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Robust design of phase I 
clinical trials is critical to 
ensure patient safety during 
the process of developing 

new therapies and drugs.
This is particularly important when 

potential new treatments move into 
first-in-human studies in phase I 
before conducting more detailed 
phase II and phase III patient studies.

Dr Jörg Täubel, Scientific Lead at 
the Richmond Research Institute, says 
robust trial protocols are crucial at 
this stage to ensure 
patient safety.

Risk management
Ensuring that 
all relevant non-
clinical data from 
animal models and 
in-vitro testing are 
available supports 
risk management in 
phase I clinical trials 
and enables participating patients to 
be fully informed of those risks.

Dr Täubel says: “It is very important 
to fully understand the mode of drug 
action and the safety aspects before 
first-in-human trials. Armed with this 
knowledge first in human trials can be 
conducted within the target patient 
population which will maximise the 
data yield.” 

Robust risk management strategies 
need to be in place to ensure patient 
trials are as well managed as trials in 
healthy volunteers where we already 
have very sophisticated processes. 
Data yield must be maximised, with 
the optimum numbers of patients 
enrolled. Careful consideration  
of the data collected, particularly in 

adaptive protocols, may mean fewer 
research participants are needed  
for the study.

Improving trial design
The Richmond Research Institute 
is dedicated to understanding 
and improving the safety of 
pharmaceuticals, with a particular 
focus on cardiac health, diabetes, 
liver disease and more recently 
COVID-19 research.

Dr Täubel says better stratifying 
groups of patients 
who are testing 
medications is an 
area of specialty, 
and represents 
progress on the 
path of personalised 
medicines.

The institute also 
has an interest in 
improving trial 
design to include 

population groups that may not 
normally participate in studies to 
make such trials more relevant and 
inclusive to different groups, he 
adds. We are committed to studying 
under-researched areas to help make 
medicines safer for diverse patient 
populations.
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In March 2021, the Government set out its vision to 
create a more efficient, patient-centred, pro-innovation 
and digitally enabled clinical research environment. 
The MHRA, working with partners across the UK 

research ecosystem, is actively supporting this vision, 
which is centred around five overarching themes: 

•	 Clinical research embedded in the NHS
•	 Patient-centred research
•	 Streamlined, efficient and innovative research
•	 Research enabled by data and digital tools
•	 A sustainable and supported research workforce

Efficient design, approval and delivery of research 
Through our scientific advice and outreach activities, we 
have facilitated approval of trials with innovative protocol 
designs, resulting in a doubling of these trials from 19 in 
2019 to 42 in 2020 (14 of which were COVID-19 trials). 

As well as supporting innovative designs, we have 
been streamlining the approvals process with colleagues 
from the UK research ethics services by developing a 
single application for joint regulatory and ethics review, 
reportedly reducing trial set up times by 30%. The 
MHRA Clinical Practice Research Datalink (CPRD) is also 
facilitating efficient delivery of trials via an innovative 
service to efficiently locate patients across the UK who are 

potentially eligible for a clinical trial and hence  
accelerate recruitment.

Incorporating the patient voice and improving diversity
Patient involvement needs to be at the heart of drug 
development and clinical trials, we recently launched  
a programme to ensure that pharmaceutical companies 
and research teams incorporate the immense value of the 
patient voice. Support for decentralised methods of trial 
conduct will enable delivery of trials where the patients 
with the greatest need are located by helping to “bring  
the trial to the patient”.

We are documenting where there is evidence of 
patient involvement in clinical trial applications. When 
licensing submissions for new active substances and new 
indications are received, the applicant company will be 
expected to show evidence of the ways in which patients 
were engaged in the drug’s development and the impact 
this has had.

The UK stands at an inflection point to accelerate change  
and strengthen our clinical research capability. 

Everyone involved in clinical research has responsibility to ensure it’s open 
and transparent. Transparency has never been more crucial in research.

Putting patients at the 
heart of clinical research 

Patient safety 
is pivotal in  
phase I trials

Patient involvement needs to be at the heart  
of drug development and clinical trials.

It is very important to 
fully understand the 
mode of drug action and 
the safety aspects before 
first-in-human trials. 

Demands for global regulatory alignment in the clinical 
trial space have been brought sharply into focus in recent 
years, particularly against the backdrop of the COVID-19 
pandemic.

While regulators have a common responsibility  
to ensure that clinical trials are executed 
ethically, effectively and safely, different 
approaches may exist in different countries.

But as clinical trials recruit from a broader patient base, 
facilitated by remote technologies and a shift towards 
decentralised trials, the need for closer global regulatory 
alignment has fallen under scrutiny.

Ginny Beakes-Read, Executive Director (Global 
Regulatory & R&D Policy) at Amgen says: “When you 
have many different regulatory approaches, it makes it 
challenging to execute global clinical trials and, therefore, 
get products to patients effectively and efficiently.”

Regulatory alignment
According to Ms Beakes-Read, to achieve the potential  
of innovative clinical trial designs, and of innovative 
trial approaches – such as hybrid or decentralised trials 
– we need to have more global alignment of regulatory 
expectations, still anchored in the principles of mitigating 
risk to participants and maintaining trial data integrity.

Although regulatory authorities may adopt different 
approaches based on unique needs of their populations, 
there is a pressing need to understand where the regulatory 
process can be more closely aligned, she says, with more 
progress needed in this area. For example, with respect  
to whether alternative methods of obtaining informed 
consent are permitted, we found that some regulators  
allow it, some require advance notification or approval,  
and some have not yet addressed the issue.

The pharmaceutical industry acknowledges that 
regulators are working to better align approaches and that 
regulatory flexibilities during the COVID-19 crisis delivered 
learning points as a foundation for modernising clinical 
trial conduct. This includes greater use and regulatory 
acceptance of digital tools, decentralised approaches, 
telemedicine, and modern statistical methods.

“The pandemic was a natural experiment we had to go 
through, and we can use that to galvanise our forward-
looking thinking, about how we plan trials for the future 
and modernise the regulatory system,” she continues.  
“We have learned, but we also need to eliminate barriers.”

Shared experience
Ms Beakes-Read believes there is a will to move forward  
in further aligning regulatory approaches, but that there  
is still a long way to go. In the meantime, trade associations, 
consortia, and companies are sharing experiences to help 
establish a way to move forward collectively.

“Building on the experience from the pandemic will 
help us to shape modernised clinical trial approaches 
and to promote clinical trial innovation,” she adds. “For 
the regulators, it is about how they can help contribute to 
sustain or empower and catalyse this potential innovation. 
It is about education, discussion and awareness.”

Ginny Beakes-Read 
Executive Director, 
Global Regulatory & 
R&D Policy, Amgen

Read more at 
amgen.com/science/
clinical-trials
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In March 2020, as the first urgent 
public health studies began, it 
became clear that research would 
be central to our response to the 

pandemic. As an organisation, we 
knew that public visibility about what 
COVID-19 research was underway 
would be crucial. 

Since then, we have been publishing 
information about new COVID-19 
clinical trials within three days of their 
approval. Researchers designing new 
studies to prevent, diagnose and treat 
the disease could see research already 
underway in the UK all in one place 
and build on it.

Transparency improves research quality 
Making information about new 
clinical trials public helps to avoid 
duplication of effort and to foster 
collaboration. But the benefits of 
research transparency reach far 
beyond researchers. Transparency 

is also essential for health and care 
professionals. It helps to improve the 
quality of research and allows them to 
embed research evidence into every-
day practice. 

Understanding the results of 
studies and trials is important for 
participants too. It acknowledges 
their contribution and encourages 
more people to take part in research. 
Ultimately transparency builds 
trust and accountability. Knowing 
about findings helps people to make 
informed choices about their health 
and care and engages them  
as potential research participants  
in the future.

A coalition to increase transparency
Last summer, with those early 
COVID-19 trials already informing 
treatments for the patients who were 
most unwell, we launched Make It 
Public, an ambitious new strategy to 

increase research transparency.  
A coalition of partners across the UK, 
Make it Public makes a commitment  
to ensure that trusted information 
from health and social care research 
studies is publicly available for the 
benefit of all, by making transparency 
easy, making it the norm and by 
making information public. 

As the UK’s research portfolio 
recovers from the pandemic, we’re 
here to make that public too. We’re 
making sure that clinical trials are 
always registered and that researchers 
report their results in a timely way. 
We’re also strengthening guidance, so 
researchers have more support to meet 
their transparency obligations. The 
one million participants of COVID-19 
trials, all who went before them and 
those who will be offered the chance to 
take part in innovative studies in the 
future, deserve it.

Why research transparency 
is everyone’s business

Clinical trials sit at the heart of therapeutic development and new 
medicines, ensuring they are conducted safely remains paramount.
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