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Cannabis research and innovation for medical use
and commercialization in Thailand and European country
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Medical Cannabis: Time for a

comeback
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Cannabis, controversies and challenges: introducing a new series of reports

from the EMCDDA

Medical use of

The EMCDDA exists to facilitate ajmore evidence-informed understa ndingl)f issues cannabis and
that are important for developing better drug-related policies and actions across cannabinoids
Europe. In a new series of reports, we turn our attention to cannabis, a substance Decombor 2018 L
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Public health
expertise
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evidence to inform and improve public

health practice and policy.
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Mitragyna speciosa

commonly known as kratom ; : g ' e o iiluoarios e
&S uu3tismiimg uazuuy 01 BTN gumn
there are more than 40 compounds in leaves: udnnmaidnTogl
Mitragynine, 7-hydroxymitragynine
Speciogynine, Paynanthine, Speciociliatine

Kratom has opioid, analgesic, relaxant,
Anxiolytics and stimulant-like effects

Psychoactive Compounds
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. Kratom is a controlled substance in 16
Products Regulation
; countries
RaW ------ Prepa rat|on ------ F| N |Shed PrOd uct As of January 2018, neither the plant nor its alkaloids were listed in any of the Schedules of the

Thai Traditional Med

Modified Herbal Med Modern Med

United Nations Drug Conventions

Evidence To su pport Claim Dietary Supplement, Beverage Legal ® ASEAN As of 2013, kratom was listed by ASEAN in its annex of products that cannot
status be included in traditional medicines and health supplements that are traded across
. . ASEAN nations
Mitragyna speciosa Uses . 5o
. ® CA: Not authorized for sale or use
Commonly known as kra‘tom ® Traditional use (Traditional Med), Drug interaction . . .
® US: Drug of concern, subject to import bans, and sale for consumption is illegal
there are more than 40 compounds in leaves: The leaves are chewed to relieve musculoskeletal pain and increase energy, * EU: lllegal in Denmark, Republic of
Mitragynine, 7-hydroxymitragynine appetite, and sexual desire Ireland, Latvia, Lithuania, Poland, Romania and Sweden
Speciogynine, Paynanthine, Speciociliatine ® Opioid withdrawal *lllegal in Malaysia, Myanmar, Thailand, and New Zealand
Kratom has opioid, analgesic, relaxant, *®_Recreational use
Anxiolytics and stimulant-like effects Starting in the 2010s, a tea-based cocktail known as "4x100" became popular among
some young people across Southeast Asia and especially in Thailand. It is a mix of
kratom leaves, cough syrup, Coca-Cola, and ice.
N CHy )
\ Thailand
; ’ * Possession of kratom leaves was illegal until 2018
/
O—CHj . .
v Adverse effects (Dose dependent) « In 1979, the Thai government placed kratom, along with

marijuana, in Category V of a five category classification
of narcotics

* The government considered legalizing kratom in 2004,
2009, and 2013. In 2018, Thailand became the first
Southeast Asian country to legalize kratom for Medical
purposes

® Drug tolerance and withdrawal

Mitragynine is an indole-based alkaloid and
the most abundant active alkaloid in the
Southeast Asian plant Mitragyna speciosa,
commonly known as kratom.The total alkaloid
concentration in dried leaves ranges from 0.5—

7-Hydroxymitragynine is a terpenoid indole
alkaloid from the plant Mitragyna speciosa,
commonly known as Kratom. In mice, it is
orally active and has analgesic effects

® Respiratory depression
(Mitragynine at the mu-opioid receptor)
® Liver toxicity

® Deaths

1.5 %. In Thai varieties, mitragynine is the
most abundant component while 7-

Psychoactive Compounds


https://en.wikipedia.org/wiki/Mitragyna_speciosa#Uses
https://en.wikipedia.org/wiki/Mitragyna_speciosa#Traditional_use
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Evidence-Informed

Medicinal Cannabis Totality of Evidence
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Modern and Traditional oils

*  100% organic plant material for the
extract;

* High quality solvent for extraction?

*  Exact THC:CBD ratio?

Full Spectrum

Broad Spectrum

(Everything from source plant )

(Everything except THC)

Terpenes /

(aromatics)

Terpenes /

(aromatics)
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|
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Current Situation in Thai Cannabis Model 3.5
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g% Registrations: Herbal and Modified Herbal

It is proposed that the regulations would establish rules and
standards for the production of cannabis products, and would seek to:

* Provide adults with access to quality-controlled cannabis products
of known potency;

* Reduce the appeal of cannabis products to youth; and reduce the
risk of accidental consumption of cannabis by young persons.

* The Initial regulations would permit the sale to the public of: dried
cannabis, cannabis oll, fresh cannabis, cannabis plants, and

cannabis seeds. Product Forms

Regulatory

level of accessibility
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Reporting problems Access to medicinal cannabis products

Accessing unapproved products

o 11 October 2018
Advertising hub

This information is for consumers, health professionals, sponsors and mapufacturerswho are involyed in
providing appropriate patients with access to medicinal cannabis productf as an unapproved drug thrpugh the
Special Access Scheme (SAS) or Authorised Prescriber Scheme.

v Health professional information &

education

Safety information for health
professionals The term 'medicinal cannabis products' covers a range of cannabis preparations intended for therapeutic use,

including pharmaceutical cannabis preparations, such as oils, tinctures and other extracts.
Health professional educational

materials
On this page: Role of the TGA | Information for consumers | Information for health professionals | Review of clinical evidence

Access to medicinal cannabis for medicinal cannabis and cannabis products | Information for sponsors and manufacturers of medicinal cannabis products |
products Further information




*  Australian Government

g2 Department of Health
Therapeutic Goods Administration

Administers the Therapeutics Good Act 1989

The TGA is responsible for ensuring that therapeutic goods available for supply in Australia are safe and fit for
their intended purpose. The TGA administers the Therapeutics Good Act 1989 (the Act), which establishes the
regulatory framework for all medicines in Australia.

The Act provides a number of mechanisms to enable access to unapproved therapeutic goods. For medicinal
cannabis products these include access through:

e Authorised Prescriber Scheme (AP)

e Special Access Scheme (SAS)

e clinical trials

While there are additional legal requirements that must be met before medicinal cannabis products can be
imported and supplied through these schemes, they do provide a pathway for access to these medicines to
appropriate patients.
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Therapeutic Goods Administration

Administers the SAS

Overview of medicinal cannabis and the SAS

The TGA has a responsibility to encourage the use of medicines that are included in the Australian Reqister of

Therapeutic Goods (ARTG), as these products have been evaluated to ensure they meet strict standards of
safety, quality and effectiveness.

For this reason, it is expected that medical practitioners (prescribers) will have considered all clinically
appropriate treatment options that are included in the ARTG before applying to access an unapproved
medicinal cannabis product under the SAS.

Where products in the ARTG are found to not be clinically suitable, the SAS provides a pathway for prescribers
to access unapproved products for individual patients on a case-by-case basis. It is important to note that the
TGA does not vouch for the quality, safety and effectiveness of unapproved products accessed through SAS
and the prescriber and patient (via informed consent) accept responsibility for any adverse consequences of
treatment.

It is the responsibility of the prescriber making the application to specify for which indication they are
intending to use the unapproved medicinal cannabis product.




T i Department of Health

Therapeutic Goods Administration

e chemotherapy-induced nausea and vomiting
e refractory paediatric epilepsy

e palliative care indications

® cancer pain

e neuropathic pain

e spasticity from neurological conditions

e anorexia and wasting associated with chronic illness (such as cancer).

The above list is provided as an overview and does not guarantee TGA approval for applications specifying
these indications. SAS Category B applications are individually considered by the TGA based on the information
provided with the application. A number of applications for indications other than those listed above have also
been approved. Health professionals wishing to obtain further information about how to make a SAS
application for a medicinal cannabis product should refer below.
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Cannabis research and innovation for medical use
and commercialization in Thailand and European country
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