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Talking Point

Preparing for Change
A Look- Forward at the New UK Clinical Trial Regulations with Olive McCormick, 
Almac Group

On 28th April, the most significant overhaul 
of the UK’s clinical trial regulations in 
two decades will take full effect. These 
operational reforms aim to streamline the 
approval process and provide more agile 
routes to support innovation, but they also 
place immediate pressure on trials already 
in progress, particularly across supply, 
labelling and regulatory compliance.

In this Q&A, Olive McCormick, Director of 
Quality at Almac Clinical Services breaks 
down this change, delving into what 
sponsors need to address now as the 
enforcement date approaches and where 
gaps in readiness could create avoidable 
risk.

With the new UK clinical trial regulation 
introducing one of the biggest operational 
shifts in recent years, where do you see 
the greatest opportunities for sponsors 
to gain speed or efficiency in their UK trial 
programmes?

The new rules represent the most 
significant overhaul of the UK clinical 
trial regulations in over 20 years, and will 
drive impactful change across the board. 

Notably, this includes the introduction of a 
streamlined, risk-proportionate approach 
to trial review.

Under this framework, certain low risk 
studies can be classified as “notifiable 
trials,” provided they meet defined criteria. 
These trials will benefit from an accelerated 
pathway, and the MHRA expect that around 
one in five studies will qualify for this fast-track 
notification route, allowing lower-risk trials 
to start sooner, enabling experts to focus on 
complex and early-phase studies.

This creates a meaningful opportunity for 
sponsors. Faster approvals enable quicker 
study start-up, earlier patient access to 
investigational treatments, and improved 
overall programme timelines. This streamlined 
approach delivers clear efficiencies for 
sponsors while also benefiting patients.

The MHRA’s ambition is clear: accelerate 
study start-up and bring more trials to the 
UK. From what you’re seeing across the 
industry, where are sponsors most in need 
of support to translate that ambition into 
operational readiness?

While the new regulations cover the full 
lifecycle of clinical trials, from initiation 

through to close-out, sponsors are currently 
less focused on new trials and more 
concerned with transitional arrangements.

Sponsors are primarily concerned about 
how their ongoing studies will be affected 
and how to ensure continuity of supply. 
Some organisations are well prepared, have 
a strong understanding of the regulations, 
and have taken proactive steps to ensure a 
smooth transition. Others are less familiar 
and are at greater risk of non-compliance 
due to gaps in knowledge.

What misconceptions or gaps in inter-
pretation are slowing organisations down, 
and how can partners help close those 
gaps?

One of the most significant misconceptions 
has been around the definition of “product 
already manufactured.” Early guidance 
suggested that such product could continue to 
be used after the April 28th deadline. However, 
this created uncertainty, as “manufactured” 
could be interpreted in different ways, such 
as the point at which the API was added or 
when the final labelling was applied. This 
ambiguity led to varying interpretations 
across the industry. Subsequent clarification 
confirmed that only product that had been QP 
certified prior to the deadline could continue 
to be used. Any product that is not certified 
and does not meet the new requirements 
cannot be used.

Another area of misunderstanding relates 
to the MHRA’s stated pragmatism. While 
there is flexibility within the framework, 
such as the ability to vary or disapply certain 
requirements, this is not automatic. Sponsors 
are required to submit a formal request with 
appropriate justification, which must be 
reviewed and approved. Some organisations 
have overlooked this step, assuming flexibility 
without recognising the need for regulatory 
approval.

Overall, the pace of regulatory change 
and the evolving nature of the guidance 
have contributed to uncertainty. Partners 
play an important role in helping sponsors 
interpret requirements, provide clarity, and 
implement practical, compliant solutions in 
a timely manner.
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How did the MHRA engage with industry 
during the development of the new rules 
and the guidance?

The MHRA did engage with industry during 
the development of the guidance, including 
running webinars and consultation periods 
ahead of finalisation. However, many of the 
challenges only became evident once the 
regulations were applied in practice.

It is often the case that gaps and 
ambiguities only surface in real-world 
implementation. While these issues may 
appear more obvious in hindsight, it is not 
always possible to anticipate every scenario 
during the initial drafting phase.

One positive aspect has been the speed at 
which the MHRA has responded to industry 
feedback. Guidance documents have been 
updated iteratively, reflecting questions and 
challenges raised by sponsors and partners. 
This level of responsiveness has not always 
been typical in the past. While the updates 
may not always align with every stakeholder’s 
expectations, the MHRA has made a clear 
effort to provide greater clarity and to apply 
a pragmatic approach as the industry works 
through implementation.

Have you seen sponsor companies facing 
challenges in adapting to the new guidance?

There is a broad spectrum with many 
sponsors being highly responsive and 
proactive from the outset, demonstrating 
a clear understanding of the requirements 
while others have required more prompting 
and engagement before taking action. There is 
a broad spectrum, ranging from organisations 
that are fully on top of the changes to those 
that need repeated encouragement to 
engage.

Significant efforts have been made to raise 
awareness through client outreach, meetings, 
and ongoing discussions. Despite this, one 
of the most consistent areas of concern has 
been labelling, which has become a key focus 
for many organisations as they work towards 
compliance.

With implementation moving at pace, 
sponsors are having to understand, plan and 
execute simultaneously. What practical steps 
are helping organisations stay compliant 
without delaying study timelines or first 
patient in targets?

In the pharmaceutical industry, any change 
is governed by formal change control, and 

the introduction of new regulations is no 
exception. The first step is to assess the 
regulatory change, understand its impact, 
and determine how it affects operations.

There is no substitute for a thorough 
familiarity with the regulations and guidance 
documents. While reviewing them may be time-
consuming, it is essential, as organisations 
cannot accurately assess impact or plan 
effectively without this foundation.

Once the regulatory baseline is established, 
applying structured change control processes 
is critical. This involves identifying required 
actions, assigning responsibilities, and 
ensuring readiness ahead of deadlines. 

Equally important is having a strong, 
cross-functional team. Compliance cannot be 
managed by a single department such as QA 
or regulatory affairs; it requires collaboration 
across multiple functions to ensure both 
ongoing trials and future submissions are 
fully supported.

The UK CTR places pressure on operational 
timelines, particularly around labelling, 
product status, and NIMP requirements. How 
important is the role of partners in helping 
sponsors de-risk the supply chain?

Working closely with partners is critical, 
particularly because trials may be at very 
different stages. For trials nearing completion, 
the impact of the regulation may be minimal 
if no further manufacturing or changes 
are required. However, for active or early-
stage trials, careful planning is essential. 
Sponsors must assess which trials are in 
flight and determine their stage. Early-stage 
trials may allow time to update labels before 
finalisation, while later-stage trials require 
ensuring uninterrupted supply using existing 
QP-certified stock. If existing inventory is 
insufficient, sponsors must act promptly to 
manufacture and certify additional batches 
or implement new labelling. These processes 
are time-sensitive and require careful 
coordination. 

NIMPs (non-investigational medicinal 
products), which are referred to as Auxiliary 
Medicinal Products in the EU, present an 
additional challenge. Previously, labelling 
guidance for these products was limited, 
but the new regulation introduces clear 
requirements without any transitional 
arrangements. Immediate action is therefore 
required to ensure compliance. Partners play a 
key role by helping sponsors prioritise actions, 
streamlining labelling strategies such as using 

UK-specific labels, and reducing timelines 
wherever possible.

As we approach the enforcement date, what 
is the single most important action sponsors 
should take?

The single most important action is to fully 
understand the regulations, as there is no 
substitute for this foundational knowledge. 
Once the regulations are understood, 
organisations should implement robust 
change control processes and involve the 
appropriate cross-functional teams. This 
includes clinical supplies, QPs, regulatory 
affairs, procurement, and planning.

Key focus areas include ensuring labelling 
compliance for both IMPs and NIMPs, 
maintaining full visibility of inventory and 
certification status, and planning regulatory 
submissions for any required variations or 
exemptions. Careful, proactive planning is 
essential to prevent supply interruptions and 
safeguard patient continuity. Organisations 
that have already adopted this approach 
are well positioned, however on the 28th 
April, those sponsors who are not prepared 
risk significant impact to patients due to 
interruption of supply for on-going trials.


