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Advanced therapy medicinal products (ATMPs] are a particularly novel class of medicines and possibly constitute one of the most
complex organizational and regulatory tasks that may be approached by clinical researchers in order to explore new therapeutic
applications. ATMPs, including cell therapy, gene therapy and tissue engineered products, were classified as such by two European
Directives (2003/63/€C and 2009/120/€C) and Regulation (EC) No. 1394/2007 of the European Parliament and of the Council, and
represent a field with a constantly evolving regulatory landscape that scientists and reqgulators alike find difficult to navigate.

These recent regulatory changes imply a transformation of the requirements for ATMP manufacturing and their application to human
beings. Stem cell scientists should therefore be aware of the intricacies of Good Manufacturing Practice (GMP] implementation before
initiating full-fledged translational programmes, and also have at their disposal well trained technologists that will develop ATMPs at

different laboratories and institutions - be it hospitals, academia or industry - within Europe.

OBJECTIVE

The "Master in manufacturing of advanced therapy medicinal
products" is founded upon a successful Spanish Master's
programme that has been running at lavante Foundation in Granada
since 2009, promoted by the Andalusian Initiative for Advanced
Therapies together with the University of Granada and with the
collaboration of Spanish Medicines Agency (Agencia Espafola de
Medicamentos y Productos Sanitarios- AEMPS].

This first international Master's Programme in the manufacturing
of advanced therapy medicinal products will have a European
focus and it is expected to cater to the needs of any European
institutions trying to implement ATMP Regulation. For this reason,
it will count upon the participation, advice and support of European
Medicines Agency (EMA] experts.

DEGREES OFFERED:

1. Master Degree in Manufacturing of Advanced Therapy
Medicinal Products, specialization as Qualified Person

(1,630 hours)

2. Master Degree in Manufacturing of Advanced Therapy
Medicinal Products, specialization as Manufacturing Manager
(1,500 hours)

3. Master Degree in Manufacturing of Advanced Therapy
Medicinal Products, specialization as Quality Control Manager
(1,500 hours)

4. Expert Degree in Quality Assurance for Manufacturing

of Advanced Therapy Medicinal Products (1,060 hours)

= ltis also possible to apply for one or more
theoretical modules only.

WHO SHOULD ATTEND?

The Degree is quite unigue in that it is not intended for biomedical
students pursuing a Ph.D. in regenerative medicine or related
subjects. As an alternative, the target audience for this pioneering
Master's programme are the professionals presently working (or
intending to do so) in Good Manufacturing Practice (GMP] -
compliant facilities producing cell therapy, gene therapy or tissue
engineered products for human use, such as:

- Technical Directors or Qualified Persons
of Pharmaceutical Laboratories
- Manufacturing Managers of Advanced Therapies
- Quality Control Managers
- Quality Assurance Managers

Other potential attendees are professionals from diverse
backgrounds who wish to update their knowledge related to any
of our theoretical sections or who are seeking to enter the
advanced therapy sector, or academic institutions and other public
employees seeking to acquire a deep understanding of the sector.






