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Supporting Innovation – a key strategic 
objective in Ireland  

Ireland ranked 11th on a global basis in terms of its R&D and 
innovation sectors 

 



My Background and Interest in Regulatory 
Science 

• Research interests in ATMPs 
• Nano Technology –new BioMaterials 
• Gene therapy, Non-viral delivery of RNAi 
• Design, formulation, manufacture and assessment of RNA 

therapeutics 
 

• Funding sources 
• EU Framework 7, COST & MedTrain Fellowship 
• SFI Centers: Curam, SSPC and AMBER  
all focused on novel materials and advanced therapeutics 
 

• Board member of HPRA 
• Board member of Critical-Path Institute Ltd., Arizona, 

USA 
• Chair and co-founder of Regulatory Science Ireland 



The Definition and Role of Regulatory Science? 

ATMPs 

DRIVES 

INFORMS 



Challenges for Academic Clinical Studies 

General Issues 

Cost 

Patenting & Patent life 

Legal issues Academic 
Institutions  

GDPR 

Lack of training in 
Regulatory 
requirements 

Unaware of supports 
available from HPRA 
Innovation Office 

 

 

 

Pre-Clinical 

Complex dosage form 
design -new bioactive 
materials 

Starting materials 

Manufacturing Scale-up 

Variation in global 
regulatory standards 

Classification? 

Access to GMP facilities 

 

Clinical 

Clinical trial design 

Adaptive CTs? 

Cost/benefit analysis –
patient access 

Access to clinical 
research facilities 

Protected time for 
clinicians 

Research support staff-
nurses 

Need for a European-wide ecosystem to support and promote 
innovation and translational research 



Need for Training-  
Regulatory Guidelines & Processes 

Stakeholders Academic research 
groups 

SMEs 

BioTech 
Large Pharma? 

Innovative 
products  

ATMPs 

‘Is the process the 
product’? 

Personalised 
Medicines 

Medical Devices 
Combination 

Products 

Specific 
areas 

Quality 

QRM 

Potency 
assays?when the 

mode of action is not 
full known 

New Tools/analytical 
methods to inform 

Regulatory Decisions 



Academic 
Institutions 

TCD, UCD, DIT 

UCC,UL NUIG 

Undergraduate 

Postgraduate  
CPD 

Health Research 
Board (HRB) 

Clinical 
Research 
Facilities 

MSc Clinical 
Trials 

Clinical Research 
Development Irl 

(CRDI) 

Drug Discovery 
& Development 

Medical Devices 
& Regulation 

Industry Pharma MedTech 

Private 
Contractors 

PharmaLex 
Ireland 

The Compliance 
Group 

Training available in Regulatory Affairs vs Regulatory 
Science in Ireland 

Fragmented, need for a Directory listing different types and levels (accreditation)  
of training available 



H2020 Research and Innovation Programme 
Marie Sklodowska-Curie actions  
European Training Network (ETN) 2016-2020- coordinated by UCC 

Pharmaceutical Education And Research with 
Regulatory Links (PEARRL)  www.pearrl.eu 
 
8 EU Countries 

Overall Aims:  
• Innovative drug development strategies and  
      regulatory tools tailored to  facilitate earlier  
      access to medicines 
• Educate the next generation of pharmaceutical 

      scientist with a regulatory background 

Regulatory 
Agencies 

 

Pharma 
Industry 

Academia 

 
15 ESRs 

http://www.pearrl.eu


 
Experiences in dealing with National Regulatory 
Authority  
- HPRA Mechanisms to Support Innovation 

Supporting 
Innovation 

QSAC 
Department 

Scientific 
Advice 

Involvement 
in 

Regulatory 
Science 
Ireland 

Innovation 
Office 

Outreach 
Programme 

Horizon 
Scanning 



Experiences in dealing with National Regulatory 
Authority 

Feedback from Academic Groups:  
• Clinical Trial applications very welcome 
• Staff very proactive,  
• Efficient turn around time 
• No fees for academic sponsors 
 
 

Feedback from Academic Groups: 
• GCP Inspections- HPRA strong reputation 
• Constructive feedback to stakeholders on inspections  

 
• GCP training- helpful in understanding how a clinical trial 

should be conducted, along with the responsibilities of 
the relevant bodies and investigating team  




