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Ordinance of the Federal Minister for Labour, Social Affairs, Health and Consumer Protection on ensuring the supply of medicines
Pursuant to § 57a(2) of the Medicines Act [Arzneimittelgesetz], Federal Law Gazette No 185/1983, last amended by the Federal Act published in Federal Law Gazette I No 100/2018, the following is hereby enacted:
Article 1. (1) The marketing authorisation holder shall notify the Federal Office of Public Health of any restriction of the domestic distribution of a prescription medicinal product. A restriction of distribution shall be defined as a situation of unavailability expected to last for more than two weeks, or a situation of insufficient availability expected to last for more than four weeks, of a prescription proprietary medicinal product necessary to cover the needs of domestic patients.
(2) In accordance with the requirements of the Ordinance of the Federal Office for Safety in Health Care, the notification pursuant to Paragraph 1 shall be made through the electronic submissions system for applications and notifications (Electronic Submission Ordinance [Elektronische Einreichverordnung - EEVO] 2011).
(3) The Federal Office for Safety in Health Care shall publish the medicinal products notified in accordance with Paragraph 1 in a publicly accessible list on its website.
Article 2. Once the restriction of the distribution of a prescription proprietary medicinal product is no longer present, the marketing authorisation holder shall notify the Federal Office for Safety in Health Care. § 1(2) shall apply accordingly. After an appropriate review, the Federal Office for Safety in Health Care shall immediately delete the relevant proprietary medicinal product from the list as per § 1(3).
Article 3. (1) If the Federal Office for Safety in Health Care becomes aware that the marketing authorisation holder (partially) fails to fulfil his obligation under § 1(1), the Federal Office for Safety in Health Care shall, after verification, include the relevant proprietary medicinal product in the publicly accessible list pursuant to § 1(3) if appropriate.
(2) If there are restrictions on the domestic supply of prescription proprietary medicinal products which are provided adequately and continuously by the marketing authorisation holder to meet the needs of domestic patients, the Federal Office for Safety in Health Care shall also include such prescription proprietary medicinal products in the publicly accessible list pursuant to § 1(3), in consultation with the marketing authorisation holder.
(3) If the distribution restriction as referred to in Paragraph 1 or the supply restriction as referred to in Paragraph 2 is no longer present, § 2 shall be applied analogolously.
Article 4. To ensure the protection of public health, the export of prescription proprietary medicinal products included in the list published by the Federal Office for Safety in Health Care pursuant to § 1(3) to another Member State of the European Economic Area shall be prohibited.
Article 5. This Ordinance was 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).
