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cells suggests that cannabis exposure may adversely
impact oligodendroglial survival and function
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o140
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1. Exp to ¢ bis disrupts the
transmission of glutamate, which plays
_~| an important role in synaptic pruning

Nearst

€8.C8;
< progenkians,

\ Speciicanon
2. During adolescence, apoptosis of : \ N
oligodendrocyte progenitors could lead to i . PR
decreased myelination and an altered LS N ‘*‘ ]”};uo.rrznn.vmr:o
trajectory of white matter d o ’ “J‘J""j'\"‘ NEURAL CELLS
STURCe ", S 2. Alterations in synaptic pruning during
((weuncerorecron N\ & adolescence are likely to impact the
s development of brain regions that are
3. Alterations in white matter microstructure * | maturing during this period, particularly
may undertie some of the cognitive and the prefrontal cortex
emotional impairments seen in long-term,
heavy cannabis users.
3. Disinhibition of prefrontal functions
may undertie the cognitive deficits seen
in heavy cannabis users, and could
lead to the development of
schizophrenia-like symptoms
1
CB1
2
1 2
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FAQ regarding the Bill to amend nar cotics legidation and other regulations

What are medicinal cannabis products?

Medicinal cannabis products are considered to be, in particular,

cannabisin the form of dried flowers or extracts of a standardised quality and

medicinal products containing active substances such as dronabinol and nabilone.
The Bill to amend narcotics legislation and other regulations provides for patients being able to obtain
medicinal cannabis products, on a doctor's prescription, at a pharmacy.

Already today, there are special per mitswhich makeit possibleto legally obtain
cannabisflowersand extractsfor medical use. What changeswith the envisaged
amendment of narcoticslegidation and other regulations?

At present, 647 patients nationwide are in possession of specia permitsissued by the Federal Institute for
Drugs and Medical Devices, pursuant to section 3 subsection 2 of the Narcotic Drugs Act
(Betdubungsmittelgesetz (BtMG)).

In order to ensure that seriously ill persons, who cannot be helped otherwise, receive the best possible care,
the cost of medicinal cannabisis to be borne, in the future, by their individual health insurance fund. Under
those circumstances, a special permit from the Federal Institute for Drugs and Medical Devices (BfArM)
will no longer be necessary. Patients without an alternative treatment option will then be able to obtain
dried cannabis flowers and cannabis extracts of standardised quality, in pharmacies, with a prescription
from their doctor.

In which caseswill it be possible to have medicinal cannabis products paid for by on€'s
health insurance fund in the future?

In order for the health insurance fund to assume the costs for medicinal cannabis products, the following
prerequisites must be fulfilled:

Theillness must be a serious one.

No alternative to the treatment with medicinal cannabis products exists.

There is a chance of exerting a tangibly positive influence on the course of the disease or on serious
symptoms.

The patient participates in anonymized evaluative research. No examinations or interventions that go
beyond the treatment are associated with the survey procedure.

In which cases can treatment with medicinal cannabis be a sensble choice?

The aim isto facilitate the prescription of medicinal cannabis as a treatment for seriously ill personsif no
treatment alternative exists. Medicinal cannabis products can be useful, for example in pain therapy in the
context of chronic disease, or in cases where a serious lack of appetite and nausea result from a course of
cancer treatment using chemotherapy.

Who decides which patientsreceive rembur sement?

The physician providing treatment decides whether it is sensible to treat the insured person with a
medicinal cannabis product. In the case of the first prescription, the reimbursement must be authorised by
the health insurance fund prior to the commencement of treatment. The health insurance fund commissions
the Health Insurance Medical Service to examine whether the prerequisites for the treatment are fulfilled.

What is meant by " non-interventional companion survey" ?



The purpose of the non-interventional companion survey isto have doctors document known data, for
example data on the diagnosis, treatment, dosage and adverse effects, and to have these transmitted to the
Federal Institute for Drugs and Medical Devices. The datawill be anonymized. In other words, it will not
be possible to link them to the person receiving treatment. The Federal Institute for Drugs and Medical
Devices will be commissioned by statute to conduct the companion survey. The results will be compiled in
astudy report to be submitted to the Federal Joint Committee upon completion of the five-year companion
survey. It will serve asthe basis for the Federal Joint Committee in stipulating further regulations.

Doesthat mean that patients are allowed to cultivate cannabis plantsin their own
garden or greenhouse?

We are dealing here with serioudly ill persons who are in great pain. These people need assistance and they
need it in a standardised quality. Consequently, home cultivation is not an alternative. In order to provide
medicina cannabis products of a standardised quality, the cultivation of cannabis for medicinal purposesis
to be authorised in Germany. To this end, a statutory ‘cannabis agency' is to be set up.

Why isit important for the State to control the cultivation of cannabisfor medicinal
pur poses?

The quality of the plants and the plant extracts isimportant for ensuring the success of treatment with
medicinal cannabis products. In order to provide medicinal cannabis products of a standardised quality, the
cultivation of cannabis for medicinal purposesis to be authorised in Germany. In the process, the
regulations contained in the Narcotic Drugs Act are to be observed, in addition to the binding provisions
laid down in the United Nations Single Convention on Narcotic Drugs of 1961. These provisions stipulate
that cultivation must be supervised by the State. The Federal Institute for Drugs and Medical Devices will
assume the monitoring and surveillance of the cultivation of cannabis for medicinal purposesin Germany.
Until such time as the supervised cultivation of cannabis can take place in Germany, the demand for
cannabis for medicinal purposes will be met by means of imports.

Why not immediate legalisation, as demanded by so many people?

International studies conducted over the past 10 years reveal that the consumption and abuse of cannabis,
particularly among younger people, can be associated with a series of serious short-term and long-term
risks. Among those mentioned are: mental and psychosocial disturbances (such as different forms of
schizophrenic psychosis), effects on bodily organs (such as secondary cardiovascular diseases), cognitive
impairment (such as the impairment of learning, attention and memory functions).

Thisiswhy an increasing number of child psychiatrists and psychologists, as well as addiction expertsin
the major English-speaking countries have come to the conviction that cannabis use among children and
young people should be avoided and that youth protection should be awarded central importance.
Furthermore, the professional societies for child and youth psychiatry, as well as the relevant specialist
associations in Germany, are also against the legalisation of cannabis for this reason.



Backgrounder - Medicinal Cannabisin Germany (as of January 2017)
Law amending the regulations on narcotic drugs and other regulations:.

On 19 January 2017, the German Bundestag adopted the Act amending the regulations on narcotic drugs and
other regulations (Gesetz zur Anderung betiubungsmittelrechtlicher und anderer Vorschriften). This
amendment of the schedules to the Narcotics Act seeks to make cannabis in the form of dried flowers and
extracts marketable and available on special prescription for medical purposes. Thanks to this, patients will
be ableto fill special prescriptions for cannabis-based medicines at the pharmacy and will do away with the
need to seek an exemption from the Narcotics Act. Now, patients for whom all treatment options have been
exhausted can get a medical prescription for dried cannabis flowers and cannabis extracts of standardised
quality at the pharmacy.
To ensure the supply with cannabis-based medicinal products of standardised quality, the cultivation of
medicinal-grade cannabis is going to be alegal option in Germany. For this purpose, a government “cannabis
agency“ is to be set up while consistently observing not only the provisions of the Narcotics Act, but also the
requirements of the 1961 United Nations Single Convention on Narcotic Drugs that are binding under
international law. The Federa Institute for Drugs and Medical Devices (BfArM) will be in charge of the
supervision and control of medical cannabis cultivation as stipulated in these international law regquirements.
Essentially, the remit of the Cannabis Agency will include the following:
e Putting the required strains and quantities of medicinal cannabis out to tender in line with
procurement law provisions
e Awarding supply contracts to successful bidders (=cultivators) in Germany by means of supply or
service contracts under civil law
e Monitoring the cultivators‘ compliance with the performance obligations set out in the supply
contracts
e Onward sale of medicinal cannabisto, inter alia, manufacturers of cannabis-based medicines,
wholesalers or pharmacies.
The Law also stipulates that, under specific circumstances, the costs of cannabis-based medicines will be
underwritten by the statutory health insurance system: This covers insurance members who are serioudly ill,
where generally recognised state-of-the-art treatment options are not available or, according to the best
professional judgement of the attending physicians, cannot be applied in the case a hand. Moreover, the
cannabis-based product must be likely to positively affect treatment outcomes or major symptoms. First-time
prescriptions are subject to the prior approval by the patient’s health insurance fund that may only be turned
down in well-founded exceptional cases.
This new treatment option will also be the subject of a non-interventional anonymised survey. To this end,
the attending physicians will share data they already have with the BfArM in an anonymised form. The
BfArM may process and use the data only for the purposes of this survey that will be made into areport and
published by the BfArM on its website. Based on the results of the study, the Joint Federal Committee of
Physicians/Hospitals and Health Insurance Funds will put out guidelines to regulate, within six months of
receiving the findings in the form of a study report, the details of the eligibility to this benefit.
The Law is scheduled to become effective in March 2017.

Quality standards of medicinal cannabis

Only medicinal-grade cannabis is to be dispensed to patients. In an effort to ensure this, the tendering
procedure will spell out very specific requirements for cannabis cultivation. These requirements will be
informed, inter alia, by the monograph on cannabis in the German Pharmacopeia (Deutsches Arzneibuch).
Since the draft monograph was published on 6 June 2016 in the Federal Gazette (Bundesanzeiger), the first
standard that is vital for supplying patients with medicinal-grade cannabiswill be available shortly. Moreover,
the drafting of amonograph for the European Pharmacopoeia was commissioned under the leadership of the
Netherlands and Germany (represented by the BfArM).

Thelaw asit gandsand patient figures:
Thelegal framework is provided by the Narcotics Act (BtMG). Thelaw asit stands, specifically the schedules
to the BtMG, classifies high THC cannabis as not eligible for medical prescription.



Even now, however, patients have the option to buy medicinal cannabis in the form of dried flowers and
extracts in a pharmacy for the purpose of self-treatment under medical supervision when they have been
granted an exceptional licence pursuant to section 3 (2) BtMG by the BfArM. Of the current 1020 valid
exemptions, 980 were granted for the purchase of cannabis flowers and 61 for the purchase of extracts. 21
licences cover both cannabis flowers and extracts. In addition, two patients have obtained an exceptional
licence to cultivate cannabis for self-treatment (as of 2 January 2017). Exemptions both for purchase and
cultivation will no longer be needed as the recent amendment becomes effective and will expire.

Supply with cannabisflower sand extracts.

So far, the supply with high quality medicinal cannabis has been ensured through imports, mainly from the
Netherlands, and also from Canada.

Pending the availability of home-grown medicinal cannabis, supply must continue to be ensured through
quality-assured imports from abroad.
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