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Introduction to Cell Therapy Limited -

B CTL is an SME based in Cardiff, Wales
B Founded by Ajan Reginald (CEO), and Sir Martin Evans (CSO)
B | ead product detalls:

B Heartcel™ — Allogeneic immuno-modulatory progenitor cell
M Tissue-engineered ATMP
B Designed to regenerate heart tissue scarred by myocardial infarction

B Adult indication in Congenital Coronary Artery Malformations (CCAM)
targeted for Conditional MAA submission in 2016 — Letter of Intent to be
submitted in January

B Paediatric deferral to be requested — potential utility in rare paediatric
diseases (Kawasaki Disease, ALCAPA)
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= Epstein Chair in Cell Therapy
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0 SUPPORT RECEIVED BY CTL TO DATE
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CTL has received significant support

B SME incentives and support received to date include:

® Advice from SME office on administrative and procedural issues
around:

* ATMP classification
* Orphan designation
e Paediatric investigation plans

M Protocol assistance from CHMP, including potential paediatric
Indications to consider, opportunity to submit for Conditional Approval

B Fee reductions for scientific advice
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http://fmapps.emea.europa.eu/SME/
http://fmapps.emea.europa.eu/SME/

0 SUPPORT CTL INTENDS TO SEEK
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>

CTL intends to ask for additional support _=

B SME incentives and support to be requested:

M Certification of Quality and Non-Clinical Data for ATMP

® Advice from SME office on administrative and procedural issues around
Conditional MAA

B Scientific advice on Conditional MAA in adults
M Scientific advice on Paediatric plans
B Scientific Services on Compassionate Use Programmes

B Fee reductions for procedures in the pre- and post-marketing-
authorisation phases, including scientific advice, inspections,
line extensions and variations

B Assistance in translating product information submitted within the
Conditional MAA

B Deferral of the fee payable for an application for marketing
authorisation or related inspection
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