PSl's annual update 2025

2

Built to de
PSl's annual update 2025

30 years of disciplined execution in complex clinical trials

Sponsors today face compressed timelines, capital pressures, and little tolerance
for operational surprises. For 30 years, PSI has focused on one essential objective:
predictable delivery in complex clinical trials. As we reflect on 2025, this update
outlines how that focus translated into tangible results - on-time execution,
operational consistency, and the teams that enable our sponsors to move forward
with confidence and continue working with PSI program after program.
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Delivery

Our commitment to on-time delivery means on time throughout the whole of the trial - from FPI to LPI
to DBL to CSR to NDA, with registrational-quality data.

0
Delivered FPI in 95%] of 2025 studies as planned

0
Delivered LPI in 97A of 2025 studies as planned

These figures stand out in an industry where timelines are often promised and rarely met. At PSI,
they reflect disciplined execution, early risk identification, and teams empowered to intervene before
slippage becomes inevitable.

Our ambition remains clear: 100% on-time delivery across all key milestones. Clinical trials involve
people, complex processes, and external dependencies, and deviations do occur. What matters is
that each deviation is examined without defensiveness, learned from without delay and translated
into measurable year-on-year improvements toward even greater predictability for our sponsors.

Customer loyalty

Sponsors return to PSI because fewer escalations are required, fewer assumptions are made, and
fewer surprises appear mid-trial. We remove friction from collaboration - even in highly complex
programs - by being responsive, explicit, and operationally consistent.

Just as importantly, due to minimal staff turnover at PSI, sponsors continue to work with the same PSI
teams over time, preserving program knowledge and relationships built through delivery.

The result is not satisfaction in theory, but loyalty in practice. In 2025, PSI achieved, again, an above
90% repeat business rate:

0
Achieved 93%) repeat business rate

0
Achieved 5ZA growth in new customers

In an industry characterized by frequent team turnover and fragmented delivery, these outcomes
happened because of trust built through continuity and disciplined execution - not optimistic promises.



PSI's annual update 2025

Employee loyalty

We are growing at a fast, sustainable rate, in line with our global performance. Our market share
gain means a rising demand, which we are meeting through organic growth and people-focused
culture. At the heart of our growth are our employees - shared pride in work and commitment to

each other, and to the sponsors that trust us.

0
PSl's headcount grew by 12/0 in 2025

0
Retained 92%] of employees; one of the lowest turnover rates in the industry

Retained our title as one of the Best Places to Work for the seventh year in a row in Philadelphia,
USA, and second year in a row in North Carolina, USA, and in the UK.

Site loyalty

Our long-standing site partners continue to place their trust in us. Returning sites mean faster
startup timelines, and more realistic feasibility and enroliment assumptions, so our studies continue
on time. We also increased our network of sites by 38% to ensure we keep meeting the needs of
Our Sponsors.
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Financial strength

PSI’s financial performance is not an end in itself. It is a risk-management factor for our sponsors
- providing confidence that multi-year trials will be resourced, supported, and completed without
disruption. In 2025, PSI:

0
Grew revenue by 15/), supported by a strong backlog

Retained a Dun & Bradstreet rating of 1, indicating the lowest financial risk and
highest performance category

Remained private and financially independent, as we have been since 1995

Independence gives PSI the freedom to prioritize delivery over short-term financial pressure -
investing in people, systems, and decisions that protect trial execution over years, not quarters.
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Maijor player in oncology

>90%

of our project managers
have oncology experience.

Our project managers have deep,
hands-on experience across tumor
types, phases, and geographies,
allowing them to anticipate
operational challenges early

PSI expertise in continuous oncology feasibility has been recognized internationally, with a peer-
reviewed publication in International Biopharmaceutical Industry. These real-world insights and
practical guidance have helped mitigate potential risks in pivotal oncology studies.

This contribution to the field has been consistent for 30 years - our oncology experience has moved
and increased with the times.

From blockbuster drugs, to ADCs, bi/multispecific antibodies, personalized immunotherapies,
and radioligands, our sponsors’ data has had a constant impact to advancing care.


https://international-biopharma.com/evolving-feasibility-in-oncology-continuous-assessment-for-timely-enrollment/

PSI's annual update 2025

The industry leader
in radiopharmaceuticals

2025 additions include diagnostic, therapeutic, and theranostic phase 3 trials in oncology and
neurology. Our expertise in the complex challenges of radiopharmaceutical trials and tumor-agnostic
therapies is a key differentiator.

Supporting so many of industry’s pivotal RLT trials reinforces PSl’s position as a global leader in
radiopharmaceutical development.

PSl is a trusted partner for sponsors with next-generation therapies who are looking for a reliable
CRO with proven expertise to deliver their drugs to market as planned.
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The industry leader

in IBD and Gl

Our long-term partnership with leading
biopharma partners in their pivotal trials for
ulcerative colitis, Crohn’s disease, and other

Gl indications means we are at the forefront of
the action - pioneering new study designs for
our sponsors, alongside new MoAs, first-in-class
therapies, and other scientific advancements,
and all running reliably on time.

We are running 35% of all industry-
sponsored UC trials and many in CD.

Conducting such a significant proportion of
trials builds our cumulative knowledge across
trial design, endpoints, biomarkers, and
patient subpopulations.

We are running the first-in-industry
platform trial programs in IBD.

Platform trials are a flexible form of Master
Protocol design - and have only recently

been adopted for IBD. They offer enhanced
efficiency, flexibility when adding new treatment
arms, and the potential to generate faster
insights compared with traditional trials. They
require robust operational readiness, and

close regulatory engagement to help manage
their complexity.

In 2025, we launched one of the largest
IBD programs in the industry.

“PS| came in at the nick
of time and threw us
the CRO lifeline that we
desperately needed.”

Sponsor, IBD Program
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“We knew that if we wanted
to have 6-month enrollment,
we had to work with PSI”
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Strong player
in hematology

® Enrollment is on time in various ongoing, pivotal trials for hemophilia, and we look forward to
contributing data to increase the 14 bleeding disorder approvals we have worked on since 1995.

® Beyond bleeding disorders, our therapeutic area leads continue to light the way in hematology-
oncology, again with multiple trials ongoing and running on time.

We continued to expand our cell therapy expertise of clinical trials of allogeneic and in-vivo
CAR-T therapies, partnering with industry to explore faster, more scalable, and cost-efficient
treatment paradigms.

Celebrating 30 years as the leading
CRO in bleeding disorders
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The front-runner in

antibiotics & antifungals

For our sponsors, this means faster timelines for
this difficult and volatile therapeutic area, higher
likelihood of regulatory success with reduced
risk, and more time on market after approval

2/3

of industry antifungal

clinical trials are being run
by PSI, and we celebrated
an FDA approval last year

“PSl is an antibiotic powerhouse.”

VP, Clinical Operations and
Data Management, Sponsor
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Deepening expertise
and enhancing research
diversity in six more
therapeutic areas

Our expanding vision has seen significant new trials awarded in 2025
for respiratory, allergy, immunology, and rheumatology, endocrine
and metabolic diseases, cardiology, and nephrology and urology.

13
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Specialized Study
Support Services

Our focus in 2025 was on sites and making
their participation in trials easier so they
can focus on patients.

The department provides site support
with patient identification, recruitment,
and retention; specific site support for
diagnostic and therapeutic technology
(i.e., radiological imaging, endoscopy,
nuclear medicine, labs); and integrating
our therapeutic experience into expert
knowledge and actionable knowhow.

The 4S global team has expanded by 5x in
just 24 months, and now includes: Imaging
Technologists, Radiologists, Dosimetrists,
Nurse Navigators, and Pharmacists in
North America, Latin America, Europe,

and APAC.

15
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North America top performers

As expected, the USA continues

to be our top-performing country,
contributing the highest number of
sites and patients to our trials - with
an increase of 88% sites activated,
and 47% participants enrolled from
last year.

Despite changes in the regulatory
leadership of the FDA impacting
decision-making and communication,
PSI’'s USA team maintained on-time
delivery of trials and trial milestones.

PSI has been active in Canada for
over a decade - steadily growing

its footprint. Our 2025 growth means
expansion: Our new Toronto, Ontario
office was opened in 2025.

Canada’s mature research ecosystem
and strong investigator community suits
PSI, and we are continuing our organic
growth, doubling the number of sites
activated and participants enrolled
compared with 2024.

Speeding up in Europe

In Western Europe, 2025's top
performers were Italy (41% new sites
activated), the UK (54% new sites
activated), and Spain (34% new
sites activated).

The UK was the top enrolling country,
with an increase of 87% participants
enrolled compared with last year.

Outside of the Western European
EU countries, Hungary (44% new
sites activated), the Czech Republic
(47% new sites activated) and
Bulgaria (40% new sites activated)
were the top performers.

Outside of the EU, Georgia (9%
new sites activated) was our top
performing country.

Globally, we are accelerating startup timelines: A >90% first submission package approval means
faster activation. An actual vs. planned-to-date (PTD) site activation >90% means better predictability.
Our local experts have partnerships with academics and centralized ethics committees, they understand
their country’s regulatory frameworks and nuances, and using our global experience in trial planning
and feasibility are translating to reduced startup times and faster enroliment.

17
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Accelerating enrollment
in Latin America

Brazil outperformed all expectations
in 2025: a 175% increase in new
sites activated, and 19% increase

in participant enrollment translated
to significant representation in
pivotal studies.

New rulings mean that post-trial
access plans, submitted as part of
the regulatory package in advance,
reduce study timelines, and establish
a more predictable and cost-effective
research environment for sponsors
(removing the indefinite obligations
causing our sponsors the most concern).

Developments in Asia-Pacific

In China, PSI are pioneering
radiopharmaceutical trials in the high-
potential, underutilized market.

We activated one of the first phase 3
radiopharmacedutical trials in the country,
unlocking access to a large patient
population (now with a dedicated China
cohort). The opening of our new office in
Beijing helped overcome regulatory and
operational complexity to become the
study’s top-enrolling country.

Our organic growth in Japan has
been a resounding success: We
opened our Tokyo office at the
beginning of the year, scaling from
0 to 40+ employees, and the Osaka
office by December, all through an
entirely organic hiring and training
expansion model.

In just one year, eight partnerships
between PSI and multiple academic
healthcare centers were formally
agreed in Taiwan, strengthening
our Asia-Pacific portfolio. Enrollment
in Taiwan more than doubled in
comparison with 2024. Overall, PSI
was the top CRO in the whole of
Taiwan for IBD trials, and Taiwan
was consistently our top enroller for
infectious disease programs.

Thailand has been our star in 2025,
with the local study startup team
reducing timelines to <190 days and
operational teams doubling their
annual enrollment rate. PSI was proud
to be listed as a Tier | CRO for PSU
Hospital, strengthening our reputation
and collaboration in the region.


https://psi-cro.com/psi-cro-appoints-sayaka-kaji-as-country-manager-japan/
https://psi-cro.com/psi-cro-expands-osaka-office-japan/
https://psi-cro.com/psi-cro-expands-osaka-office-japan/
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Powered by technology,
ahead by design

We continue to lead the CRO industry with our
technology, purpose-built to remove uncertainty
from clinical development, making budgets, delivery
models, and all other milestones predictable,
transparent, and consistently achievable.

"=2INTELIA" and ="VISIONAL"

Our award-winning INTELIA platform
contains 5 key components

From study modeling with VISIONAL (more

below), to budgeting, budget reporting and PSI's INTELIA recognized for “Best.
forecasting with CLARITY and CADENCE, to Practices in the European Clinical
smarter investigator grant calculation with Trial Financial Planning Industry”
INSITE, and smart monitoring with PACE,

we continue to lead the way.

=" \V/|ISIONAL"

Study Modeling

®m VISIONAL™ is the only platform in the industry that integrates both financial and clinical feasibility
with Al and machine learning to help you with decision-making.

® |n 2025, PSI added three new data sources and Al-powered similarity search. For our sponsors,
this means:

= Increased precision: Al can quickly find similar protocols and pull valuable site performance
data from 60+ countries, improving feasibility assessments and operational decision-making with
more reliable and automated insights.

= Enhanced speed: With the new Al search and data integration, we can craft detailed multi-
country trial scenarios and budgets under half an hour, allowing flexible and efficient planning
for sponsors and avoiding weeks of back-and-forth.
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https://www.frost.com/wp-content/uploads/2025/06/PSI-CRO-Finalized-Award-Write-up.pdf
https://www.frost.com/wp-content/uploads/2025/06/PSI-CRO-Finalized-Award-Write-up.pdf
https://www.frost.com/wp-content/uploads/2025/06/PSI-CRO-Finalized-Award-Write-up.pdf
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X SYNETIC™

In 2025 PSI started building a new agentic Al platform to
solve the industry’s most pressing problems: eliminating
underperforming sites, improving site-selection accuracy,
and decreasing startup timelines. We call it SYNETIC™.

Every day, clinical teams lose valuable time
navigating outdated site lists and fragmented
data. SYNETIC™ changes that.

With advanced semantic modeling, Al-driven reasoning,
and intuitive knowledge graphs, SYNETIC™ brings
together years of global site performance data to
pinpoint the best-it sites for every protocol - before

a single feasibility email is sent.

SYNETIC™ is the intelligence behind PSI. It connects
data from more than 500,000 institutions, 3,000,000
study sites, and 300,000 clinical projects into a
continuously learning system.

For our sponsors, this means: accurate site lists within
seconds, faster startup, and predictable recruitment.

20
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