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We have read with interest the article recently published by Fiorentino et al in the February issue of the Journal of Knee Surgery and entitled “European Definitions, Current Use, and EMA Stance of Platelet-Rich Plasma in Sports Medicine.”[1]
      

The European regulatory framework that governs the use of platelet-rich plasma (PRP) in the European community is accurately outlined in this letter. Initially, the authors describe the common regulatory framework throughout Europe and subsequently detail the particular cases of four members of the European Union (EU), including Italy, Spain, France, and Germany. Furthermore, they provide information about the regulations in Switzerland, which despite not being an EU member state complies with the principles of the Directive 2002/98/EC.[2]
      

Addressing the regulatory framework in Spain, we would like to make several remarks as the regulation has been recently updated. In May 2013, the Spanish Agency of Medicines and Medical Devices (AEMPS) together with different experts in the field of PRPs has performed a resolution establishing the classification of nonreplacement therapeutic use of autologous plasma and its fractions, components, or derivatives as a medicinal product for human use to meet specialized needs.[3] In this resolution and in the accompanying report,[4] the PRP is classified as a nonindustrial biological medicine for human use. In the same line, the AEMPS asserts that in Spain, the PRP therapy cannot be considered as an advanced-therapy medicinal product. In this way, with this new regulatory frame, the AEMPS aims to ensure quality, efficacy, traceability, information, and pharmacovigilance, as for conventional medicinal products.

Therefore, it is right that the authors comment that PRP therapy is governed by the Royal Decree 1088/2005 of September 16, 2005, but the current rule we are addressing is posterior (2013), and regulates more precisely this type of treatments as a human use medicinal product, according to the European definition of medicinal product reflected in the community code.[5]
      

We fully agree with the authors that there is a lack of homogeneity among the different member of the countries of the EU and the need to reach a consensus to promote and ensure the safe use of PRP therapy in all member states, both in the sports medicine and in other fields of medicine. The new Spanish PRP regulatory framework represents a new context and potentially new situation for these types of autologous therapies. Being considered as medicines, the requirements in terms of fabrication, traceability, efficacy, safety, and information for patients should be more tight and demanding. Significantly, efforts are still necessary to ensure that all PRP products being used fulfill these requirements and therefore can be considered safe and predictable. Unfortunately, the long way has just begun. A more general European agreement on this topic would definitely push this field forward.
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