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STATEMENT OF THE PROBLEM

Regenerative medicine refers to methods to regenerate or ADVANCED THERAPIES
replace human cells, tissues or organs in order to restore or
establish normal function. The clinical use of stem cells, genes CELL GEN TISUUE
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and tissues constitutes a new range of advanced therapy THERAPY ENGINEERING
medicinal products (ATMPs) such as gene therapy medicinal

products, somatic cell therapy medicinal products, tissue

engineered products and combined advanced therapies’ products

(Fig. 1). Each of them can be formulated with different types of SORATC CELL GENE THERAPY TISSUE
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biomaterials to provide greater cell viability, such as release MEDICINAL PRODUCTS PRODUCTS
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systems, scaffolds, etc. _ L N
Figure 1. Classification of advanced therapy medicinal products (ATMPS)

The purpose of this study is to describe the different products with stem cells and scaffolds that should be considered ATMPs for clinical

application, to classify the different types of medicinal products and meet the legal requirements for their marketing authorisation.

METHODOLOGY & THEORETICAL ORIENTATION

The aim of this study was to define the main biomaterials used in ATMPs and medical devices, and the regulatory aspects for their clinical

application. Thus, we searched the main available databases up to September 2016.

FINDINGS

DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 27 October 1998

on in vitro diagnostic medical devices

(OJ L 331. 7.12.1998. p. 1)

EUROPEAN MEDICINES AGENCY OMED| CAL COUNCIL DIRECTIVE COUNCIL DIRECTIVE 93/42/EEC
DEVICES of 20 June 1990 of 14 June 1993
on the approximation of the laws of the Member States relating to active implantable medical
devices concerning medical devices
OSCA FFOLFDS (90/385/EEC)

(OJ L 169, 12.7.1993, p. 1)
(OJ L 189, 20.7.1990, p. 17)

DIRECTIVE 2007/47/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

9 8IOMATERIALS CELLS GENES TISSUES of 3 September 2007

amending Council Directive 90/385/EEC on the approximation of the laws of the Member States
relating to active implantable medical devices, Council Directive 93/42/EEC concerning medical
devices and Directive 98/8/EC concerning the placing of biocidal products on the market

10.12.2007 EN Official Journal of the European Union L 324/121
REGULATION (EC) No 1394/2007 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL » S’ O S

of 13 November 2007

on advanced therapy medicinal products and amending Directive 2001/83/EC
and Regulation (EC) No 726/2004

Major advances In advanced therapies focus on the development of matrices made of natural or synthetic origin
biomaterials such as collagen, alginate, hyaluronic acid, polyethylene glycol, etc. All of them should be considered
medical devices by themselves, but if each scaffold iIs combined with stem cells, tissues or genes, they will be

considered medicinal products.

CONCLUSION & SIGNIFICANCE

The ability to combine cells, tissues and genes with biomaterial manufactured structures to develop medicinal products,

opens up new prospects in the administration of these ATMPs In the area of regenerative medicine.



