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AGENDA  
 

Date:   Tuesday 8th October 2024 

Time:   14:00 – 17:00 

Location:  Online (via Teams) 

 

 

  

Time Session Who 

14:00 
(10 min) 

Welcome and introduction Prof Alastair Denniston, Co-Director of 
HDR UK Midlands and Co-lead for NIHR 
supported incubator for AI and Digital 
Health, University of Birmingham & 

Dr Jeffry Hogg, Clinical Research Fellow at 
University Hospitals Birmingham NHS 
Foundation Trust 

14:10 
(40 min) 

Session 1 
Evaluating real-world AI for skin cancer 
detection: standards, implementation and 
surveillance 
 
Budget impact modelling for locally tailored 
economic evaluation of clinical AI 

 
Dr Lucia De Santis, Senior Analyst at Edge 
Health 
 
 
Lucy Gregor, Consultant, Hardian Health 

14:50 
(10 min) 

BREAK  

15:00 
(50 min) 

Session 2 
 
How (not) to implement and manage safe AI 
 
 
Tackling algorithmic bias: the STANDING 
Together recommendations for health data 
 

 
 
Prof Carl Macrae, University of 
Nottingham  
 
Dr Joe Alderman, Clinical Research Fellow 
and Anaesthetics registrar, University 
Hospitals Birmingham NHSFT and 
University of Birmingham 
 

15:50 
(5 min) 

BREAK  

https://www.hdrmidlands.org.uk/
https://www.regulatoryscience.ai/incubator-for-ai
https://bham-ac-uk.zoom.us/j/89067161453?pwd=WE43UENVMk5LY3NBMGxXZ1Rpc05wUT09&from=addon


 

 
 

 

 

 
  

Time Session Who 

15:55 
(5 min) 

Session 3:  
 
Introducing the Artificial Intelligence and 
Digital Regulations Service (AIDRS) 

Prof Alastair Denniston, Co-Director of 
HDR UK Midlands and Co-lead for NIHR 
supported incubator for AI and Digital 
Health, University of Birmingham 

16:00 
(55 min) 

Perspectives on AIDRS from the four partner 
agencies 
 
National Institute for Health and Care 
Excellence (NICE) 
 
Medicines and Healthcare Products 
Regulatory Agency (MHRA) 
 
 
NHS Health Research Authority (HRA) 
 
 
Care Quality Commission (CQC) 
 
 
Q&A and Panel Discussion 

  
 
 
Rebecca Boffa, Principal advisor, NICE 
Advice, NICE 
 
Martin Nwosu and Russell Pearson, 
SaMD/AIaMD specialists 
Policy team, MHRA 
  
Gemma Warren, Data & AI Policy 
Manager, HRA 
 
Moritz Flockenhaus, Regulatory policy 
manager CQC 
 
All panellists  

16:55 Acknowledgements and closing remarks  

17:00 
 
MEETING CLOSE 
 



 

Speaker biographies  
Professor Alastair Denniston 

Co-director of Health Data Research UK Midlands  

Alastair Denniston is a Consultant Ophthalmologist at University Hospitals 

Birmingham NHSFT and an Honorary Professor at the University of 

Birmingham. Together with Dr Xiaoxuan Liu, he leads the Birmingham AI & 

Digital Health Group, focused on ensuring AI health technologies are safe, 

effective, and equitable. The group’s work includes developing 

internationally adopted reporting guidelines like SPIRIT-AI and CONSORT-

AI to improve scientific standards for AI in clinical trials. They also 

collaborate with organisations such as NICE, Imperial College London, and 

the Alan Turing Institute to build evidence standards for digital health technologies. 

Denniston’s group is advancing safety tools for AI-enabled medical devices, including the medical algorithmic 

audit, and works with regulators like the MHRA. They also tackle AI-driven health inequalities by addressing 

bias in health datasets through initiatives like STANDING Together. Collaborating with academic, industry, 

and policy institutions globally, the group helps set international best practices for AI in healthcare. 

Dr Jeffry Hogg, Clinical Research Fellow at NIHR supported Incubator for 

AI and Digital Healthcare, University Hospitals Birmingham NHS Trust  

Dr Jeffry Hogg is a clinician scientist with a background in ophthalmology, 

currently serving as a Clinical Research Fellow at the NIHR Incubator for AI 

and Digital Healthcare, University Hospitals Birmingham NHS Foundation 

Trust. With over a decade of experience, Jeff began his career by 

completing the first three stages of the prestigious NIHR Integrated 

Academic Training pathway in Newcastle. His academic journey 

culminated in a PhD that explored the intersection of implementation 

science and clinical AI, focusing on how AI can be effectively integrated into 

clinical practice to improve patient outcomes. 

Following his PhD, Jeff transitioned to University Hospitals Birmingham to join the AI digital health research 

and policy group. Here, his work focuses on the practical aspects of AI implementation in healthcare, 

combining cutting-edge research with real-world applications to advance the use of AI in clinical settings. His 

experience in both ophthalmology and AI-driven healthcare innovation positions him at the forefront of 

digital health advancements. 

Dr Lucia De Santis, Senior Analyst at Edge Health 

Lucia De Santis is a Senior Analyst at Edge Health and a former NHS medical 

doctor, bringing valuable clinical experience to her role. Her years of 

working in the NHS have provided her with a deep understanding of the 

operational and clinical challenges within the healthcare system. This 

firsthand experience allows her to offer unique insights when addressing 

complex analytical problems in the sector. 

At Edge Health, Lucia has led a range of impactful projects, focusing on 

economic evaluations, research methods, and complex data analysis. Her 

expertise also extends to forecasting healthcare outcomes, enabling 

organisations to make informed decisions based on data-driven insights. Most recently, she led a high-profile 

evaluation commissioned by NHS England, assessing the use of AI in skin cancer pathways. Her blend of 

clinical knowledge and analytical expertise positions her as a key figure in driving innovative, data-informed 

improvements within the healthcare industry. 



 

Lucy Gregor, Health Economist at Hardian Health  

Lucy is a Health Economist at Hardian Health, where she specialises in 

evaluating AI-driven software as a medical device to support their adoption 

in clinical practice.  

Lucy has an academic background in Economics and holds an MSc in 

International Health Policy and Health Economics from the London School 

of Economics.  

Since she has been working in health economics and outcomes research, 

performing budget impact and cost-effectiveness analysis of digital 

therapeutics, diagnostics and pharmaceutical interventions across a range of therapy areas. These include 

radiology, neurology, gastroenterology, oncology, paediatrics and infectious disease.  

She has been a health economic modeller on several government-funded research grants generating 

evidence to support industry reimbursement efforts. She has also worked with HTA bodies such as NICE to 

inform best practice standards applicable to the health economic evaluation of AI as a medical device. Finally, 

she has run education sessions on health economics and requirements for reimbursement in the NHS at BIR, 

HDRUK and HIN accelerator events. 

Professor Carl Macrae, Professor of Organisational Behaviour and 

Psychology in the Centre for Health Innovation, Leadership and Learning 

at Nottingham University Business School. 

Carl Macrae is Professor of Organizational Behaviour and Psychology in the 

Centre for Health Innovation, Leadership and Learning at Nottingham 

University Business School. His research examines how organizations 

manage safety, reliability and resilience and how organizational and 

regulatory systems can be designed to support learning and improvement.  

His research particularly focuses on understanding the sociotechnical 

sources of safety and the practical work of learning from disruptive events 

and innovations. He currently acts as the national advisor on patient safety at England’s health and care 

regulator, the Care Quality Commission (CQC). Previously, his work led to the establishment in England of the 

first system-wide, learning-focused safety investigation body for healthcare, the Healthcare Safety 

Investigation Branch (HSIB).  

Dr Joseph Alderman, AI and Digital Health Clinical Research Fellow at 

University of Birmingham. 

Dr Joseph Alderman is an AI and Digital Health Clinical Research Fellow, 
currently pursuing his doctoral research at the University of Birmingham 
while also serving as an anaesthesia and intensive care doctor within the 
NHS. His research is centred on tackling algorithmic bias in health data, a 
critical issue as AI becomes more integrated into healthcare decision-
making. Through his work with the STANDING Together initiative, Dr 
Alderman is helping to develop solutions that identify and address biases 
in health data algorithms, ensuring equitable healthcare outcomes for all 
patient groups. 
 
Beyond his research, Dr Alderman is an active contributor to the AI and digital health community. He co-
organises the Clinical AI interest group at the Alan Turing Institute, where he facilitates collaboration between 
clinicians, researchers, and technologists. He is also the co-lead for the Participatory Research Theme at Data 
Science for Health Equity (DSxHE), focusing on ensuring that health data science is inclusive and benefits all 
populations equitably. 

 



 

Rebecca Boffa, Principal Advisor at National Institute for Health and 
Care Excellence (NICE 

Rebecca is a clinical evidence reviewer and research methodologist with 

extensive experience leading on the appraisal of health technologies. 

Currently, Rebecca supervises scientific advice projects within NICE Advice, 

providing guidance to pharmaceutical and healthtech companies on 

evidence generation for market access. She is also the NICE lead on the AI 

and digital regulation service, and has been involved since early 

development of the website platform.  

Previously, Rebecca worked within one of the Evidence Assessment Groups 

commissioned by NIHR to support NICE evidence-based decision-making. Prior to this, Rebecca worked as a 

senior research fellow at the Royal College of Physicians. Rebecca holds an MPH in Public Health (Evidence-

based Healthcare) with distinction from the University of Manchester. 

Martin Nwosu, SaMD & AI Specialist at the Medicines and Healthcare 

Products Regulatory Agency (MHRA) 

Martin Nwosu is an expert in medical device regulation, with nearly 17 

years of experience as a Quality and Regulatory professional. As a key 

figure at the Medicine and Healthcare products Regulatory Agency 

(MHRA), Martin has contributed to shaping policies and guidance for 

software as a medical device (SaMD) and AI in healthcare. His expertise 

spans active electromechanical devices, digital health tools, AI/machine 

learning applications, and in-vitro diagnostic devices. 

He has played a significant role in drafting MHRA’s software roadmap, AI 

guidance, and new legislation. Martin has also led numerous successful projects, securing CE marking and 

global regulatory approvals for SaMD products. In addition to his work at the MHRA, he consults for start-

ups and SMEs globally, offering expert advice on R&D, product development, and regulatory pathways. His 

extensive background makes him a leading voice in the advancement of medical technologies and healthcare 

innovation. 

Russell Pearson, AI regulatory policy and projects lead at  

Medicines and Healthcare Products Regulatory Agency (MHRA) 

Russell holds a master’s degree in Materials Engineering with a 

specialisation in biology, as well as a PhD in nanoparticle-based drug 

delivery.  

Over the past 12 years, he has gained extensive experience working in 

both the public and private sectors, primarily focusing on advancing 

innovative medical device technologies within the regulated healthcare 

market. In his current role at the Medicines and Healthcare products 

Regulatory Agency (MHRA), Russell is responsible for the regulation of 

Artificial Intelligence as a Medical Device (AIaMD) within the UK market. He plays a key role in overseeing the 

MHRA's regulatory sandbox for AI, which allows for the safe testing and implementation of AI technologies.  

Additionally, Russell works closely with international medical device regulators by chairing the AI working 

group for the International Medical Device Regulators Forum (IMDRF), promoting global alignment and 

collaboration on regulatory practices for AI-driven medical devices. 



 

Gemma Warren, Data & AI Policy Manager at the Health Research 

Authority (HRA) 

Gemma Warren serves as the Data & AI Policy Manager at the Health 

Research Authority, where she is dedicated to advancing the landscape of 

health research in the UK. With a focus on streamlining Data and AI 

research processes, Gemma aims to ensure that the UK remains a leading 

destination for innovative health research initiatives. 

Having been with the HRA for over eight years, Gemma brings extensive 

experience to her role, including five years spent working with Research 

Ethics Committees. Her expertise in ethical considerations and regulatory 

frameworks is crucial for navigating the complexities of health research. Gemma is passionate about fostering 

collaboration between researchers, policymakers, and stakeholders to create a conducive environment for 

responsible and impactful health research. 

In addition to her professional commitments, Gemma is actively involved in initiatives that promote the 

responsible use of data and AI in healthcare, championing best practices and ethical standards across the 

industry. 

Moritz FlockenhausPolicy Manager - AI Taskforce Lead at Care Quality 

Commission 

Moritz Flockenhaus is the Policy Manager and AI Taskforce Lead at the Care 

Quality Commission (CQC), where he plays a pivotal role in shaping the 

regulatory landscape for AI in healthcare. A passionate social researcher 

and policy manager, Moritz combines his expertise in regulation with a 

deep interest in the safe and effective adoption of AI technologies in health 

and care settings. 

As the AI Taskforce Lead, he works at the intersection of regulation, 

collaboration, and policy development to ensure AI tools meet the highest 

standards of safety, efficacy, and ethical practice. His efforts involve close engagement with key stakeholders, 

including healthcare providers, industry leaders, and policymakers, to create frameworks that foster 

innovation while protecting patients. With his keen interest in regulatory matters, Moritz is helping to build 

a robust and forward-thinking regulatory environment that supports the integration of AI into the health and 

care sector. 


