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NepiAndin Oféuatoc

H napovoa Abaktopkn SatpBry Ba npoonadrioel va QmavinoeL mavw oto Bépa
NG aodpaAelac kat otabepdTnTag TG mapaywyrc KUuTtapikwy Bepanewwv (Bloddpuakal),
HE HECEYXUHOTIKG KUTTapQ TPOEPXOHEVA amd in vitro dladoponoinon enaydpevwy
moAudUvapwy PAactokuttdpwy (iPSC). O otdxoc eival N avantuén npwTokOAwvY
TIOLOTIKOU €AEyXOU, petaBaivovtac and EPYQOTNPLAKO-EPELVNTIKO ETinESO, O KAipaka
Kal 0poug Blopnxavikng mapaywyng, cOppwva pe TOUG KAVOVIOHOUG Kal Ta MpoTumna
OpBri¢ Npaktkrg Napaywyrnc (GMP) kat Eupwnaikig @appakornotiag (Ph. Eur.), énwc
opilet o Evpwnaikdc Opyavioudc Qappdkwy (EMA) via evéolpa ¢pdppaka Kat Tic
NPONYHEVEC KuTTapikES Bepaneiec, ATMPs (Advanced Therapy Medicinal Products).
©a énuioupynBouv-tpononownBolv Sladikacisc-uéBodol gheyxou (SOPs), Aettoupyiag,

XEopov, kat emaAiBsuonc yia OAa ta otddia napaywyng toug (apxiké npoidv: iPSC,

evblapeco mpoidv: Swadoponoinon iPSC, teAkd npoiov: iMSCs) kat Ba StepeuvnBolv-

EVIOTLOTOUV Ta kpiowua onpeia eAéyxou (critical points) otn napaywylkn dadikaocia.

TeAiba | amo |



PhD Thesis Subject

«Quality Control of mesenchymal human cells derived from in vitro multiplicative
induced stem cell differentiation (iPSC) according to Good Manufacturing Practice (GMP)

regulations»

PhD candidate Anargyros Doukas

Three-Member Advisory Committee:

Maria Tzetis (Thesis Supervisor, Professor of Genetics)
Antonis Kattamis (Professor of Pediatric Hematology-Oncology)

Jan Traeger-Synodinos (Professor of Genetics)

Thesis Abstract

This PhD Thesis will attempt to answer the question of the safety and stability of the
production of cell therapies (biopharmaceuticals), with mesenchymal cells derived from in
vitro differentiated induced pluripotent stem cells (iPSC). The aim is to develop quality
control protocols, from laboratory-research level to industrial production scale and
conditions, in accordance with the regulations and standards of Good Manufacturing
Practice (GMP) and European Pharmacopoeia (Ph. Eur.), as defined by the European
Medicines Agency (EMA) for Injectable Drugs and Advanced Cell Therapies, ATMPs
(Advanced Therapy Medicinal Products).
Standard Operating Procedures(SOPs), operation, handling, and verification will be
created-modified for all stages of production process (initial product: iPSC, intermediate
product: iPSC differentiation, final product: iMSCs) and the critical control points will be

investigated-identified (critical points) in the production process.
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