 mg A°-THC/kg kiuno svorio per para asmeniui,
sverianc¢iam 70 kg, gali buti laikoma LOEL, kurig suvartojant ne tik suzadinamas
apetitas, bet ir gali pasireiksti neigiamas neigiamas poveikis centrinei nervy sistemai. Tai
taip pat yra maziausia doze, turinti vidutinj nepageidaujama poveikj vienkartinés dozés
tyrimy su sveikais savanoriais metu.

Nuo LOEL 0,036 mg/kg kuno svorio per diena, naudojant NK 30, buvo iSvesta
UPED 1 pg A°-THC/kg kuno svorio. ISvedant Sig doze buvo atsizvelgiama | galimas
poveikio variacijas populiacijoje bei tikimybe, jog gali egzistuoti nepastebétas poveikis.
LPD nustatymas nebuvo laikomas bdtinu, nes uztikrinus, kad poveikis baty mazesnis uz
UPED, taip pat buty apsaugoma ir nuo galimo pakartotinio poveikio poveikio.

Tai reiskia, jog 1 pg A9-THC/kg kuno svorio limitas buvo nustatytas atsargiai,
t.y., ne vien vadovaujantis moksliniy tyrimuy duomenimis apie Zzemiausia doze,
sukelianciy iSmatuojama poveiki Zmogaus organizmui, bet ir Sia LOEL doze,
siekiant apsaugoti vartotojus, papildomai sumazinant 36 kartus (1 pg = 0.001
mg).

Pazymetina, jog minétasis kiekis (1 ug A9-THC/kg kuno svorio) yra minimas ir 2016 m.
gruodzio 1 d. Komisijos rekomendacijoje 2016/2115 dél A9-tetrahidrokanabinolio, jo
pirmtaky ir kity kanabinoidy stebésenos maiste: , Tetrahidrokanabinolis, tiksliau delta-9-

> Chesher GB, Bird KD, Jackson DM, Perrignon A and Starmer GA, 1990. The effects of
orally administered A9-tetrahydrocannabinol in man on mood and performance measures: A
dose-response study. Pharmacology Biochemistry and Behavior,35, 861-864.

®Beal JE, Olson R, Lefkowitz L, Larenstein L, Bellman P, Yangco B, Morales JO, Murphy R,
Powderly W, Plasse TF, Mosdell KW and Shepard KV, 1997. Long-term efficacy and safety
of dronabinol for acquired immunodeficiency syndrome-associated anorexia. Journal of Pain
and Symptom Management,14, 7-14.

’BgVV (German Federal Institute for Consumer Health Protection and Veterinary Medicine),
1997. Einsatz von hanf in lebensmitteln kann gesundheitlich problematisch sein. BgvV
Pressedienst (Press Release) 026/97, 22.10.1997.

BgVV (German Federal Institute for Consumer Health Protection and Veterinary Medicine),
2000. BgVV empfiehlt richtewerte fur THC (tetrahydrocannabinol) in hanfhaltigen lebensmitteln.
BgVV Pressedienst (Press Release) 07/2000, 16.03.2000.

8 Ramaekers ]G, Berghaus G, van Laar M and Drummer OH, 2004. Dose related risk of motor
vehicle crashes after cannabis use. Drug and Alcohol Dependence,73, 109-119.



tetrahidrokanabinolis (A9-THC) yra reiksmingiausia kanapiy augalo Cannabis sativa
sudedamoji dalis. EMST nustaté amig referencine doze (UPED) - 1 ug A9-THC/kg kuno
svorio“.

Vadovaujantis Siomis EMST rekomendacijomis, nustatant didziausius leistinus
THC kiekius galutiniam vartojimui skirtuose produktuose, butina atsizvelgti i
Siy produktu rekomenduojama ir realuy suvartojima (pavyzdziui, igyvendinus
siulomus Koncentracijy reglamento pakeitimus pluostiniu kanapiuy séklu aliejui
nustatomas didziausias leidziamas THC kiekis, kuris daugiau, nei du kartus
virSija Si leidziama kieki kanapiuy séklose bei kituose iS ju pagamintuose ar
perdirbtuose produktuose - Sis skirtumas nustatytas atsizvelgiant | fakta, jog
vartotojai kanapiy sékly aliejaus suvartoja maziau, nei kity pavidaly produktu).

PavyzdZiui, suaugusiam vartotojui, kurio kino svoris yra 60 kg, UPED sudaryty 60 pg
arba 0,06 mg, vadinasi, tokiam vartotojui reikéty suvartoti 8 gramus pluostiniy kanapiy
sékly aliejaus arba 20 g pluostiniy kanapiy sékly, kad buty pasiekta EMST nustatyta
UPED.

Sie medziagy kiekiai atitinka maisto produkty kiekius, kuriuos vartotojas gali suvartoti
vieno valgio metu - pavyzdziui, vienas valgomasis Saukstas augalinio aliejaus sveria
apytiksliai 20 g° vadinasi, vienam patiekalui pagardinti naudojama pusé Sauksto
kanapiy sékly aliejaus sudaryty EMST nustatytg UPED.

Tai papildomai jrodo, jog EMST nustatyta UPED orientuota j vieno valgio metu galima
suvartoti galutiniam vartojimui skirty produkty kiekj.

Todél, atsizvelgiant | fakta, jog THC UPED yra nustatyta orientuojantis i per
trumpa laika galima suvartoti maisto produkto kieki bei tai, jog UPED yra daug
Zzemesné uz LOEL norma, akivaizdu, jog, nustatant didziausia leidziama THC
kieki konkreciose galutiniam vartojimui skirty produkty kategorijose, butina
ivertinti, kiek atitinkamos kategorijos produkto vartotojai tikétinai gali
suvartoti per trumpa laiko tarpa.

Remiantis auksSciau pateikta informacija, skaiciuojant didziausig THC kiekj, leidziama
maisto papildy kategorijos produktuose, taip pat turéty buti jvertinamas per trumpa
laika suvartojamas maisto produkto kiekis, pavyzdziui:

Vartotojui, kurio kino svoris sudaro 60 kg, THC UPED sudaro 0,06 mg. Todél tokiam
vartotojui vartojant maisto papildg, pagamintg iS kanapiy sékly, vartotojams
pateikiamg 1 g sveriancCiose kapsulése, kurias rekomenduojama vartoti po 1 vieneta
per dieng, vienoje kapsuléje esantis THC kiekis galéty sudaryti butent 0,06 mg;
vadinasi, 1 kg nurodyto maisto papildo galéty bati net iki 60 mg THC.

Sis pavyzdys aiskiai demonstruoja, jog Zemesniu leidziamuy THC kiekiu
nustatymas maisto produkty kategorijoms, kuriy vartotojai suvartoja itin
mazai, yra neproporcingas ir prieStaraujantis paciai UPED - per trumpa laiko
tarpa suvartojamos dozés - koncepcijai.

11.2. Europos Sajungos THC reguliacinés politikos kryptys

Bendrové pazymi, jog leistino THC kiekio pluostiniy kanapiy séklose bei augaluose
nustatymo srityje Europos parlamentas seka Jungtiniy Amerikos Valstijy pavyzdziu ir
2020 m. spalio 23 d. patvirtino'® strateginj sprendima, kuriuo buvo nustatyta 0,3 procento
leidziama THC norma kanapiy augaluose ir séklose. Sis sprendimas buvo galutinai

° https://www.15min.lt/maistas/naujiena/virtuve/verta-zinoti-produktu-svorio-lentele-1044-246197



jtvirtintas 2021 m. gruodzio 2 d. Europos Parlamento ir Tarybos reglamente (ES)
2021/2115, kuriuo nustatomos valstybiy nariy pagal bendra zemeés Ukio politika rengtiny
strateginiy plany (BZUP strateginiy plany), finansuotiny is Europos zemés ukio garantijy
fondo (EZUGF) ir iS Europos zemés Ukio fondo kaimo plétrai (EZUFKP), remimo taisyklés ir
panaikinami reglamentai (ES) Nr. 1305/2013 ir (ES) Nr. 1307/2013% (toliau - BZUP
reglamentas), kurio 4 straipsnio 4 punkte buvo nustatyta, jog , Kanapems auginti
naudojami plotai laikomi reikalavimus atitinkanciais hektarais tik tuo atveju, jei auginamy
veisliy kanapéese tetrahidrokanabinolio kiekis sudaro ne daugiau kaip 0,3 %". Nurodytas
BZUP reglamentas bus taikomas nuo 2023 m. sausio 1 d. (BZUP reglamento 1 straipsnio
2 dalis).

Pazymetina, jog Si 0,3 % THC norma kanapiy augaluose buvo pasirinkta ne atsitiktinai - Si
leistina THC riba taip pat yra jtvirtinta Jungtiniy Amerikos Valstijy federaliniame 2018 m.
zemeés ukio jstatymo'? 297A straipsnio 1 punkte: ,Sgvoka ,kanapés” reiskia augala
Cannabis sativa L. ir bet kurig to augalo dalj, jskaitant jo séeklas ir visus darinius,
ekstraktus, kanabinoidus, izomerus, rugstis, druskas ir izomery druskas, augancias ar ne,
kuriy delta -9 tetrahidrokanabinolio koncentracija yra ne didesné kaip 0,3 % Ssausos
mases”.

Tai rodo, jog Europos Sajungos teisinis reguliavimas THC kiekio nustatymo srityje ne
grieztéja, o atvirkscCiai - atsizvelgiant | kity pasaulio valstybiy praktikg be naujausius
moksliniy tyrimy duomenis yra liberalizuojamas.

Planuojama, jog nuo 2023 m. sausio 1 d. Europos Sajungoje turéty jsigalioti ir pakeista
2006 m. gruodzio 19 d. Komisijos reglamento (EB) Nr. 1881/2006, nustatantis didziausias
leistinas tam tikry terSaly maisto produktuose koncentracijas redakcija®® (toliau -
Koncentraciju reglamentas), pagal kuriag didziausias leidziamas THC kiekis
pluostiniu kanapiuy sékly aliejuje yra 7,5 mg/kg, o kanapiu séklose, maltose
kanapiuy séklose, kanapiu séklose, i$ kuriu (iS dalies) pasalinti riebalai, ir
kituose iS kanapiy sékly pagamintuose ar perdirbtuose produktuose didziausias
leidziamas THC kiekis yra 3 mg/kg. TacCiau pazymétina, jog Tarybos Reglamento (EEB)
Nr. 315/93 1993 m. vasario 8 d. nustatantis Bendrijos procediras dél maisto tersaly
(toliau - Tersaluy reglamentas), kurio 2 straipsnio 3 dalies nuostatomis (, Visuomenés
sveikatai apsaugoti ir atsizvelgiant j 1 dalj, prireikus Komisija gali nustatyti didZiausias
leidZiamas ribas konkretiems tersalams") vadovaujantis ir buvo patvirtintas Koncentracijy
reglamentas, 5 straipsnio 1 dalyje nustatyta, jog , Valstybés narés negali drausti, riboti
arba trukdyti pateikti j rinkg maisto produktus, kurie atitinka sio reglamento ar konkreciy
nuostaty, priimty pagal sj reglamenta, reikalavimus dél tersaly kiekio tuose maisto
produktuose”, tai yra, valstybes nares be rimto pagrindo neturi teises nustatyti

10 Amendments adopted by the European Parliament on 23 October 2020 on the proposal for a
regulation of the European Parliament and of the Council establishing rules on support for
strategic plans to be drawn up by Member States under the Common agricultural policy (CAP
Strategic Plans) and financed by the European Agricultural Guarantee Fund (EAGF) and by the
European Agricultural Fund for Rural Development (EAFRD) and repealing Regulation (EU) No
1305/2013 of the European Parliament and of the Council and Regulation (EU) No 1307/2013 of
the European Parliament and of the Council (COM(2018)0392 - C8-0248/2018 -2018/0216(COD)).
Prieiga internetu:

1 Prieiga internetu: https://eur-lex.europa.eu/legal-content/LT/TXT/?uri=CELEX%3A02021R2115-
20220422

12 Prieiga internetu: https://www.congress.gov/bill/115th-congress/house-bill/2/text

13 Prieiga internetu: https://ec.europa.eu/transparency/comitology-register/screen/documents/
079361/1/consult?lang=en



apribojimy leidziamiems tersaly kiekiams, kurie galéty apriboti laisvg prekiy judéjima
Bendrojoje rinkoje.

Sie nauji teisés aktai jrodo du svarbius faktus:

i Europos Sajungoje tarptautiniu mastu itvirtinamas teisinis reguliavimas
juda ne nuostaty grieztinimo, o atvirksciai - ju atlaisvinimo kryptimi;

ii. Nacionaliniai teisés aktai, nustatantys objektyviu pavojumi nepagristus
apribojimus laisvam prekiuy judéjimui Bendrojoje rinkoje, jskaitant
zemesniy leidziamu konkreciy tersaly normuy nustatyma, priestarauja
Tersaluy reglamento nuostatoms.

I1l. APIBENDRINIMAS

Siame Raste pateikti moksliniy tyrimy bei moksliniy tyrimy analiziy duomenys, kuriuose
pateikiama informacija apie nustatytg THC poveikj Zmoniy organizmui bei
rekomendacijos dél leistiny THC kiekiy maisto produktuose nustatymo, jrodo, jog Projekte
pateikiami didziausi leistini THC kiekiai galutiniam vartojimui skirtuose pluostiniy kanapiy
gaminiuose yra nustatyti daug mazesni, nei kiekiai, kuriy suvartojimas zmogaus
organizmui neturi neigiamo poveikio.

Pazymetina, jog moksliniy tyrimy duomenys veda prie konsensuso, jog EMST nustatyta

UPED - 1 pg (0,001 mg) A9-THC kilogramui kiino masés - yra mazesné, nei reikalinga

siekiant apsaugoti vartotojus nuo galimo neigiamo THC poveikio, nes jos apskaiciavimo

metodas turi du esminius trakumus:

i nustatomas NK, kuris yra itin daug ir nepateisinamai aukstesnis uz kitoms (net
stipresnj neigiamg poveikj turincioms) psichoaktyviosioms medziagoms nustatyta
NK;

ii. LOEL 2,5 mg A9-THC dozé, atitinkanti 0,036 mg A9-THC/kg kUno svorio per parg
asmeniui, sverianCiam 70 kg, yra nustatyta neatsizvelgiant | THC poveikio Zmogaus
organizmui trukme po THC dozés suvartojimo.

Tai reiskia, jog EMST nustatytos UPED - 1 pg (0,001 mg) A9-THC kilogramui kiino masés ir
LOEL - 2,5 mg A9-THC yra nustatytos daug karty mazesnés, nei realiai minimaly poveikj
zmogaus organizmui galinCios turéti dozés, tai yra, nebuty pagrista papildomai mazinti
Sias ribas.

Atsizvelgiant | Sig informacija, pazymeétina, jog, vadovaujantis TerSaly reglamento
nuostatomis, valstybés narés negali nustatyti objektyviu pavojumi nepagristy apribojimy
laisvam prekiy judéjimui Bendrojoje rinkoje, jskaitant Zzemesniy leidziamy konkreciy
tersaly normy nustatyma, todél Zemesniy, nei planuojamose patvirtinti Koncentracijy
reglamento pataisose nustatyty didziausiy leidziamy tetrahidrokanabinolio kiekiy
nustatymas prieStarauty TerSaly reglamento nuostatoms. Kadangi Koncentracijy
reglamente planuojamos jtvirtinti THC normos jau yra daug karty mazesnés, nei
moksliniais duomenimis pagristos LOEL, tokie apribojimai negalety buti pateisinti
objektyviu pavojumi vartotojy sveikatai.

Nustatant didziausius leidZziamus tetrahidrokanabinolio kiekius galutiniam vartojimui
skirtuose pluostiniy kanapiy gaminiuose taip pat ne maziau svarbu identifikuoti, kokj kiekj
tam tikros maisto produkty kategorijos produkty vartotojai gali suvartoti per dieng. Todél,
nustatant didziausiag leidZziama tetrahidrokanabinolio kiekj maisto papilduose turéty buti
atsizvelgiama | Sios kategorijos maisto produkty suvartojimg per dieng - jprastai maisto
papildai vartojami nedidelémis dozémis, dazniausiai sudaranciomis 1-2 g, todél, nustatant
didziausig leidziamg tetrahidrokanabinolio kiekj viename kilograme Sios kategorijos



maisto produkto, Sis kiekis turéty buti didesnis ar lygus didziausiam leidziamam THC
kiekiui pluostiniy kanapiy sékly aliejuje, kurio per dieng (matuojant svoriu) vartotojai gali
suvartoti daug daugiau.

Svarbu atkreipti demesj ir tai, jog nepagristai zemy didziausiy leidziamy
tetrahidrokanabinolio kiekiy galutiniam vartojimui skirtuose pluostiniy kanapiy
gaminiuose nustatymas neproporcingai riboja pluostiniy kanapiy perdirbéjy veiklg bei
galimybes vystyti savo veiklg, nes itin mazy didziausiy leidziamy THC kiekiy tam tikrose
produkty kategorijose nustatymas riboja gamintojy galimybes verstis Siy gaminiy
gamyba dél technologiniy apribojimy

Todél darytina iSvada, jog Projekte nustatyti didziausi leidziami
tetrahidrokanabinolio kiekiai - ypa¢ 2 mg/kg maisto papilduose, 0,02 ng/kg
nealkoholiniuose gérimuose - yra nepagristi objektyviais duomenimis bei, jei
isigalios planuojami Koncentracijy reglamento pakeitimai, priestaraus Tersaly
reglamento nuostatoms. Projekte itvirtinami kiekiai nesuteikia apsaugos
vartotojams, taciau nepagristai riboja gamintojus, gaminancius produktus is
pluostiniy kanapiu.

IV. PRASYMAI

Atsizvelgdama | auksciau pateikta informacija, Bendrové praso Lietuvos
Respublikos sveikatos apsaugos ministerijos ir Lietuvos Respublikos zemés
ukio ministerijos iS naujo perziuréti Projekte nustatytus didziausius leidziamus
tetrahidrokanabinolio kiekius galutiniam vartojimui skirtuose pluostiniy
kanapiu gaminiuose ir nustatyti nauja jo verte maisto papildy (iSskyrus maisto
papildus, skirtus vartoti kudikiams, vaikams iki 18 m., néscioms ir zindancioms
moterims) kategorijai, nustatant didziausia leidziama tetrahidrokanabinolio
kieki 7,5 mg/kg.

Bendrove tikisi, kad Siame raste pateiktos pastabos ir pasitlymai Jums bus naudingi.
Esame pasiruose placiau aptarti bei pristatyti juos.

Tikimeés dalykisko ir geranoriSko bendradarbiavimo.

Pagarbiai,

Biosyyd, UAB vardu
Generaliné direktore
Vida Audra Budrienée
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To: Ministry of Health of the Republic of Lithuania
ministerija@sam.lt

Ministry of Agriculture of the Republic of Lithuania
zum@zum.lt

APPEAL
Regarding the draft Order of the Minister of Health of the Republic of Lithuania
and the Minister of Agriculture of the Republic of Lithuania "On the Approval of
the List of Maximum Permissible Levels of Tetrahydrocannabinol in Hemp
Products for Final Consumption or Their Categories"”

23 June 2022
Kaunas

Dear Sir or Madam,

Biosyyd, UAB (hereinafter referred to as the Company) is active in the production of end-
use products from hemp for consumption and in the production of intermediate products,
as well as in research on hemp products. The Company, having familiarised itself with the
draft Order of the Minister of Health of the Republic of Lithuania and the Minister of
Agriculture of the Republic of Lithuania "On the Approval of the List of Maximum
Permissible Levels of Tetrahydrocannabinol in Fibrous Cannabis Products for Final
Consumption of Their Categories" published on 6 June 2022 in the Legal Acts Project
Database (project registration No. 22-8495, interactive access:
https://e-seimas.Irs.It/portal/legalAct/It/TAP/fa7dbd70e55811ec896de0b71e9885007?
positionInSearchResults=0&searchModelUUID=45ad0dd0-1002-440f-8f52-7dceOadf9ca7)
(hereinafter referred to as the Draft) and the cover letter for the coordination of the Draft
prepared by the Ministry of Health of the Republic of Lithuania (No (1.1.9E-413)10-,
hereinafter referred to as the Cover Letter), submit the following comments and
suggestions on the content of the Draft.

The Company kindly notes that the maximum levels of tetrahydrocannabinol (hereinafter
referred to as THC) in end-use hemp products or categories of hemp products set out in
the Project are extremely low. The low levels in the draft are so low that they limit the
ability of producers of hemp products to produce these products, as the processes and
equipment used in production cannot reliably and consistently achieve the required
levels. On the other hand, the limits set are not based on objective scientific evidence,
nor do they take into account the recommended and expected intake levels of specific
products, which have an impact on the final THC intake of consumers.
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Therefore, the following is the scientific research data and information on THC maximum
limits in other countries on the basis of which the Company is requesting an increase in
the Draft's THC maximum limits for end-use hemp products.

DEFINITIONS

BgVvVv German Federal Institute for Consumer Health Protection and Veterinary
Medicine;

EFSA European Union Food Safety Authority;

Commissio Commission of the European Union;

n

LOEL lowest observed adverse effect /evel - the lowest dose at which the

observed effect in the treatment group indicates an adverse influence on
the subject;

ADI Acceptable daily intake;

ucC an uncertainty coefficient used to compensate for the lack of knowledge of
the precision of the test results and the difficulty of assessing effects in
different individuals and/or under different exposure conditions;

NOAEL no observed adverse effect level means an experimentally determined
level of exposure of an organism at which there is no biologically or
statistically significant increase in the frequency or severity of any adverse
effect under the test protocol;

THC tetrahydrocannabinol;

ARD acute reference dose - the approximate amount of a substance in food or
drinking water, expressed as a proportion of body weight, that can be
consumed in a short period of time, usually over a single meal or a single
day, without appreciable risk to the health of the consumer, based on all
the facts known at the time of the assessment. It is usually expressed in
milligrams per kilogram of body weight;

l. RECOMMENDATIONS FROM SCIENTIFIC ORGANISATIONS

Nova-Institute is an independent institute, founded in 1994, which carries out scientific
research and provides consultancy. Nova-Institute carries out research and consultancy
activities in the following areas: bio-based materials and chemicals, biotechnology,
natural fibres, composites. Nova-Institute is a member of the Knowledge4Policy platform
of the European Commission , an initiative for evidence-based policymaking®.

Nova-Institute specialists, biomedical PhDs M.D. Gerhard Nahler, PhD (Clinical
Investigation Support GmbH, Austria), M.D. Eberhard Pirich, Prof. Dr. Rudolf Brenneisen
(University of Bern, Switzerland) and Prof. Giampaolo Grassi (CRA-CIN, Italy) published a
guideline in July 2015 on "Scientifically sound guidelines for THC in food in Europe"?
(hereinafter referred to as the Guideline), which provides information relevant for the
establishment of the permitted THC levels in products intended for final consumption.

The guidance provided in the Guidelines was based on scientifically validated LOELs for
THC: after synthesising data from a large number of scientific studies, a THC LOEL of 2.5
mg per person twice daily was identified (after finding that a dose of 5-15 mg THC
produces mild psychotropic effects, while a dose of 2.5 mg THC is equivalent to a placebo
effect and may in rare cases produce mild psychotropic or psychomotor effects in

A;&s://knowledge4policy.ec.europa.eu/organisation/nova-institute_en
efnet access: https://silo.tips/download/scientifically-sound-guidelines-for-thc-in-food-in-europe

))



humans, e.g. The effects of a single dose of THC typically last for about 4-6 hours, in
exceptional cases up to 8 hours, and on average people spend 16 hours a day without
sleeping).

The Guidelines, after a thorough review of the literature on THC use and effects, set a
LOEL of 2.5 mg THC intake per person twice a day (finding that a dose of 5-15 mg of THC
produces mild psychotropic effects, while a dose of 2.5 mg of THC is equivalent to a
placebo effect and may, in rare cases, produce minor psychotropic or psychomotor
effects in humans, such as a feeling of intoxication). Given that the effects of THC wear
off within 8 hours when taken orally, twice-daily use has been identified, with people
spending an average of 16 hours a day without sleep. Using a 20 UC derived from inter-
individual differences (5), greater foetal and neonatal vulnerability (2), and potential
interactions with other substances (2), an ADI of 0.120 mg THC per person was derived at
twice daily doses. Although human studies have shown that values using NOAELs may be
lower, this document proposes a UC of 20 because the NOAEL is not yet known.
Currently, only LOELs can be established on the basis of research data. Table 1 below
shows the evolution of the LOEL and the uncertainty factors associated with THC in
cannabis edibles.

Table 1 - Comparison of THC LOELs and UCs in cannabis edibles based on the
values proposed by BgVV 1998, EFSA 2011 and 2015 and Nova-Institute 2015

BgVV 1998 EMST 2011 EMST 2015 Nova-Institute
2015
LOEL 2.5 2.5 2.5 5*
(mg/kg)
ucC 20-40 100 30 20%*

*2.5 mg twice a day

** Suggested value derived from data from clinical trials with cannabis extracts and THC in humans.
Additional uncertainty factors are not justified. A lower UC may be used;, however, methodological
uncertainties in determining a reasonable UC may lead to future assessments of the proposed value.

Once the safely tolerable oral THC intake and the UC have been established, the
corresponding maximum dietary THC concentrations have been determined using the
consumption patterns of the respective cannabis food products. Although typical
consumption patterns (determined According to the 2012 data from German Federal
Ministry of Food, Agriculture and Consumer Protection) was the starting point,
consumption above average quantities was also taken into account. As cannabis-based
foods can be consumed in widely varying quantities, several categories and their
respective limits have been established. The limit for each category is a function of the
average consumption per category and the sum of all THC intakes per food item. The
sum of all categories should not exceed the ADI of 0.120 mg THC twice a day. Table 2
summarises the guideline values proposed by the Nova-Institute, based on scientifically
valid assessments of THC exposure. As a means of comparison, the results are also
presented for the regulation of the permitted THC content worldwide.

Table 2 - Nova-Institute proposal for the regulation of THC in intermediate
and final foodstuffs by category and equivalent values in the listed countries

(mg/kg)

Products for final Values | Guidan . Industry
consumption offered ce ey izslelie WAG lewels agreements
by Nova-| BgVvV Switzerla | Belgiu | Canad | Australia | United
Institute nd m a and New | States
Zealand of




Americ

a

Qils: hemp oil 10 5 20 10 10 10 5
"High volume"
products (proteins): 0.15 0.15 1 0.2 - - -
hemp tofu

hemp milk 0.15 0.005 0.2 0.2 - 0.2 -
analogue
"High-volume"
products
(carbohydrates): 0.1 0.15 2 0.2 - - -

breads, pastries, pasta,
breakfast cereals

"Low volume"
products: sweets, 0.35 0.15 - 0.2 - - -
snacks
Alcoholic beverages

Strong 0.1 0.005 5 0.2 - 0.2 -

Beer 0.1 0.005 0.2 0.2 - 0.2 -

Non-heated non-
alcoholic beverages: 0.1 0.005 0.2 0.2 - 0.2 -
soft drinks
Heated non-alcoholic
beverages: herbal and 0.1 0.005 0.2 0.2 - 0.2 -
fruit teas

Based on the above recommended maximum THC levels for finished products, maximum
THC levels for cannabis raw materials and intermediates were derived (Table 3).

Table 3 - Nova-Institute's proposed maximum THC levels in cannabis raw
materials and intermediates, derived from Nova-Institute's proposed THC
levels in end-use (final consumption) products based on selected recipes and
consumption patterns, and indicative values and thresholds for selected
countries (mg/kg)

Guidan . Industry
ce Permissible THC levels agreements
Vellzs United
Raw materials and offered Australia | States
intermediate products by Nova- Switzerla | Belgiu | Canad
. BgVvVv and New of
Institute nd m a "
Zealand | Americ
a
Hemp seeds,
unhulled 5.0 - 10 5 10 5 -
Hulled hemp seeds 2.5 - 10 5 - 5 1.5
Cannabis oil 10 5 20 10 10 10 5
Cannabis
flour/cannabis flour 3.5 ) ) 3 ) 3 )

Nova-Institute has also commented on the EFSA's use of UC - 30 - which is used to set the
LOEL for certain cannabis products intended for final consumption. In a paper published
in May 2018 on "THC (tetrahydrocannabinol) limits and reference values in cannabis
food"®, Nova-Institute noted that EFSA and the BgVV have chosen a disproportionately
and unjustifiably higher UC for the calculation of the maximum THC levels than for the

Sggrnet access: https://eiha.org/media/2019/06/19-06-18_Limit-and-guideline-values-for-THC-in-
-foods.pdf



calculation of the UC's for other psychoactive substances, such as for the opium alkaloids
(EFSA UC 3), nicotine (EFSA and BgVV UC 4.4), alcohol (neither EFSA nor BgVV have
carried out a risk assessment or set an ADI for food) or caffeine (EFSA has set an ADI only
for energy drinks and two new foods).

Therefore, a very high THC UC determination results in a very low THC ADI (as the ADI is
calculated as LOEL divided by UC).

The main findings of the Nova-Institute are:

i The maximum permitted levels of THC in products intended for final
consumption must be set taking into account the average and maximum
consumption of the products in the specific category of products intended
for final consumption, as well as the average and maximum duration of
the effects of THC on the human body after consumption;

if. The EFSA's THC UC (30) is disproportionately high, out of line with the
UCs for other psychoactive substances, and therefore the THC has a
proportionally much lower ADI than the ADIs for other psychoactive
substances.

1. EUROPEAN UNION LEGAL FRAMEWORK

The Commission and the EFSA have made scientifically based recommendations on the
maximum THC levels in hemp products intended for final consumption. It should be noted
that the guidelines set maximum THC levels on the basis of data on the average intake of
cannabis products and the average body weight of the consumers of those products.

I1.1. EFSA Recommendations

EFSA has established an ARD of 1 pg (0.001 mg) A°-THC per kilogram of body
weight in its Scientific Opinion of 26 June 2015 on the risks to human health from the
presence of tetrahydrocannabinol (THC) in milk and other food of animal origin.*

This recommendation was made on the basis of data on the levels of THC whose
consumption can have adverse effects on the human body:

i The 2002 Food Standards Agency of Australia and New Zealand, FSANZ, has
assessed the safety of THC in food. FSANZ considered that it was appropriate to
define the parameter, i.e., people's ability to perform tasks. FSANZ has determined
the ADI based on the interpretation of the results of the human study. The study
investigated the effects of oral THC on ability, cognitive function and mood at
doses of 0, 5, 10, 15 and 20 mg per person>. The LOEL was set at 5 mg per
person (corresponding to a dose level of 60 pg/kg body weight). FSANZ concluded
that the effects of this dose were minimal and reversible and that no psychotropic
effects were observed. FSANZ has established an ADI of 6 pg/kg of body weight,
taking into account the potential difference in response in the human population.

4 EFSA CONTAM Group (EFSA Contaminants in the Food Chain group), Scientific opinion on the
risks for human health related to the presence of tetrahydrocannabinol (THC) in milk and other
food of animal origin of year 2015. EFSA Journal 2015;13(6):4141, 125 p. doi:10.2903/j.
EFSA .2015.4141. Internet access:
https://EMST.onlinelibrary.wiley.com/doi/epdf/10.2903/j.EMST.2015.4141
/ﬁm%buesher GB, Bird KD, Jackson DM, Perrignon A and Starmer GA, 1990. The effects of
> @YU “ administered A9-tetrahydrocannabinol in man on mood and performance measures: A




ii. The 2011 Croatian Food Agency has issued a scientific opinion on the health
effects of consuming cannabis products (cannabis oil and cannabis seeds). The
opinion specifies a 500 pg (0.5 mg) ADI. This was set at the NOAEL for
psychotropic effects of 10 (2 x 5) mg THC per person (70 kg body weight);

iii. The 2011 EFSA Panel on Additives and Products or Substrates used in Animal Feed
(FEEDAP Panel) has published a scientific opinion on the safety of the use of hemp
(Cannabis genus) in animal feed (EFSA FEEDAP Panel, 2011). A dose of 2,5 mg
THC, corresponding to 0,04 mg THC/kg body weight (60 kg body weight), has
been established in human studies® 7 8 as the LOEL for psychotropic effects
(including euphoria, dizziness, disturbances in thinking and drowsiness, and
impairment of performance, including reaction time and memory function) after
single or repeated exposure.

The EFSA, summarising the results of the scientific studies, concluded that a dose of 2,5
mg A°-THC, corresponding to 0,036 mg A°-THC/kg body weight per day for a person
weighing 70 kg, can be considered as a LOEL which, in addition to inducing appetite,
may also have adverse effects on the central nervous system. It is also the lowest dose
with moderate adverse effects in single-dose studies in healthy volunteers.

From a LOEL of 0.036 mg/kg of body weight/day, an ARD of 1 pg A®°- THC/kg of
body weight was derived using UC 30. This dose was derived taking into account the
possible variation in exposure in the population and the likelihood of unobserved effects.
The setting of an ADI was not considered necessary because ensuring that exposure is
below the ARD would also protect against possible re-exposure.

This means that the limit of 1 pg A9-THC/kg body weight has been set with
caution, i.e., not only on the basis of the research data on the lowest dose
causing measurable effects on the human body, but also with an additional 36-
fold reduction of this LOEL (1 pg = 0.001 mg) in order to protect the
consumers.

It should be noted that this level (1 pg A9-THC/kg body weight) is also mentioned on 1
December 2016 Commission Recommendation 2016/2115 on the monitoring of A9-
tetrahydrocannabinol, its precursors and other  cannabinoids in food:
"Tetrahydrocannabinol, more specifically delta-9-tetrahydrocannabinol (A9-THC), is the
most significant constituent of the cannabis plant Cannabis sativa. EFSA has set an
acute reference dose (ARD) of 1 ug A9-THC/kg body weight.

In line with these EFSA recommendations, the setting of maximum THC levels
in products intended for final consumption must take into account the
recommended and actual consumption of these products (e.g. the

®Beal JE, Olson R, Lefkowitz L, Larenstein L, Bellman P, Yangco B, Morales JO, Murphy R,
Powderly W, Plasse TF, Mosdell KW and Shepard KV, 1997. Long-term efficacy and safety
of dronabinol for acquired immunodeficiency syndrome-associated anorexia. Journal of Pain
and Symptom Management,14, 7-14.

’BgVV (German Federal Institute for Consumer Health Protection and Veterinary Medicine),
1997. Einsatz von hanf in lebensmitteln kann gesundheitlich problematisch sein. BgvV
Pressedienst (Press Release) 026/97, 22.10.1997.

BgVV (German Federal Institute for Consumer Health Protection and Veterinary Medicine),
2000. BgVV empfiehlt richtewerte fur THC (tetrahydrocannabinol) in hanfhaltigen lebensmitteln.
BgVV Pressedienst (Press Release) 07/2000, 16.03.2000.

ER@yaekers JG, Berghaus G, van Laar M and Drummer OH, 2004. Dose related risk of motor

ele crashes after cannabis use. Drug and Alcohol Dependence,73, 109-119.



implementation of the proposed changes to the Concentration Regulation
would result in a maximum THC level being set for oil from hemp seeds, which
is more than twice the limit for hemp seeds and other products produced or
processed from hemp seeds - this difference is based on the fact that the
consumption of hemp seed oil by consumers is lower than that of other forms
of products).

For example, an adult consumer with a body weight of 60 kg would have an ARD of 60
Hg or 0,06 mg, which means that such a consumer would need to consume 8 grams of
hemp seed oil or 20 grams of hemp seed to reach the ARD set by EFSA.

These quantities correspond to the quantities of food that a consumer can consume in
one meal - for example, one tablespoon of vegetable oil weighs approximately 20 g°, so
half a tablespoon of hemp seed oil used to flavour one meal would constitute the EFSA
ARD.

This further demonstrates that the EFSA's ARD focuses on the amount of end-use
products that can be consumed in one meal.

Therefore, in view of the fact that the ARD for THC is set with a focus on the
amount of food that can be consumed in a short period of time, and the fact
that the ARD is much lower than the LOEL norm, it is evident that the setting of
maximum permitted THC levels for specific categories of products intended for
final consumption requires an assessment of how much of the product category
is likely to be consumed by consumers in a short period of time.

Based on the above information, the calculation of the maximum THC content allowed
in the food supplement category should also take into account the amount of THC
consumed in a short period of time, for example:

For a user with a body weight of 60 kg, the THC ARD is 0,06 mg. Therefore, if such a
consumer were to consume a food supplement made from cannabis seeds, which is
provided to the consumer in capsules weighing 1 g and which are recommended to be
consumed one per day, the amount of THC contained in one capsule could be exactly
0,06 mg, which means that up to 60 mg of THC could be present in 1 kg of the said
food supplement.

This example clearly demonstrates that setting lower THC limits for food
categories that are consumed at very low levels by consumers is
disproportionate and contrary to the very concept of the ARD - a dose
consumed in a short period of time.

I1.2. Regulatory policies on THC in the European Union

The Company notes that the European Parliament has followed the example of the United
States of America in setting the THC content of hemp seeds and plants, and on 23
October 2020 adopted'® a policy decision setting the THC content of hemp plants and

° https://www.15min.lt/maistas/naujiena/virtuve/verta-zinoti-produktu-svorio-lentele-1044-246197
10 Amendments adopted by the European Parliament on 23 October 2020 on the proposal for a
regulation of the European Parliament and of the Council establishing rules on support for
strategic plans to be drawn up by Member States under the Common agricultural policy (CAP
Strategic Plans) and financed by the European Agricultural Guarantee Fund (EAGF) and by the
ropean Agricultural Fund for Rural Development (EAFRD) and repealing Regulation (EU) No




seeds at 0.3 %. This decision was finalised on 2 December 2021. Regulation
(EU) 2021/2115 of the European Parliament and of the Council of 2 December 2021
establishing rules on support for strategic plans to be drawn up by Member States under
the common agricultural policy (CAP Strategic Plans) and financed by the European
Agricultural Guarantee Fund (EAGF) and by the European Agricultural Fund for Rural
Development (EAFRD) and repealing Regulations (EU) No 1305/2013 and (EU)
No 1307/2013** (hereinafter referred to as the CAP Regulation), Article 4(4) of which
provided that "Areas used for the production of hemp shall only be considered as eligible
hectares if the varieties of hemp cultivated have a tetrahydrocannabinol content of no
more than 0.3%. This CAP Regulation will apply from 1 January 2023 (Article 1(2) of the
CAP Regulation).

It should be noted that this 0,3 % THC level in the cannabis plant was not chosen by
chance, as this THC limit is also enshrined in Article 297A(1)of the United States Federal
Agriculture Act 2018%: "The term 'cannabis' means the plant Cannabis sativa L. and any
part of that plant, including its seeds and all derivatives, extracts, cannabinoids, isomers,
acids, salts and salts of isomers, whether or not in growth, with a concentration of delta-9
tetrahydrocannabinol of not more than 0.3 % by dry weight".

This shows that the European Union's legal regulation of THC content is not tightening,
but is instead being liberalised in line with the practices of other countries around the
world, in addition to the latest scientific evidence.

Changes to take effect from 1 January 2023: It should enter into force in the European
Union and be amended on 19 December 2006 by Commission Regulation (EC) No
1881/2006 laying down maximum levels for certain contaminants in foodstuffs'?
(hereinafter referred to as the Concentration Regulation), which sets a maximum
THC level of 7,5 mg/kg for hemp seed oil and a maximum THC level of 3 mg/kg
for hemp seeds, ground hemp seeds, hemp seeds (partially) defatted, and
other products produced or processed from hemp seeds. However, it should be
noted that Council Regulation (EEC) No 315/93 of 8 February 1993 laying down
Community procedures for contaminants in food (hereinafter referred to as the
Contamination Regulation), Article 2(3) of which ("“/n order to protect public health,
and taking into account paragraph 1, the Commission may, where appropriate, set
maximum levels for specific contaminants"), which is the basis for the adoption of the
Concentration Regulation, provides that “Member States may not prohibit the presence
of, restrict or impede the placing on the market of foodstuffs which comply with the
requirements of this Regulation or of specific provisions adopted pursuant to this
Regulation with regard to the levels of contaminants in those foodstuffs"”, i.e., Member
States are not entitled to impose limits on the permitted levels of contaminants which
could restrict the free movement of goods within the Single Market without reasonable
grounds.

This new legislation proves two important facts:
i In the EU, the international legal framework is moving in the direction of
loosening, rather than tightening, regulations;

Internet access:

" Internet access: https://eur-lex.europa.eu/legal-content/LT/TXT/?uri=CELEX%3A02021R2115-
20220422

L2 |nternet access: https://www.congress.gov/bill/115th-congress/house-bill/2/text

Wernet access: https://ec.europa.eu/transparency/comitology-register/screen/documents/
61/1/consult?lang=en



ii. National legislation imposing restrictions on the free movement of goods
within the Single Market which are not justified by objective risks,
including the setting of lower permissible limits for specific contaminants,
is contrary to the provisions of the Contamination Regulation.

il. SUMMARY

The scientific studies and research analyses presented in this Appeal, which provide
information on the established effects of THC on the human body and the
recommendations on the setting of THC tolerance levels in foodstuffs, demonstrate that
the maximum THC levels in the Draft's end-use (final consumption) hemp products are
set at levels significantly lower than the levels that would have no adverse effect on the
human body.

It should be noted that the scientific evidence leads to a consensus that the EFSA's ARD

of 1 ug (0,001 mg) of A9-THC per kilogram of body weight is lower than necessary to

protect consumers from the potential adverse effects of THC, as the method used to
calculate it has two fundamental flaws:

i an UC that is extremely and unjustifiably higher than the UCs for other (even more
potent) psychoactive substances;

ii. The LOEL of 2,5 mg of A9-THC, corresponding to 0,036 mg of A9-THC/kg body
weight per day for a person weighing 70 kg, is established without taking into
account the duration of exposure to THC in the human body following the
consumption of the THC dose.

This means that the EFSA's ARD of 1 ug (0,001 mg) A9-THC per kilogram of body weight
and the LOEL of 2,5 mg A9-THC are set at doses many times lower than the doses that
would actually have a minimal effect on the human body, and that it would not be
justified to lower the limits further.

In the light of this information, it should be noted that, in accordance with the provisions
of the Contamination Regulation, Member States may not impose restrictions on the free
movement of goods within the Single Market that are unjustified by an objective risk,
including the imposition of lower permissible levels for specific contaminants, and that,
therefore, it would be contrary to the provisions of the Contamination Regulation to set
maximum levels for tetrahydrocannabinol lower than those laid down in the amendment
to the Concentration Regulation that is planned to be accepted. As the THC levels
planned to be introduced in the Concentration Regulation are already many times lower
than the scientifically based LOEL, such restrictions could not be justified on the grounds
of an objective risk to consumer health.

Equally important in setting maximum levels of tetrahydrocannabinol in hemp products
intended for final consumption is the identification of the daily intake of consumers of a
given food category. Therefore, the maximum level of tetrahydrocannabinol in food
supplements should take into account the daily intake of this category of food, which is
typically consumed in small doses, usually 1-2 g, and therefore, when setting the
maximum level of tetrahydrocannabinol per kilogram of food in this category of food,
should be greater than or equal to the maximum level of THC in hemp seed oil, which is
likely to be consumed by consumers in much higher amounts per day, measured by
weight.
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restricts the activities and development opportunities of hemp processors, as the setting
of extremely low maximum permitted THC levels in certain product categories restricts
the ability of producers to engage in the production of these products due to
technological limitations

Therefore, it can be concluded that the maximum Ilevels of
tetrahydrocannabinol set out in the Draft - in particular 2 mg/kg in food
supplements, 0.02 ng/kg in soft drinks - are not based on objective data and, if
the planned amendments to the Concentration Regulation come into force, will
be contrary to the provisions of the Contamination Regulation. The quantities
in the draft do not protect consumers, but unduly restrict producers of
products made from hemp.

IV. APPEAL

In the light of the above information, the Company requests the Ministry of
Health of the Republic of Lithuania and the Ministry of Agriculture of the
Republic of Lithuania to reconsider the maximum permitted levels of
tetrahydrocannabinol in hemp products for final consumption set out in the
Draft and to set a new value for the category of food supplements (except for
the category of food supplements intended for use in the diet of infants,
children under the age of 18 years and pregnant and lactating women), with a
maximum level of 7,5 mg/kg.

The Company hopes that you will find the comments and suggestions in this appeal
useful. We are ready to discuss and present them further.

We look forward to a constructive and good cooperation.

Sincerely,

On behalf of Biosyyd, UAB
General Director
Vida Audra Budriené
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