Follow-up to the European Parliament non-legislative resolution on use of cannabis for medicinal purposes
1. Resolution tabled pursuant to Rule 128(5) of the European Parliament’s Rules of Procedure
2. [bookmark: _GoBack]Reference numbers: 2018/2775 (RSP) / B8-0071/2019 / P8_TA-PROV(2019)0113
3. Date of adoption of the resolution: 13 February 2019
4. Competent Parliamentary Committee: Committee on the Environment, Public Health and Food Safety (ENVI)
5. Brief analysis/ assessment of the resolution and requests made in it:
This European Parliament non-legislative resolution addresses the issue of use of cannabis for medicinal purposes in the European Union. It relates to a wide variety of products and preparations that may contain different active ingredients and use different routes of administration under different regulatory schemes. It notes that the policy landscape for medical cannabis is still evolving, with the different Member States taking different approaches.
The resolution recognises that products derived from cannabis that are used for medicinal purposes are broadly referred to as ‘medical cannabis’ and calls on the Commission and the national authorities to work together to provide a legal definition for the term.
The resolution calls for action from key players including the Commission, the Member States and the research community to make dedicated efforts to support research for cannabis-derived therapies, to facilitate better access to medical cannabis and the establishment of unified standards for cannabis used for medicinal purposes as well as to improve knowledge on cannabis based therapies among the public and healthcare professionals.
The resolution notes that the use of cannabis, in general, may have an addictive effect and is responsible for significant social and health problems requiring, therefore, addiction prevention and the monitoring and control of illegal practices, especially if medical cannabis is to be used more widely.
6. Response to requests and overview of action taken, or intended to be taken, by the Commission:
Distinction between medical cannabis and medicinal products derived from cannabis (paragraph 1)
The Commission would like to recall that the pharmaceutical legislation in the EU applies to any substance having properties for treating a disease or any substance modifying physiological functions by exerting a pharmacological or metabolic action. Cannabis derived medicinal products already fall under the existing definition of a medicinal product laid down in the legislation. However, the classification of ‘medical cannabis’ is out of the scope of the pharmaceutical framework. It is a Member State’s competence to decide whether medical cannabis use is legal or not on its territory.
Safety of medicinal products (paragraphs 6 and 14)
The Commission considers that the current pharmaceutical legislation[footnoteRef:1] addresses the specific calls made by the Parliament. A medicinal product, including products containing cannabis, can be placed on the European Union market only after a marketing authorisation has been granted in accordance with this legislation by the competent authority of a Member State for its own territory (national procedure) or by the Commission for the entire EU (centralised procedure). In both cases, a marketing authorisation is granted to a medicinal product only after its quality, safety and efficacy have been evaluated and a positive benefit-risk balance related to its use has been established. [1:  	Regulation (EC) No 726/2004 laying down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Medicines Agency, OJ L 136, 30.4.2004, as amended, Directive 2001/83/EC on the Community code relating to medicinal products for human use, OJ L 311, 28.11.2001, as amended] 

Once placed on the market, medicinal products continue to be monitored through pharmacovigilance activities, which apply also to cannabis-derived medicinal products. Post-authorisation obligations include the implementation of risk management plans. Risk mitigation measures can be put in place if justified. These include warnings in the mandatory product information documents and advice to healthcare professionals, which apply to the entire category of products concerned. The overall EU pharmacovigilance system operates through cooperation between the EU Member States, the European Medicines Agency (EMA) and the Commission.
Access to medical cannabis (paragraph 10)
According to Article 168 of the Treaty on the Functioning of the European Union, the Union must respect the responsibilities of Member States to define their own health policy and to organise and manage their health services and medical care. This includes the conditions of access to therapies, as well as the decision whether medical cannabis use is legal or not on a Member State’s territory.
Research (paragraphs 2, 3, 4, 5, 6 and 15)
Specifically, under paragraphs 2, 3, 4, 5, partly 6, and 15 the resolution encourages research efforts on use of cannabis for medicinal purposes.
Cannabis and cannabinoid-based compounds are increasingly being used to treat a wide range of medical conditions including chronic pain, muscle spasms and epilepsy. Current research efforts aim to thoroughly assess the medicinal benefits of these compounds, as well as the potential for negative side effects of cannabis or cannabinoid-based products. Continuous research is needed to address a number of challenges involved in interpreting the available evidence on the effectiveness and safety of these compounds. The Commission is aware of these challenges and supports research in this field. In the last Framework Programmes for Research and Innovation, the EU has funded a number of relevant projects and fellowships in Europe and worldwide with over EUR 40 million dedicated to research on cannabis and cannabinoid-based compounds. For example, the NeuroPain[footnoteRef:2] project ran a clinical trial on the analgesic use of the specific cannabinoid, cannabidivarin (CBDV), in patients with HIV-associated painful neuropathy. The Commission affirms that there will be further opportunities to support this field of scientific research in the upcoming Horizon 2020 call for proposals for 2020, including the ‘New therapies for Non Communicable Diseases’ call[footnoteRef:3]. [2:  	https://cordis.europa.eu/project/rcn/111184/factsheet/en]  [3:  	http://ec.europa.eu/research/participants/data/ref/h2020/wp/2018-2020/main/h2020-wp1820-health_en.pdf] 

The Commission strives to fund the highest quality research through competitive, open calls for proposals. Thus, funding is not earmarked for very specific areas. In the next framework programme – Horizon Europe, the Commission will further continue with this approach supporting research that benefits our society, including areas of the novel therapeutic interventions.
EU-level cooperation (paragraph 8)
The Commission would like to emphasise that the European Monitoring Centre for Drugs and Drug Addiction (EMCDDA) and EMA already cooperate and exchange information in areas appropriate to their respective mandates for example on the area of the risk assessment of new psychoactive substances and medicines having close contacts to national competent authorities.
The EMCDDA published a report[footnoteRef:4] on the “Medical use of cannabis and cannabinoids: questions and answers for policymaking” in December 2018. The EMCDDA is also responding to Objective 14 of the EU Action Plan on Drugs 2017–2020, where it is asked to monitor and report on cannabis legislation at national level and in third countries. [4:  	http://www.emcdda.europa.eu/system/files/publications/10171/20185584_TD0618186ENN_PDF.pdf] 

Security aspects of medical cannabis policies (paragraphs 1, 6, 7, 15, 16 and 17)
Notwithstanding developments regarding the use of medical cannabis, the recreational use of cannabis at EU level remains clearly prohibited. Indeed, the relevant international conventions and the EU law, through Council Framework Decision 2004/757/JHA[footnoteRef:5], prohibit the cultivation of cannabis plant except when exclusively for personal consumption as defined by national law. [5:  	Council Framework Decision 2004/757/JHA of 25 October 2004 laying down minimum provisions on the constituent elements of criminal acts and penalties in the field of illicit drug trafficking, OJ L 335, 11.11.2004, p. 8–11] 

In January 2019, the World Health Organisation (WHO) recommended to remove cannabis and cannabis resin from the Schedule IV of the 1961 Single Convention on Narcotic Drugs, which contains drugs with particularly dangerous properties. The WHO also proposed to clarify that preparations containing predominantly cannabidiol and not more than 0,2 % of delta-9-tetrahydrocannabinol are not under international control. The Commission on Narcotic Drugs decided at its 62nd session in March 2019 to postpone the vote on these recommendations.
The Commission will continue its efforts, notably in the framework of the EU policy cycle for organised and serious international crime, to ensure closer cooperation among all relevant stakeholders, including law enforcement and customs authorities, EU agencies and public and private operators, to disrupt the activities of organised crime groups involved in the wholesale trafficking of cannabis.
The existing pharmacovigilance rules, research ethics, and the respect of the grant procedures, as well as joint operational activities in the context of the EU policy cycle address possible abuses or diversion of products derived from cannabis and prevent the emergence of black markets.
The EU drugs policy, as formulated in the EU Drug Strategy 2013-2020[footnoteRef:6] and the EU Action Plan on Drugs 2017-2020[footnoteRef:7], is evidence-based, integrated and balanced, with equal attention for drug supply and drug demand reduction. In addition to the law enforcement measures, it provides for measures preventing addiction, including among minors and vulnerable groups. [6:  	EU Drugs Strategy (2013-20), OJ C 402, 29.12.2012, p. 1–10]  [7:  	EU Action Plan on Drugs 2017-2020, OJ C 215, 5.7.2017, p. 21–58] 

