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Executive Summary

The Federal Association of Pharmaceutical Cannabinoid Companies (BPC)
comments on the amendments to the Pharmacy Operating Regulations
(ApBetrO) and the Medicines Trade Regulation (AMHandelsV) as part of the
pharmacy reform package, insofar as these relate to the mail-order sale of
medicines.

In the Association’s view, the planned inclusion of logistics companies within the
scope of the AMHandelsV and the contractual obligation to enforce compliance
with mail-order service providers in particular pose significant risks to a
comprehensive, affordable and digital supply of medicines.

For patients receiving treatment with cannabinoid-based medicines, mail-order
supply is a key component of their care. The proposed regulations risk effectively
restricting these supply channels without any discernible proportionate additional
benefit to pharmaceutical safety.

The BPC expressly welcomes measures to ensure medicinal product quality and
patient safety. At the same time, security of supply must be given priority when
drafting the regulations. Mail-order supply is essential for this, as comprehensive
provision of cannabis-based medicines in Germany is not currently guaranteed
nationwide. Potential negative impacts on the cost-effectiveness and
digitalisation of mail-order supply must also be taken into account. We therefore
advocate a risk-based, systematically consistent and proportionate design of the
regulations.

1. Background and impact

1.1 Background and implications for the cannabinoid industry

With the widespread introduction of electronic prescriptions, at the very latest, the
mail-order supply of prescription medicines has become an integral part of the
pharmaceutical supply chain. Mail-order supply is particularly relevant for the
provision of cannabinoid-containing medicines, as these patients are often
chronically ill, regular repeat prescriptions are typical, mobility restrictions and
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local supply bottlenecks may exist, and specialist pharmacies play a central role.
Regulatory changes that structurally hinder mail-order sales therefore have a
direct impact on the supply of this patient group.

2. Assessment of the proposed regulations

2.1 Extension of the Medicines Trade Regulation to logistics companies
(section 9a AMHandelsV — new)

The draft proposes that logistics companies commissioned by pharmacies to
dispatch medicines available only on prescription should be subject to specific
obligations under pharmaceutical law, particularly regarding quality assurance,
temperature control, tamper-proofing and documentation requirements.

In the BPC’s view, the Medicines Trade Regulation is systematically tailored to
pharmaceutical wholesalers. Extending this regulatory regime to pure transport
service providers represents a break with the existing system. Logistics companies
neither assume responsibility under pharmaceutical law nor do they generally
possess pharmaceutical expertise or insight into the contents of shipments. The
regulation leads to unclear responsibilities, double regulation and significant
practical implementation problems.

It is foreseeable that logistics service providers will withdraw from the dispatch of
medicines or, if the provision of a logistics service is still possible at all, pass on the
additional costs to pharmacies and patients. For medicines containing
cannabinoids, this threatens to restrict options to a few specialised logistics
solutions, with negative effects on delivery times and security of supply.
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2.2 Contractual obligations on logistics companies to ensure compliance
(section 35b(4) ApBetrO)

Pharmacies are to be required to include contractual obligations in their
agreements with delivery service providers to ensure compliance with
pharmaceutical regulations. This shifts regulatory risks into the contractual
relationship between the pharmacy and the logistics company. Standard logistics
service providers will no longer accept such obligations at all or will do so only to a
limited extent or at significantly higher costs.

The measure jeopardises the mail-order sector, or at least its viability, and leads
to structural distortions of competition.

2.3 Lack of empirical justification for regulation

Furthermore, it should be noted that, despite more than twenty years of regulated
pharmaceutical mail-order in Germany, there is no reliable empirical evidence of
a systematic threat to patient safety arising from the mail-order route. Whilst
individual medicines, such as those requiring a cold chain, are subject to special
transport requirements, specific regulatory and logistical safeguards exist for this
purpose.

Against this background, the proposed regulations lack a sufficient empirical basis
for regulation. Regulatory interventions of this magnitude, however, require a
demonstrable risk situation to be proportionate.

Finally, it should be noted that the introduction of regulations that are potentially
disproportionate and of questionable legality under EU law may give rise to a risk
of state liability. Should the proposed provisions lead to significant economic
damage and subsequently prove to be unlawful, claims for official liability or state
liability under EU law against the Federal Republic of Germany could not be ruled
out.
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2.4 Contradiction with the coalition agreement and digitalisation strategy

The planned regulations are also at odds with the objectives set out in the coalition
agreement and in the Federal Ministry of Health’s digitalisation strategy to
specifically promote tele-pharmacy and digital care models. Nationwide
telepharmacy provision is not feasible without a functioning medicines delivery
service. The proposed over-regulation thus runs counter to explicitly stated
political objectives.

2.5 Bureaucratic burden and administrative costs

The proposed documentation, monitoring and contractual obligations also
contradict the Federal Government’s stated aim of reducing bureaucracy and
simplifying government action. Instead, new administrative burdens are being
created without any discernible additional benefit for pharmaceutical safety.

2.6 EU legal risks and notification procedures

Furthermore, the proposed regulations raise issues under EU law. The additional
burden placed on logistics companies and mail-order pharmacies constitutes a
de facto restriction on the free movement of goods and services. It is to be
expected that these aspects will be scrutinised critically in the ongoing EU
notification procedure and could jeopardise the success of the pharmacy reform.

2.7 Amendments to Section 17 of the Pharmacy Operating Regulations
(Delivery Service, Advice, Medical Cannabis)

The planned amendments make it clear that, in the case of prescription-only
medicines — including those under the Medicinal Cannabis Act — a prescription
must be available and advice must have been provided prior to delivery; this may
also be provided via telecommunication. The strengthening of the duty to provide
advice is expressly welcomed. It is positive that telecommunication-based advice
is expressly recognised.
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However, the regulation should be interpreted in such a way that digital care
pathways such as e-prescriptions, telemedicine and telepharmacy are not
effectively devalued. What is decisive is the quality of the assessment and
consultation, not their organisational integration into analogue face-to-face
processes.

3. Impact on the supply of cannabinoid-based medicines

In the Association’s view, rising dispatch and supply costs, a withdrawal of logistics
providers from the dispatch of medicines, longer delivery times and a reduction in
geographical coverage, a weakening of digital supply concepts, and a particular
burden on patients with chronic conditions who use medicinal cannabis are likely.

4. Recommendations from the BPC to the legislator

The Federal Association of Pharmaceutical Cannabinoid Companies (BPC)
recommends a clear allocation of responsibilities, whereby overall responsibility
under pharmaceutical law and quality assurance remain unequivocally with the
pharmacy. Shipping requirements should be designed on a risk-based basis,
particularly with regard to temperature, safety and documentation requirements.

Furthermore, practical contractual arrangements be established that do not result
in the de facto transfer of core obligations under pharmacy law to logistics
companies. Finally, digital supply pathways such as e-prescriptions,
telemedicine and telepharmacymust be preserved and must not be undermined
by over-regulation under logistics law.

5. Concluding remarks

The BPC expressly supports measures to ensure the quality of medicines and
patient safety. However, the planned amendments should be designed in such a
way that they do not inadvertently undermine the security of supply, digitalisation
and the economic viability of mail-order pharmacies. This applies to the supply of
medicines containing cannabinoids, for which mail-order pharmacies are an
essential component of modern, patient-centred care.
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