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Title of Resolution 

The Trans-Atlantic Trade and Investment Partnership (TTIP) agreement and Health

(Pharmaceuticals and medical devices)
Individual submitting resolution

Grace Attard, ACR General Secretary

Background and justification

Pharmaceuticals and medical devices are key areas that will be covered by the Trans-Atlantic Trade and Investment Partnership (TTIP) agreement. TTIP is expected to facilitate trade and investment by eliminating barriers posed by regulation and other rules. 

Proposals and recommendations 

Ensuring high standards in the Health sector in Europe

Enhancing consumer safety should be the number one goal of regulatory cooperation in the health sector.  

· Mutual recognition of Good Manufacturing Practices based on principles and guidelines defined as “Good Manufacturing Practices” to achieve more effective and safer use of resources; 

· Currently, European and American authorities conduct inspections of companies’ facilities on their territories and third countries to check compliance with good manufacturing practices (GMP) and verify the quality of products. 

· Closer cooperation between European and American Authorities could avoid duplicating such inspections, thereby more effectively using resources. The two Agencies have developed common procedures for Good Manufacturing Practice and Good Clinical Practice inspections and for applications for orphan designation. They also share information on pharmacovigilance, scientific advice, biomarkers, inspection planning and reporting and preparedness for pandemic influenza. 

· Moreover, the confidentiality agreements between the EU and the FDA were extended in 2005 and again in 2010. They are now effective for an indefinite period without the need for further renewal.

Attention must be paid to the following, potentially overshadowing, issues: 

· Convergence of systems for identifying medical devices (UDI) to improve traceability should remain a key factor.EU governments should maintain full autonomy to make pricing and reimbursement decisions about pharmaceuticals and medical devices in the public interest. However further clarification is needed with regard to the reference to the transparency of decision making. 

· Harmonised requirements for the authorization of medicines can reduce needless duplication of clinical trials and facilitate access to medicines. The EU recent progress on clinical trials transparency and the EU Clinical Trials Regulation should not be undermined by references to trade secrets and commercial confidentiality; 
· The upwards harmonisation of the technical requirements to demonstrate quality, safety and efficacy of medicines can facilitate the recognition of clinical trials on both sides of the Atlantic, sparing more patients from the risky process of experimenting with medicines, in particular for paediatric medicines, generics and biosimilars to improve patient safety and access to medicines
· This is particularly important especially with regard to medicines for children. There is the need for the revision of the International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH) guidelines on paediatrics as, at the moment, there are some differences in the conduct of paediatrics trials that make it difficult to compare data and mutually accept studies. 

· TTIP should not lead to any extension of intellectual property rights and exclusivities applied to medicines in the EU. The EU already has 20 years of patent protection and a number of other exclusivities granted to certain medicinal products. In general, longer patent protection or exclusivity delays competition from generics and keeps medicines prices high, at the expense of the healthcare system and, ultimately, the consumer. 

· Maltese consumers should be reassured that reliable brands of medicines rather than cheaper brands are imported as in some cases there can be negative side-effects when taken with other medicinal products 

Source: BEUC TTIP and Health: Pharmaceuticals and medical devices

