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First and foremost...

Evolving compliance paradigms

The pharmaceutical industry is at a critical
juncture, with regulatory advancements like
ICH E6(R3) reshaping the clinical trial and drug
development landscape (Figure 1). This pivotal
update to the GCP guidelines is not just a
compliance mandate but a call to embrace a
fundamentally new approach —one that
champions risk-based thinking, innovation, and
operational agility while safeguarding trial
integrity and participant safety.

Insights from the Frontline:

such as Dr. Chrissy J. Cochran, Director of
the Office of Bioresearch Monitoring

to drive strategic advantage. During the
2024 SQA Conference, we shared
transformative insights into how
pharmaceutical companies can proactively
align their QA frameworks with the
principles of flexibility, innovation, and
rigorous oversight embedded in E6(R3). Our
sessions emphasised the practical
application of these principles across diverse
operational landscapes.
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Key points discussed:

e Balancing regulatory flexibility with

operational consistency to mitigate risks
aualtyby- without overcorrection.

Deslgn e Scaling RBQM systems across global trial
portfolios while addressing regional
regulatory complexities.

e Cultivating synergistic external
partnerships that enhance internal
capabilities and strengthen audit
readiness.
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The Road Ahead: From Compliance to

Competitive Edge

The ripple effects of ICH E6(R3) extend far

beyond compliance, urging a fundamental

re-examination of organisational strategy in

1.Risk-Based Quality Management (RBQM): A critical domains such as resource allocation,
cornerstone of E6(R3), RBQM emphasises technology integration, and cross-functional
the identification of critical-to-quality factors collaboration. By embedding regulatory
early in trial design. Organisations must adaptability into their DNA, industry leaders
move beyond routine metrics to assess how can transform compliance from a cost
operational decisions impact trial outcomes. centre into a driver of operational excellence

2.Data Integrity and Integration: With the and strategic growth.
growing reliance on digital tools, ensuring
data reliability across decentralised trials
becomes paramount.

3.Participant-Centric Approaches: By
embedding participant safety and well-
being at the heart of trial designs, E6(R3)
aligns with broader industry trends towards

patient-centric innovation.

Figure 1: Influencing points on Global regulations
Guidance. Source: Avoca Quality Consortium

Key takeaways from ICH E6(R3) update:

At RiverArk, we are not just navigating these
shifts; we are defining them. Our bespoke
compliance strategies enable clients to
harness the full potential of ICH E6(R3),
ensuring readiness, resilience, and sustained
competitive advantage in an ever-evolving
regulatory landscape.
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At RiverArk, we engage with thought leaders

Operations (OBMI), reinforcing the necessity
of leveraging regulatory shifts like ICH E6(R3)
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In the rapidly evolving landscape of life
sciences, leadership matters more than
ever. As a CEO navigating the intricate
world of quality assurance, I’'ve come to
deeply appreciate the diverse strengths
that effective leaders bring to the table.
Among these, the contributions of women
in leadership roles stand out as a
transformative force—not just in our
industry, but across the corporate world.

In life sciences, leadership requires
resilience, vision, and precision—qualities
women leaders consistently exemplify. Yet,
their path to leadership often involves
overcoming systemic barriers, making their
contributions even more impactful.

Throughout my
assurance, I’ve had the privilege of working
alongside incredible women who have not

journey in quality

only excelled in their roles but have
redefined the standards of what effective
leadership looks like. I've witnessed the
profound strengths women bring to
leadership: empathy that fosters
collaboration, courage to challenge
outdated norms or status quo, and the
ability to balance visionary goals with
pragmatic actionable strategies.

Continued on next page...
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Hot industry news

Global Drug Shortages Persist
e Escalating drug shortages (Figure

2), driven by fractured supply chains,

geopolitical instability, and rising manufacturing costs, are forcing

regulatory bodies to collaborate on proactive risk mitigation strategies. In

2023, over half of reported shortages involved sterile injectables, with an
average shortage duration exceeding three years. QA teams face
unprecedented challenges balancing stringent quality standards with
the urgent need to sustain production and safeguard patient access.
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Figure 2: Active shortages per quarter; 10-year trend. Source: University of Utah

ICH E6(R3) Finalisation
e The FDA and EMA are gearing up for

the finalization of ICH E6(R3), marking
a shift in clinical trial governance. The
guideline emphasizes a
proportionate, risk-based approach,
aiming to enhance trial design and
execution while safeguarding
participant welfare. QA teams must
revisit compliance frameworks to
ensure alignment with these GCP
expectations.

EMA Tightens Control on Nitrosamines
¢ The EMA has updated its

requirements for nitrosamine
impurity risk assessments in human
medicines, mandating more stringent
testing and mitigation strategies. This
follows findings that 30% of recent
recalls were linked to nitrosamine
contamination. The directive reshapes
manufacturing workflows, requiring
advanced QC measures, robust supply
chain oversight, and comprehensive
traceability to meet compliance and
protect patient safety, emphasising
compliance with ICH M7(R2).

Breakthroughs in mRNA
Manufacturing
o Key players in mRNA technology,

such as Moderna, have made
strides in refining their
manufacturing processes to
enhance stability and scalability.
Regulatory bodies have responded
by setting new benchmarks for
QA, requiring advanced analytics
to verify the purity and
performance of mMRNA products in
real-time.

FDA's Al-Driven Drug Development
Guidance
e The FDA has released draft

guidance on the use of Al in drug
development, detailing its
potential to optimise clinical trial
efficiency and predict outcomes.
However, the guidance stresses
the importance of transparency,
bias mitigation, and robust
validation protocols, presenting
new QA challenges in auditing and
verification of Al systems.
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...Continued

These traits are indispensable in an
industry where innovation and
meticulous attention to detail can save
lives.

While these strengths transcend gender,

women leaders often thrive despite
environments not designed for their
success. It’s our responsibility to create
workplaces where diverse voices are
valued and empowered. This means
investing in mentorship programs,
implementing equitable hiring practices,
and, perhaps most importantly, creating
cultures where diverse voices are not
just heard but sought out.

To the women leaders in our industry
and beyond: thank you for setting the
standard and inspiring us all. To those
aspiring to lead: know that your voice,
your ideas, and your vision are needed
now more than ever, and you are vital to
shaping the future of life sciences.
Together, we can ensure leadership
reflects the diversity that drives
innovation. Let’s continue to support
and learn from one another as we lead
with purpose and integrity.
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