	
	
	



CEDARS SINAI GRAND ROUND – 25 JUNE 2026
‘How global trends in science, technology and geo-politics are reshaping healthcare regulation.’
1. Introduction
May I start by thanking my good friend and collaborator – and fellow sufferer in sport – Dr Heitham Hassoun, and Cedars Sinai for this very kind invitation. 
It is a great privilege and an honour to be speaking to you today. 
Most of my career has been in Government administration and leadership roles in Academic Medical Centres in the UK and Middle East. 
I have been fortunate to visit a number of the world’s best. But nowhere has left a more positive impression on me than Cedars, when I was fortunate to visit two years ago. 
Such a wonderful institution – measured in the rankings, of course, but also visible in the joy and pride everyone here takes in their work, serving the diverse communities of LA. 
My most recent role in hospital leadership was as Deputy CEO at Guy’s and St Thomas’ in London, where I was eager to foster a growing partnership with Cedars. 
I am delighted that Cedars has now opened a new site in London, a landmark for international healthcare. My warm congratulations to Heitham, Cedars International and all involved. 
***
I moved from the hospital sector to healthcare regulation a little over a year ago, when I became CEO of the MHRA.
The MHRA is like the FDA (without the food). It is the UK’s national regulator of medicines and medical technologies, including software and AI.
I have been inspired by the MHRA’s workforce, which stands out both for its expertise and its deep commitment to public service; much like their counterparts at the FDA. 
Why have I gone into regulation? 
I came to realise that if we want to harness leading edge science and technology to transform patient outcomes and experience, regulation is a key part of the puzzle. 
And I believe regulation needs to change its shape in an age of personalised medicines and agentic AI.
Some things will remain consistent, guiding lights: 
· putting patients’ best interests at the heart of our regulatory system
· listening to them carefully
· protecting them from avoidable harms 
· and facilitating access to innovative medicines and technologies, more rapidly and efficiently, especially when time is of the essence for a positive outcome.  
***
This is a special moment in time to be in the USA: celebrating the game which, more than any other, unites the modern world: the football world cup (soccer).
A game invented in Britain and exported successfully to the world.
Of course, you are also celebrating the seminal historical moment when the founding fathers of this great nation declared independence 250 years ago. 
That period of nation-building began the creation of this country – the one that has contributed more to the fields of science, technology and the universal cause of liberty than any other nation in the modern world.  
As someone who trained as a historian, rather than a scientist, I hope you will indulge me during this talk if I draw on some historical parallels to the challenges and opportunities we face in the 21st Century. 
I firmly believe we can benefit from a long-term perspective and inter-disciplinary thinking about how to face those challenges.
 
2. Grasping the opportunities and mitigating the risks of scientific advances
We are in a period of extraordinary scientific discovery, helping us predict, prevent, diagnose, treat and cure diseases more effectively than we would have dreamt of a generation or two ago. 
For example, let’s look at the recent progress in tackling obesity and diabetes with GLP1s. 
Throughout nearly all of human history, the great problem of food was scarcity, causing malnutrition, disease and death, sometime on a grand scale. Your uniquely American festival of Thanksgiving celebrates the triumph over hunger and starvation. 
Suddenly, within just a generation or two, that problem has flipped, at least in most of the developed world, to abundance, causing obesity, type II diabetes and a host of other diseases, including some cancers, cardiovascular, musculoskeletal and mental illness. 
Even more suddenly, in historical terms, if not in terms of laboratory science, we have a new class of highly effective medicines in the GLP1 receptor agonists to combat obesity and diabetes, potentially with multiple other indications to come. 
Our ability to anticipate, treat and survive cancer has transformed within a generation. In the UK, around half of people diagnosed with cancer now survive for at least 10 years, compared with around a quarter in the 1970s. Cancer death rates have fallen by more than a fifth over the last 50 years, thanks to better prevention, earlier diagnosis and, crucially, better treatments.
One of the most striking advances has been the rise of precision and immune-based therapies: using the biology of an individual tumour and the patient’s own immune system, to identify and destroy cancer cells. 
In advanced melanoma, the type of cancer my mother had, a landmark trial of combined immune checkpoint inhibitors reported 5-year survival of 52%, twice as good as the 26% for standard of care alone. And a recent breakthrough phase three trial has shown the ability to double survival rates in pancreatic cancer. 
HIV was an infectious disease that struck fear into individuals and communities as a death sentence a generation ago. It is one that devastated so much of Africa and the global south. It is now a manageable chronic condition, provided the right treatments are available. 
Though of course we must not be complacent and we need collective urgency to renew the progress that has been made against HIV in the global south. This is once again a test of our moral character as nations. 
When we faced the most devastating infectious pandemic of this century so far, Covid-19, the rapid development of vaccines, at a pace never seen before, saved many millions of lives worldwide. An authoritative report recently estimated 450,000 lives were saved in England alone – the first country to give regulatory approval to a vaccine against Covid-19.  
And the mRNA platform technology that came out of the lab and into public view in that moment, will have far wider applications in years to come, such as cancer vaccines. That is why it is seen in the UK as a priority for research and development. 
The success of longer life spans has presented new challenges too, against which more research and clinical progress is needed, such as the scourge of modern times that is dementia and neurodegeneration. 
***
One of the other great advances of our times, enabled by the science of genomics and cell biology, is the discovery and deployment of cell and gene therapies to treat, amongst other things, rare diseases for which there have been historically few treatment options. 
Let me elaborate on the MHRA’s work on rare diseases, which is breaking new ground in regulatory science globally. 
Some 3.5 million people in the UK, and hundreds of millions around the world are thought to be affected by rare diseases. But until now, fewer than 5% of those conditions have had successful treatment options. 
Even where options are available, they are often confined to rich countries. But the prevalence of some diseases that are amenable to these therapies, such as sickle cell anaemia and beta thalassemia, are concentrated heavily in the global south. 
Up to now, it has often been seen as too difficult and not commercially viable to produce therapies for rare diseases. 
At the MHRA, we believe that can and must change - offering hope for millions where previously there was only resignation. 
For many rare diseases, increasingly the problem is not the scientific knowledge, but the system to translate that knowledge into improved patient outcomes: evidence-generation, regulation, reimbursement and health system delivery at scale.
Regulation has tried to fit small population medicines into the clinical trials and regulatory framework that was built largely for higher prevalence diseases.
The MHRA’s new rare disease framework will take a novel approach to evidence-generation, replacing the traditional three-phase clinical trial and licensing with a new, iterative Investigational Marketing Authorisation. 
When there is limited but compelling evidence, in the face of high unmet patient need and severe disease, this new approach will be able to cut years from the traditional development timescale for treatments for rare diseases. 
Crucially, it will maintain patient safety and also respond much more rapidly to the needs of those rare disease patients and their families who we have engaged deeply in its development. 
This new pathway can, in turn, make the therapeutic development process much more commercially viable, bringing these rare disease therapies into realistic range of public reimbursement systems. 
To some extent this is how we have treated oncology for some time, to personalise therapies to the individual, but until now similar approaches have not been so widely used for rare genetic diseases. 
I have seen the life-changing impact, not only as a regulator, but also as a hospital executive.
 I remember well the impact on children and their families who had hope again, and also the ‘halo effect’ for the whole hospital group, when the Evelina London Children’s Hospital first delivered a successful new gene therapy for children with the devastating, degenerative condition of Spinal Muscular Atrophy. 
***
Much of the scientific discovery on which this new generation of Advanced Therapies has been built came from the US and the UK. 
The US remains the pre-eminent superpower in biomedical science, thanks to its world leading institutions, including, inter alia, Cedars Sinai.  
The UK is also a life sciences powerhouse, being home to four of the world’s top 10 universities for life sciences and medicine. 
We produce the third-highest number of life sciences papers in high-quality journals worldwide, after only the US and China. 
We are the host of 137 Nobel Prizes (second only to the US). And we have an enviable track record of scientific discoveries, including penicillin and the structure of DNA, amongst many others.
There is so much potential for continued collaboration between our two fraternal nations, which have been such long-term allies… since that slightly sticky moment in the Boston harbour just over 250 years ago. 
Our governments have recently signed the landmark US-UK Economic Prosperity Deal. 
The deal will boost trade and investment on pharmaceuticals, without tariff friction, and with pricing mechanisms to reflect the investment that pharma makes in developing innovative medicines on both sides of the Atlantic. 
That deal also set out the commitment for the FDA and the MHRA to work together even more closely towards regulatory alignment on medical devices.
***
But of course there is another science superpower that is moving with speed and determination. In this field, China is no longer ‘coming’; it has well and truly arrived. 
China has become a major force in global medicines development. Its share of global clinical trial starts rose from 8% in 2013 to 29% in 2023. In 2024, China accounted for 35% of regulatory-approved new active substances globally. 
How should policy-makers respond to this fast changing landscape?
Firstly, by renewing the investments of patient capital to discovery and translational science in our own countries. 
Secondly, by maintaining the long-standing commitment to academic freedom that has been so important to the competitive edge of the US and UK. 
Long term funding and support for research should be granted on the basis of objective evidence and rigorous scientific standards, not influenced by political trends and tides.  
Thirdly, it seems increasingly realistic that there needs to be careful and constructive engagement with some of the high-quality science coming out of China, in a thoughtful and differentiated way. 
Most importantly – and I will return to this theme later – we need to recognise and respond to the potential threats posed by past and future scientific advances: for examples, anti-microbial resistance; bio-terrorism or warfare; genetic engineering of humans that breaches current taboos. 
This will require global frameworks of regulatory cooperation that transcend geo-political rivalries for the good of human health, as well as for planetary and animal health. 

3. Technology can transform human health and the experience of healthcare…it also presents unprecedented risks 

The pace of advances in AI and digital technologies is exponential, such that it inspires both awe and fear.
Let me start with just some of the many positives. 
Demand for healthcare is inexorably outpacing supply in our people-intensive industry. 
The WHO predicts a global shortage of 11 million healthcare workers by the end of the decade. 
Much of that shortfall will be in the global south where health services are already less well provisioned than in our countries, and where most of the global population growth will take place in the 21st Century. 
If we carry on providing health services the way we do now, with demand rising from ageing and multi-morbidity, we will gradually crowd out other important sectors for public spending.  
Investment in education can arguably deliver greater gains in health and innovation. 
The post-Cold War “peace dividend” is clearly over. We need to invest more in our nations’ defences in this insecure world. 
Indeed, until the second half of the 20th Century, that was largely the purpose of central government spending. 
It is unsustainable and unaffordable for us to continue to grow our healthcare workforce in direct correlation to demand. 
It would be unethical to meet this supply by further denuding the global south of its healthcare workers. 
This is where technology holds such promise to bring supply and demand into better equilibrium around the world. 
But so far technology has largely added to the cost of provision and to the non-clinical burden on physicians and nurses. 
The new generation of agentic AI can and must help to solve this problem of workforce shortages and clinician burnout. 
***
One of the hottest debates of the day is whether AI will wipe out jobs and create mass worklessness. 
None of us know for sure, but I very much doubt it. Sure, it will remove the need for some roles and change others substantially. 
Previous generations of transformational technologies – steam, electricity, the internet – have created new or adapted professional roles, as well as making some redundant, rather than eliminating work altogether.
Healthcare is fundamentally a human undertaking. 
The second and third sentences of the Constitution of the English National Health Service read as follows: “[The NHS] works at the limits of science – bringing the highest levels of human knowledge and skill to save lives at times of basic human need, when care and compassion are what matter most.” 
We can confidently envisage scenarios now, or in the very near future, where AI will be better at identifying a tumour on a scan than a human. 
But I find it nearly impossible to envisage a scenario in which anyone would want that diagnosis broken to them by a robot, or to sit and talk through the treatment path ahead with a computer rather than a skilled and caring human. 
In healthcare, the far bigger problem we have for the foreseeable future is not having enough people with enough time to care, rather than having large scale worklessness.  
***
AI also holds huge potential to make healthcare faster, more effective and less error-prone
It will significantly speed up discovery of new medicines and tailor new candidate molecules more effectively to disease protein targets.  Wellcome’s 2023 review of AI in drug discovery suggested AI could generate time and cost savings of around 25–50%.
Estimates vary, but in any case, medicines development will surely become faster, more accurate and more personalised.
Consumer grade AI products will help patients find clinical trials for which they may be eligible and will make patient recruitment to trials far more personalised and efficient than now. 
AI will also revolutionise safety and surveillance. Adverse drug reactions cause a quarter of a million patients to be hospitalised each year in the UK, costing an estimated £2bn
More than 30% of these adverse reactions are thought to be attributed to a drug-genome interaction. As humans, we can’t spot these patterns quickly and at scale. AI could do that, transforming pharmacogenomics and pharmacovigilance.
***
But how do we regulate this new powerful and adaptive technology? 
Many of our regulatory systems and processes have been built for small molecule medicines. 
There are four underlying assumptions: 
(1) long development cycles – a decade or more
(2) high barriers to entry – it costs many hundreds of millions of dollars (often over a billion) to develop a new medicine 
(3) small molecule medicines are static products that behave the same way before licensing and afterwards
 (4) usually aimed at higher prevalence diseases
AI is challenging all of these assumptions.
As well as modernising what works well for pharmaceuticals, we need a new regulatory paradigm for new types of product development and performance in this era of AI and genomics.
That is why a year ago the MHRA established a National Commission to set out a new way to regulate AI in healthcare. It brings together patients, clinicians, academics, technologists, investors, ethicists and regulators. It involves experts from the US, and other advanced countries, as well as leading thinkers in the UK. 
The Commission has just published its interim report and will publish its final report in September. I do not wish to pre-judge it, but I anticipate we will see three fundamental changes in this new regulatory paradigm for AI:
(1) weighing the risk of regulatory inaction more evenly with the risk of action 
(2) shifting the emphasis towards post-market surveillance and a more iterative approach to regulation rather than a single improbably high bar for entry – what I refer to as “hurdles not a high jump”
(3) Context specific, proportionate regulation, looking at the system in which the AI product is deployed: the producer, healthcare provider and professional (the “five pros”). 
There is much promise if we get this right. Fundamentally, I am a tech optimist because of the enormous potential to alleviate poverty, democratise education and opportunity, improve the human experience and cure diseases. 
But being optimistic does not mean being blind to the substantial risks that will need to be managed, many of which are hard to quantify:
· Potential loss of human agency and privacy
· Entrenching stark inequalities in wealth and health 
· Cyber-attacks for ransom, disruption or warfare, turbo-charged by quantum computing and ever more powerful foundation models
· Deliberate and destructive creation of dangerous pathogens
· The environmental impact of this energy-hungry industry
· Loss of national sovereignty, as so much AI capability is in the hands of corporations, not elected and accountable governments

4. Geo-politics will determine the extent to which new technologies drive broad-based prosperity, progress in scientific discovery and improvements in human health
Up to now I have touched on just some of the extraordinary scientific and technological advances of the early 21st century, their opportunities and risks. 
There are other incredibly important fields, such as space travel, that I have not had time to discuss. 
We cannot separate these developments from the geo-political landscape of the century in which we live, one that will be characterised by major power rivalry.
It is, quite frankly, a very real concern that these incalculably powerful technologies are the subject of an all-out race for supremacy between rival superpowers. 
Let’s consider some lessons from the previous century.
The last time we had all out competition between two superpowers over an incredibly powerful new technology, there were two important differences. 
Firstly, there was a shared interest in nuclear arms control because of the doctrine of mutually assured destruction. 
Neither the Western powers nor the Soviet Union could beat the other side without also destroying themselves.
Secondly, the business of arms control was managed by governments, responsible in one way or another for the safety and protection of their people. 
During the Cold War, these conditions were ultimately successful in containing the cataclysmic power of nuclear arms – albeit with some close calls – until the moral and economic bankruptcy of the Soviet Union collapsed its edifice. 
***
In the race for AI, there is still a perception that it is possible to ‘win’ and therefore gain unassailable advantage over the rival. 
And so much of the power to develop these new technologies is within largely unaccountable corporations, each within the sphere of one or other of the superpowers, but not agents of accountable governments.  
This is creating the conditions for an AI race that is clearly dangerous, notwithstanding its benefits, but where no party has the commercial or geo-strategic incentive to stop it, and to self-limit on the basis of cooperation with others. 
In that sense, it is perhaps more akin to another great and, as yet unsolved, challenge of our time, climate change. That is clearly destructive for all, but individual countries and companies have weak incentives to constrain themselves if others do not do so.
There is a growing sense that the world may sadly have to suffer a terrible event – an AI version of Chernobyl – before we are shaken out of this seemingly inescapable path of hostile competition and we start to work towards global standards of regulation. 
I listened to Mark Carney’s speech at Davos on the role of middle powers such as Canada (and we could assume the UK too) in this era of superpower competition. 
It was in many ways a brilliant analysis – and well worth listening to if you haven’t heard it yet. But it was ultimately pessimistic about the motivations and character of superpower leadership.
As we reflect on the achievements of the past 250 years, I am much more hopeful about the role the USA can play in this century, as in the past, as both a great driver of scientific and technological innovation and, once again, the torchbearer for the universal values of liberty, justice and the rule of law.... 
...at its most effective when working collaboratively with its like-minded allies, with shared interests and values, such as the UK. 
Most importantly, as we have learned throughout these 250 years, at its very best when it is united under the Constitution and not divided. 

5. The changing paradigm of regulation
Lastly, I will turn to what these scientific, technological and geo-political mega-trends mean for regulation and our role at the MHRA. Many of these principles will apply to other national regulators. 
Safety and trust are the foundations on which all else is built. 
It is central to our purpose to ensure that medicines and technologies that reach patients are safe and effective and that side effects are identified quickly and effectively. 
It is increasingly important in our age when social media amplifies harmful mis- and dis-information that authoritative, evidence-based and objective institutions, such as the MHRA, are vocal and reliable sources of information for patients and clinicians. 
Advances in AI to analyse and interpret very large, multi-modal datasets, and complex interactions, whether drug-drug or drug-genome, will dramatically advance the science of pharmacovigilance and pharmacogenomics. 
The UK’s whole population, longitudinal and deep genomic datasets position us well to lead this field, with our new national Health Data Research Service. Importantly, we are genotypically and phenotypically similar to the US population. 
***
Patients must truly be at the centre of the way we regulate. 
It is too easy for regulators, in any sector, not just healthcare, to be overly cautious in decision-making. I’ve seen it myself as a hospital executive on the receiving end of regulation. 
Of course, we must be sure medicines and technologies meet acceptable standards of safety. 
But we also need to make sure that patients are able to benefit, in a timely way, from medical products that can improve their experience, outcomes and their lives. This is particularly important for severe diseases with limited treatment options. 
I do not believe regulation should be paternalistic; it should be empowering of reasonable patient choices, within an evidence-based decision framework. 
We should remove unacceptable choices, for example those that are unsafe or ineffective. We should frame the choice architecture for patients and their clinicians so they can choose the best treatment for their circumstances and preferences. We should accept that attitudes to benefit/risk will vary according to the severity of the disease or individual circumstances. 
***
Fast, reliable and predictable performance are vital conditions for innovation and investment. 
We need regulatory methodologies and processes that are clear and predictable for developers. Regulatory pathways should be readily navigable, not a blind examination for which the pass mark changes unpredictably. 
This will help to get safe and effective treatments to patients more quickly and will encourage the life sciences investment and innovation that we need in our countries to drive prosperity. 
There is great potential for how we are using AI to improve speed, regulatory output and, coming soon at the MHRA, helping developers to derisk their regulatory pathways with AI tools to predict gaps and queries. 
***
We need to be experts in the regulatory science of new modalities such as Advanced Therapy Medicinal Products and AI as a medical device. 
I believe regulation can and should be a catalyst, not a barrier, for life sciences innovation.  
Along with the US, the UK has great scientific and technological strengths in cell and gene therapies and in AI. 
We will line up the regulatory science with the core scientific and technologies strengths of the country’s academic and industrial base. 
This will make the UK a great place to develop products in these areas and where our patients, and those of partners and allied countries, will benefit soonest. This, in turn, will be supportive of both prosperity and health outcomes. 
***
Regulation needs to be adapted for a new era of preventative medicine, driven by the predictive and therapeutic potential of genomics
To ensure people live longer lives in good health, we need health systems, enabled by regulation, that are better adapted to the prevention of disease. 
This is increasingly possible, thanks to the scientific advances I have already outlined. 
But medicines regulation, and the evidence on which it rests, is largely built for the treatment of established disease. 
If we want to bring forward preventative therapies, we will need systems of regulation and reimbursement that can accept an array of agreed biomarkers as surrogate endpoints for evidence of benefit.  
We know it has proven conceptually challenging in all sorts of sectors to make an investment now to prevent a potential future harm, rather than waiting to see if harm actually occurs and then addressing it. 
This is even more challenging in human biology, but it will be necessary for us to adapt medicines and health systems that can reverse early-stage disease or prevent it altogether.  
***
Regulation needs global collaboration to speed progress and manage risks. 
Lastly, as I hope has been a clear theme of this talk, I believe that we need regulators and scientists to work closely together across national jurisdictions. 
I was delighted to announce last week in Philadelphia our growing partnership between the FDA and the MHRA, with reciprocal, embedded liaison officers. 
At the MHRA, we work on the principle of ‘convergence wherever possible, divergence only with a clear purpose’.
This is important between closely aligned countries to harmonise regulatory decision-making so that safe, effective and innovative medicines and technologies can reach our patients more quickly. 
It is essential to contain the potential harms from unmoderated geo-political and commercial rivalries. 
I believe that the US and the UK should be side by side – bastions of this global regulatory standard-setting – as we have been together for so much of the progress in science, technology and universal values for the last century.

Lawrence Tallon
25 June 2026
Cedars Sinai Medical Centre, Los Angeles
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