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Ordinance of the Federal Minister for Labour, Social Affairs, Health and Consumer Protection on ensuring the supply of medicines
Simplified outcome-oriented impact assessment
	Notifying body:
	Federal Ministry of Labour, Social Affairs, Health and Consumer Protection

	Type of proposed measure:
	Ordinance

	Current financial year:
	2019

	Entry into force/effective date:
	2019


Preamble
Analysis of the problem
Supply bottlenecks and shortages, especially with prescription proprietary medicinal products, are a global problem that occurs with increasing frequency, requiring collaboration between all parties concerned, especially pharmaceutical companies and distributors. It is therefore necessary to improve the transparency of such situations, enabling physicians and pharmacists to respond in a timely manner to distribution restrictions.
Objective(s)
Improving transparency with regard to supply bottlenecks and shortages of prescription proprietary medicinal products by introducing a reporting obligation on the marketing authorisation holder, publication of the relevant proprietary medicinal products, and introduction of an export ban.
Contents
The proposal primarily comprises the following measure(s):
Introduction of an obligation on the marketing authorisation holder to immediately notify any restriction of the domestic distribution of a prescription proprietary medicinal product.
Publication of all notified proprietary medicinal products on the website of the Federal Office for Safety in Health Care
Requirement for the Federal Office for Safety in Health Care to review and publish if the marketing authorisation holder does not, or does not sufficiently observe his notification obligation or for other reasons the supply is not adequate to cover the needs of patients.
Introduction of a ban on exports to another Member State of the European Economic Area.

Contribution to objective or measure in the federal budget estimate

The proposal has no direct contribution to an objective.

The current measure does not have any financial impact on the Federal Government, provinces, municipalities or social insurance agencies

Remarks about other, insignificant effects:
None.

Relation to EU legislation
The introduction of an export ban is an interference with the free movement of goods as a fundamental EU right. This interference is justified by (the overriding interest of) protecting public health (see Article 81 of Directive 2001/83/EC on the Community code relating to medicinal products for human use, which weighs the objective of free movement of goods against that of protecting public health). Ensuring the adequate, continuous supply of medicines to the population is a proportionate measure that is in the public interest.
Special features of the procedure for creating the standard
This Ordinance is subject to a notification procedure within the meaning of 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 (OJ L 241, 17.9.2015, p. 1).
This impact assessment was prepared using version 5.6 of the assessment tool (Hash ID: 1406388770).
Notes
Supply bottlenecks and shortages, especially with prescription proprietary medicinal products, are a global problem that occurs with increasing frequency. It is therefore necessary to improve the transparency of such situations, enabling physicians and pharmacists to respond in a timely manner to distribution restrictions.
In order to protect the health and life of patients, it is particularly important that they receive the proprietary medicinal products that they need; in particular, ensuring an adequate supply of prescription proprietary medicinal products is a pressing need from a health policy perspective.
For this reason, a requirement is introduced for the marketing authorisation holder to notify the Federal Office of Public Health of any restriction of the domestic distribution of a prescription medicinal product. The restriction of distribution is defined in Article 1(1) of the present Ordinance.
Only prescription proprietary medicinal products are covered, since over-the-counter proprietary medicinal products are not supply-critical and there are sufficient self-medication alternatives.
The Federal Office for Safety in Health Care shall publish the notified proprietary medicinal products in a publicly accessible list on its website.
Once the distribution of a prescription proprietary medicinal product has been restored, the marketing authorisation holder shall notify the Federal Office for Safety in Health Care. The latter shall, in case of positive verification, immediately remove the proprietary medicinal product from the list.
If the marketing authorisation holder (partially) fails to fulfil his obligation to notify, the Federal Office for Safety in Health Care shall – after verification (which will include contacting the marketing authorisation holder) – include the relevant proprietary medicinal products in the list.
In consultation with the authorisation holder and after a previous review of the current supply situation by the Federal Office for Safety in Health Care, publication of a proprietary medicinal product is also possible if, although the proprietary medicinal product is adequately and continuously supplied, there are still restrictions in its supply.
Export of the proprietary medicinal products published by the Federal Office for Safety in Health Care to another Member State of the European Economic Area shall be prohibited. This serves to ensure that the affected prescription proprietary medicinal products will remain in the country to meet the needs of domestic patients.
This interference with the free movement of goods as a fundamental EU right is justified by (the overriding interest of) protecting public health (see Article 81 of Directive 2001/83/EC on the Community code relating to medicinal products for human use, which weighs the objective of free movement of goods against that of protecting public health). Ensuring the adequate, continuous supply of medicines to the population is a proportionate measure that is in the public interest.
