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Opportunity

* Design and conduct
Anaveon'’s first in human
(FIH) clinical trial in the
development of ANV419, an
interleukin-2 (IL-2) agonist
for safe and effective cancer
treatment.

-

In late 2019, Anaveon was about to
embark on a critical phase in the start-

up's development. The in-vivo studies of
the two-year-old biopharma company
demonstrated their lead product had high

\
potential as monotherapy in solid tumors.
| Afterthey had completed the Series A
x’ funding, the next step now was to design
and conduct their first in human (FIH)

clinical trial.

Highlights

Activities

Drove a thorough CRO
selection process based on a
data-driven methodology.
Identified and profiled CROs,
combed financial proposals,
orchestrated the bid defense
meeting, developed selection
criteria scoring, and analyzed
cultural fit.

Aligned critical stakeholders
and board of directors
throughout the process.

Impact

o Facilitated the selection of @

CRO that holds the closest

fit to Anaveon’s selection
criteria including skills, ways of
working, and personality.
Anaveon proceeded with

the development of ANV419,
bringing it a step closer to the
patients who need it.
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"This is a doorway to many different things if

we get this right... and we needed fo get it right
the first time.” Recounted Andreas Katapodis,
CEO and co-founder, on the process of
selecting their clinical research organization
(CRO). His team wanted to find a CRO that
understood Anaveon’s vision, ambitions, and
also limitations. For a small team structure like
theirs with large expectations, there was little
margin for error. They needed a partner that was

at the intersection of solid expertise, mission-

focused, and in many ways, an integral part of

the company.

Building knowledge
and confidence

Seuss+ was tasked to search for a CRO that had

the closest fit to this expectation. They designed a
thorough selection process with sequential steps that
allowed ample input from Anaveon. Their data-driven
methodology collected qualitative and quantitative
insights, solicited detailed proposal information,

and in turn, created a robust analysis for informed
deliberations and decisions. Additionally, Seuss+
ensured that necessary discussions were held, critical
stakeholders were aligned, and decisions were made

in a timely manner.

said Andreas.

Although most of the senior members of the Anaveon
team were previously at large pharmaceutical
corporations, they seldom were involved in detailed
planning of the CRO selection process. These were

usually managed by specialized internal departments.

Weighing up high-quality CROs was not a simple

task. From initial identification and profiling through

fo the bid defense stage and everything in between,
from selection criteria scoring to analyzing the cultural
fitindex, the Seuss+ and Anaveon teams navigated
through reports, combed over financial proposals, and
discussed deadlines while making time to talk about
human chemistry and cultural fit. By decision point, the
sense of certitude, familiarity, and confidence prevailed

at all levels, including the board of directors.
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"You have to have
backup solutions for
almost everything”

Successes such as dosing their first patient in June 2020
and closing of the oversubscribed Series B funding
round in December of the same year eclipse some of
the difficult events Anaveon and the CRO faced. Many
tumultuous moments required highly-agile corrective
actions. "It was a leaming. There is no perfect CRO,
and you can never fully predict the changes that
happen in other companies”. In big pharma, you have
the clinical department and they are there all the time.
It's not the same with [directly managing] a CRO.
While it was beyond the capabilities and competencies
of Seuss+ to be involved in the fine details of sefting up
the human frials, they acted as a sparring partner for
Anaveon to weed out problems and identify remedies.
"They helped us recover some of the lost functionality,
and we also hired internally that took away that
functionality from the CRO."

The impact is
orofound and long-
lasting

A deep and strong bond formed between Anaveon
and Seuss+ during their journey. Andreas summarizes

about Seuss+

“They hold up a mirror to us...

and [ think they’re pretty right.

It was for us a catalyst to learn
more about the business and they

taught us really well. They were

always thinking a step ahead
about what we will need next or
how we could develop next.”.

He went on to describe his appreciation of the candor
that underlined the entire relationship. An example

he shared,

“They took us from a certain point to another - like a
bridge for us to cross that river — and then we move
onfo different ferritories as we go forward. We are

there now...they carried us through...”

In hindsight, Seuss+ started the assignment as the
facilitator of the selection process. They emerged as an

enabler for our team.

© All contents copyright seuss+



— Anaveon case study

AN

About Seuss+

Seuss+ is a creative, hands-on, and collaborative
consulting firm serving the life sciences industry. Our
purpose at Seuss+ is to help life-science companies
grow bigger, stronger, and more ready to tackle
tomorrow. We bring together expertise in clinical
oufsourcing, corporate fraining, change management,
and scaling businesses sustainably to guide you through
your clinical development and growth challenges.
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www.seuss.plus
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