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CTL is an SME based in Cardiff, Wales

Founded by Ajan Reginald (CEO), and Sir Martin Evans (CSO)

Lead product details:

 HeartcelTM – Allogeneic immuno-modulatory progenitor cell

 Tissue-engineered ATMP

 Designed to regenerate heart tissue scarred by myocardial infarction

 Adult indication in Congenital Coronary Artery Malformations (CCAM) 

targeted for Conditional MAA submission in 2016 – Letter of Intent to be 

submitted in January

 Paediatric deferral to be requested – potential utility in rare paediatric 

diseases (Kawasaki Disease, ALCAPA)

Introduction to Cell Therapy Limited
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EMA Timelines

Nov-15 Dec-15 Jan-16 Feb-16 Mar-16 Apr-16 May-16 Jun-16 Jul-16 Aug-16

Adult	CCAM

Orphan	Validation

Orphan	Decision

CHMP	Scientific	Advice

Submit	names	to	NRG

Eligibility	Granted

Rapporteur	Meetings

ATMP	Classification

Submit	Letter	of	Intent

Submit	MAA

Paediatric	Indications

Submit	PIP

PDCO	Opinion

Protocol	Assistance
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MedDRA license 

• 100% FEE REDUCTION FOR 
SMES3 

Pre-MAA inspections 

• 90% FEE REDUCTION FOR 
SMEs – DEFERRAL OF FEE 
PAYMENT  

MAA1 Evaluation Post Authorisation 

Overview of support provided to medicines 

developers by the European Medicines Agency  

Notes: 
1. Marketing authorisation application. 
2. Advanced therapy medicinal product. 
3. Access to MedDRA through registration to EudraVigilance for 

micro-sized and small companies only. 

    Qualification 

    ATMP2 

    Scientific services 

Regulatory and administrative assistance 

Orphan incentives 

MAA 

• Qualification of 
new 
methodologies 
for 
development 
of medicines  

• Classification of 
ATMPs 

• CERTIFICATION 
OF QUALITY 
AND NON-
CLINICAL DATA 
FOR SMEs 
DEVELOPING 
ATMPs 

 

• CONDITIONAL FEE 
EXEMPTION FOR 
SMEs PROVIDED 
THAT AGENCY’S 
SCIENTIFIC ADVICE 
HAS BEEN 
FOLLOWED – 
DEFERRAL OF FEE 
PAYMENT  

• PROVISION OF 
TRANSLATIONS OF 
PRODUCT 
INFORMATION 
REQUIRED FOR 
GRANT OF 
MARKETING 
AUTHORISATION 

• Including 
compassionate 
use, Art. 58 
applications, 
herbal medicines 

• 90% FEE 
REDUCTIONS 
FOR SMEs 

• FOR SMEs, ASSISTANCE 
PROVIDED BY SME OFFICE 

• Protocol assistance, fee reductions 
and market exclusivity 

    Innovation task force 

Pre Authorisation 

    Scientific advice 

• Parallel 
scientific advice 
with health 
technology 
assessment 
bodies 

• Parallel 
scientific advice 
with US FDA 

• 90% FEE 
REDUCTIONS 
FOR SMEs 

Post-MAA inspections 

• 90% FEE REDUCTION FOR 
SMEs 

i

i

i

i

i

i

i

i
• Informal meetings 

covering regulatory, 
technical and 
scientific issues 
arising from the 
development of 
innovative medicines, 
new technologies and 
borderline products 

• Recommendation on 
eligibility for scientific 
services for combined 
and borderline 
medicines 

• Complimentary 
service for all 
companies 

Key: 

Available to everyone 

AVAILABLE TO SMEs ONLY 

Post-authorisation i

FEE EXEMPTIONS FOR: 

• EXTENSION OF MAA 

• TYPE-IA, TYPE-IB AND 
TYPE-II VARIATIONS; 

• RENEWAL OF MARKETING 
AUTHORISATION; 

• TRANSFER OF  MARKETING 
AUTHORISATION TO A 
SECOND SME; 

• REFERRAL PROCEDURE 
INITIATED BY THE 
MARKETING 
AUTHORISATION HOLDER 

• ANNUAL FEE 
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✓
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✓ SUPPORT RECEIVED BY CTL TO DATE



SME incentives and support received to date include:

 Advice from SME office on administrative and procedural issues 

around:

ATMP classification

Orphan designation

Paediatric investigation plans

 Protocol assistance from CHMP, including potential paediatric 

indications to consider, opportunity to submit for Conditional Approval

 Fee reductions for scientific advice

CTL has received significant support
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✓



SME incentives and support to be requested:

 Certification of Quality and Non-Clinical Data for ATMP

 Advice from SME office on administrative and procedural issues around 

Conditional MAA

 Scientific advice on Conditional MAA in adults

 Scientific advice on Paediatric plans

 Scientific Services on Compassionate Use Programmes

 Fee reductions for procedures in the pre- and post-marketing-

authorisation phases, including scientific advice, inspections, 

line extensions and variations

 Assistance in translating product information submitted within the 

Conditional MAA

 Deferral of the fee payable for an application for marketing 

authorisation or related inspection

CTL intends to ask for additional support
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