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The German E-Commerce and Distance Selling Trade Association (bevh) represents the interests 
of the online and mail-order retail sector in Germany, encompassing companies of all sizes and 
every conceivable form of retail (online, multichannel, catalog, TV shopping, platform retailers, 
and platform operators). bevh’s members account for more than 75% of the industry’s total 
revenue. In addition, more than 130 service providers from the e-commerce sector are affiliated 
with the association. 
 
On 13 January 2026, Germany notified the European Commission of a draft regulation entitled 
“Regulation amending the Regulations on the Operation of Pharmacies and other regulations” 
(Verordnung zur Änderung der Apothekenbetriebsordnung und weiterer Verordnungen). The 
notification was submitted by the Federal Ministry for Economic Affairs and Energy (BMWE) 
together with the Federal Ministry of Health (BMG) under TRIS notification number 
2026/0010/DE. 
The notified provisions affect not only isolated transport operations, but the entire value chain 
of pharmaceutical mail-order supply. The most directly affected segments are online pharmacies 
that depend on economically viable, nationwide standard parcel networks, as well as EU-based 
cross-border pharmacies for which distance selling is the principal means of accessing the 
German market. 
 
1. Measures of concern 

 
(1) First, the notified measure (§ 1 AM-HandelsV of the draft) would expand the scope of the 

AM-HandelsV so as to cover logistics companies commissioned by pharmacies to deliver 
pharmacy-only medicinal products to end consumers. In practical terms, this would bring 
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third-party logistics providers, including standard parcel operators, within a pharmaceutical 
regulatory framework that was not designed for ordinary transport networks. 

(2) Second, the draft would introduce a new § 9a AM-HandelsV, under which commissioned 
logistics providers would be required to ensure that the quality and efficacy of medicinal 
products are not impaired during storage and transport. The provision goes beyond a mere 
duty to follow instructions and effectively subjects logistics operators to a distinct set of 
pharmaceutical-law compliance obligations. 

(3) Third, the draft would introduce a new § 35b ApBetrO, which would impose detailed 
additional requirements on pharmacies dispatching medicinal products by mail-order. These 
requirements concern, among other things, transport planning, packaging, transport 
conditions, documentation and the contractual organisation of dispatch. 

 
2. Why the notified measure raises EU law concerns 

 
2.1. Restriction on market access / free movement of goods 

 
(4) The notified measure raises serious concerns under Article 34 TFEU and Article 56 TFEU 

because it directly affects the distribution channel on which cross-border online pharmacies 
and their logistics partners depend in order to serve patients in Germany. 

(5) Economically viable, nationwide and operationally reliable parcel and courier networks are a 
basic precondition for the mail-order model. Online pharmacies depend on external logistics 
networks not as a mere ancillary service, but as an indispensable part of their business model. 
Where those networks are burdened with additional pharmaceutical-law obligations, 
increased liability risks and Germany-specific compliance requirements, the immediate 
consequence is likely to be higher transport costs, reduced delivery options and, potentially, 
the withdrawal of suitable logistics partners from the relevant market segment. The notified 
measure therefore risks undermining not only individual deliveries, but the practical viability 
of pharmaceutical mail-order as a whole. 

(6) This has direct implications for cross-border trade within the internal market. For pharmacies 
established in other EU Member States, distance selling is not merely one sales option among 
others. In practice, it is the principal, and in many cases the only realistic, means of accessing 
the German market. Additional Germany-specific obligations imposed on the logistics 
operators used for the delivery of pharmacy-only medicinal products therefore do not merely 
affect transport operations as such; they materially worsen the market access conditions for 
EU-based online pharmacies and restrict the distribution channel on which they depend. 

(7) The market-access impact of the notified measure is reinforced by the fact that it places 
substantially heavier operational and compliance burdens on the mail-order channel than on 
established domestic supply structures. Brick-and-mortar pharmacies continue to rely on 
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their physical presence and may use courier services operated within their own 
organisational sphere, whereas pharmacies serving the German market through distance 
selling depend on external logistics networks and would be confronted with a far more 
demanding and compliance-intensive regime. This asymmetry is particularly relevant 
because comparable safety interests also arise in other forms of professionally organised 
delivery, yet the notified measure concentrates its heaviest burdens on the very channel 
through which cross-border supply takes place. 

(8) The proposed rules therefore risk restricting the free movement of goods within the meaning 
of Article 34 TFEU and also affect the freedom to provide services under Article 56 TFEU, since 
both the cross-border supply services of online pharmacies and the transport services of 
logistics operators are made less attractive and more burdensome by a regulatory model 
tailored specifically to the German market. 

(9) In the bevh’s view, such a measure constitutes a serious restriction on cross-border trade and 
cross-border service provision and therefore requires particularly strict scrutiny as to its 
necessity, suitability and proportionality. 

 
2.2.          Lack of evidence, necessity and proportionality 

 
(10) Even if the protection of public health is accepted as a legitimate objective, the 

notified measure must still be supported by a sufficient evidentiary basis and remain 
genuinely necessary and proportionate in light of its practical effects. In the bevh’s view, 
those conditions are not met here. The existing record does not demonstrate a concrete 
regulatory failure, systemic enforcement gap or documented pattern of transport-related 
harm that would justify the introduction of such far-reaching additional obligations for 
pharmacies and logistics operators. By contrast, there are no known significant cases in 
which shipping conditions have demonstrably and specifically compromised the efficacy of 
medications and thereby endangered patients. This applies in particular to refrigerated 
medications, for which established and highly secure transport solutions with end-to-end 
active temperature control all the way to the patient’s doorstep are used. 

(11) The absence of demonstrated necessity is particularly important because the relevant risks 
are already addressed under the current legal framework. § 17 (2a) ApBetrO already requires 
medicinal products to be packaged, transported and delivered in a manner that preserves 
their quality and efficacy. Therefore, online pharmacies already bear full legal responsibility 
for compliant delivery throughout the transport chain, including where third-party logistics 
providers are used. Against that background, the proposed provisions do not amount to a 
mere clarification of existing obligations. They create an additional layer of detailed 
operational, contractual and supervisory requirements, including obligations that would 
apply directly to logistics companies and that go beyond the established allocation of roles 
within the online pharmacy value chain. 
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(12) In practice, § 17 ApBetrO is implemented by online pharmacies through a calibrated system  
of temperature-control measures (if needed) designed to safeguard product quality during 
transport. This typically relies on validated passive safeguards, such as cool packs and 
temperature loggers, applied on the basis of a risk-based assessment carried out by the 
responsible pharmaceutical professionals. Where the specific risk profile requires it, 
particularly in the case of cold-chain medicines, online pharmacies also use active 
temperature-control measures and specialised transport providers. 

(13) The burden imposed by the proposed measures is further exacerbated by the fact that the 
contracted logistics service providers would also be subject to a new regulatory and 
enforcement framework. In particular, the proposed regulation would subject logistics 
companies to direct oversight by the relevant state authorities, including inspections and 
penalties, if they fail to “ensure” the quality and efficacy of medicinal products during 
transport. This significantly increases the compliance and operational burden on transport 
companies, which do not normally operate as regulated entities in the pharmaceutical 
sector, and reinforces the disproportionate nature of the measure. 

(14) The measure is also disproportionate in its design and effects. As drafted, § 35b ApBetrO-E  
extends the pharmacy’s responsibility to areas over which it has neither control nor 
influence. Pharmacy’s are expected not only to determine the packaging, shipping plan, and 
information sharing, but also to contractually ensure that the contracted logistics company 
consistently complies with the specified conditions. This makes them legally liable for 
processes that fall primarily within the transport service provider’s area of responsibility, 
such as temporary storage, delivery obstacles, deviations from delivery times, or the actual 
conditions during the last mile. This exceeds the limits of what pharmacies can realistically 
guarantee within the scope of their own operations. 

(15) The disproportionate nature of the proposed measure is compounded by the fact that it  
does not provide for a clear and workable division of responsibilities between pharmacies 
and logistics service providers. As drafted, the measure does not clearly define which risks 
are to be addressed through the pharmacy’s packaging and shipping concept and at which 
point distinct transport-side obligations of the commissioned logistics provider begin. This 
uncertainty is reinforced by a number of broad and open-ended concepts, including “risk-
based approach”, “appropriate transport packaging”, “appropriate transport conditions”, 
“maximum transport duration”, “valid proof” and “event that could negatively affect the 
quality and efficacy” of the medicinal product. Rather than creating legal certainty, the 
measure risks generating defensive compliance behaviour, over-fulfilment and contractual 
risk shifting.  

(16) In practice, this is likely to lead to more burdensome packaging requirements, stricter 
procedures, more extensive temperature controls and tighter contractual clauses than are 
actually necessary to manage the relevant risks. The result is not a clearer regulatory 
framework, but a situation of legal and operational uncertainty that directly translates into 
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higher costs, delays and increased liability exposure, without any demonstrated 
corresponding benefit for patient safety. In the worst-case scenario, online pharmacies could 
lose their ability to deliver medications. 
 

3. Conclusion and request 
 

(17) For the reasons set out above, the bevh respectfully submits that the notified measure raises  
serious issues of compatibility with EU law, in particular under Articles 34 and 56 TFEU. 
Accordingly, we respectfully invite the Commission, in the context of the procedure laid 
down in Directive (EU) 2015/1535, to issue a detailed opinion on the notified measure and 
to call upon Germany to amend it as follows: 

(18) Delete the proposed extension of the AM-HandelsV to commissioned logistics companies,  
and in particular delete § 9a AM-HandelsV. 
Standard parcel and courier operators should not be subjected to a pharmaceutical-law 
regime designed for other regulated actors. A blanket extension of that regime would 
directly impair the operation of the mail-order channel, increase costs, reduce delivery 
options and risk driving suitable logistics providers out of the relevant market segment. 

(19) Delete § 35b ApBetrO and the related amendments that make it the basis for additional  
obligations in the mail-order chain. 
The current legal framework already requires pharmacies to ensure that medicinal products 
are packaged, transported and delivered in a manner that preserves their quality and 
efficacy. § 35b therefore does not merely clarify existing obligations. Rather, it introduces an 
additional layer of operational, contractual and compliance burdens, shifts responsibility to 
pharmacies for transport processes they cannot fully control in practice and creates legal 
uncertainty and over-compliance pressure without a demonstrated corresponding safety 
benefit. 

(20) In the alternative, if Germany nevertheless wishes to maintain a specific framework for  
the dispatch of medicinal products, any such framework should be strictly limited, clearly 
defined and genuinely risk-based. 
In particular, overall pharmaceutical and quality-assurance responsibility should remain with 
the pharmacy as the regulated healthcare actor. Logistics operators should not be subjected 
to blanket or quasi-GDP obligations. The allocation of responsibilities between pharmacies 
and logistics providers should be clear and workable and any targeted requirements should, 
if justified at all, be confined to genuinely sensitive product categories requiring special 
handling, rather than imposed across the parcel delivery chain as a whole. 

(21) Finally, the bevh respectfully submits that no additional obligations should be maintained  
unless and until their necessity is demonstrated by concrete evidence of a regulatory need 
and a corresponding safety benefit. In the absence of such evidence, further intervention in 
the mail-order and parcel-delivery chain would risk imposing substantial burdens on cross-
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border trade and cross-border service provision without adequate justification under 
Articles 34 and 56 TFEU. 

 


