B Ref. Ares(2018)4674945 - 12/09/2018

From: Silke Dorner <silke.dorner@ages.at>
Sent: 11 September 2018 12:46

To: SANTE PHARMACEUTICALS B5

Cc: Verena Plattner

Subject: TSC 01/2018 on GCP for ATMPs

To whom it may concern,

Please find below the comment of the austrian competent authority to the Consultation Document "Good
Clinical Practice for Advanced Therapy Medicinal Products".

Category: Austrian competent authority (national): Austrian Agency for Health and Food Safety, Federal
Office for Safety in Health Care, Department Blood, Tissue & Vigilance

Line 140 - 143:

In some cases, e.g. CAR-T cell production, the procured cells/tissues can be cryo-preserved (processed)
and stored at the blood or tissue establishment, before they are passed on to the ATMP manufacturer. If
these steps of processing and storage are done in the responsibility of the blood or tissue establishment,
they should also be performed in accordance with the Directive 2004/23/EC or Directive 2002/98/EC.
Otherwise there might be a gap between the procurement of the cells/tissues and the start of the
manufacturing process at the ATMP manufacturer. At this point only the donation, procurement and
testing would be recommended to be done in accordance with the directives.

In case there are any questions, please do not hesitate to contact me.

Sincerely,
Silke Dorner

Priv.-Doz. Dr. Silke Dorner

Institut Uberwachung

BASG - Bundesamt fiir Sicherheit im Gesundheitswesen / Federal Office for Safety in Health Care
AGES - Osterreichische Agentur fiir Gesundheit und Erndhrungssicherheit / Austrian Agency for Health
and Food Safety

Adresse: Traisengasse 5, 1200 Wien

Tel. national: 050555-36451

Tel. international: +43-50555-36451

E-Mail:silke.dorner@ages.at
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Firma & Rechtsform: Osterreichische Agentur fiir Gesundheit und Erndhrungssicherheit GmbH
Sitz: Spargelfeldstrale 191, 1220 Wien

Firmenbuchnummer: FN 223056z

Firmenbuchgericht: Handelsgericht Wien

Diese Nachricht und allfillige angehdngte Dokumente sind vertraulich und nur fiir den/die
Adressaten bestimmt. Sollten Sie nicht der beabsichtigte Adressat sein, ist jede Offenlegung,
Weiterleitung oder sonstige Verwendung dieser Information nicht gestattet. In diesem Fall bitten
wir, den Absender zu verstindigen und die Information zu vernichten. Fiir Ubermittlungsfehler
oder sonstige Irrtiimer bei Ubermittlung besteht keine Haftung.
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