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SPONSOR QMS | MODULAR FRAMEWORK

; ExperTrIa IS For biotech & medtech innovators

SIMPLE TODAY. READY FOR TOMORROW.

Build the Sponsor QMS

you heed.

A modular Quality Management System
designed to grow with your clinical
development model.

ﬂ -3 Q llI

LAUNCHPAD CO-PILOT EXECUTION MODULES ORBIT
24 Core Sponsor SOPs Same 24 Core Sponsor Clinical Ops / DM / Stats / QMS maintenance
+ tools/templates SOPs + customisation PV-Medical / Regulatory-TMF / & evolution
+ guidance + implementation Systems-Supply-Lab
+ training

Need a QMS that fits the way Explore the QMS offer >

your team works?

expertrials.com | +33(0)4 20 9100 60




SPONSOR QMS | PACKAGE PATHWAY

: ExperT“a IS One core. The right level of support

.
il

SIMPLE TODAY. READY FOR TOMORROW.

One strong core.

Start with the same 24 Core Sponsor SOPs, then choose how much

help you need and add operational modules only where activities
are performed in-house.
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LAUNCHPAD - CO-PILOT —>  EXECUTION MODULES —> ORBIT
24 Core Sponsor SOPs Same 24 Core Sponsor Functional SOP modules Maintenance,
+ tools & templates SOPs added a la carte when you change impact,
+ expert guidance + customisation operate in-house continuous evolution
+ implementation &
training
[ \; ‘ Your QMS should reflect how your organisation actually works —
AoV not force you into an oversized CRO-style system.

Ready to choose the right level of support? S bl

expertrials.com | +33 (0)4 20 91 00 60
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SPONSOR QMS | LAUNCHPAD & CO-PILOT

Lo :
‘E'i?; ExperTrla IS b Same foundation. Different support levels

o
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FLEXIBLE
SIMPLE TODAY. READY FOR TOMORROW. SCALABLE
TRUSTED

Same QMS foundation.
Different level of support.

Both offers are built around the same 24 Core Sponsor SOPs.
The difference is how far ExperTrials works alongside your team.

, CO-PILOT
R We build it with you.

LAUNCHPAD
<

You lead. We guide. d

Same 24 Core Sponsor SOPs
No reduced or expanded core: the same
robust foundation.

24 Core Sponsor SOPs
A complete sponsor-side QMS foundation.

o BTN

Y Tools & templates Customisation
K Practical associated documents to put Roles, workflows and associated documents
the SOPs into use. adapted to your organisation.
s 8 Expert guidance Implementation & training
e 1) Structured support to help your team [ l] Hands-on rollout support so the QMS
understand and deploy the framework. becomes part of daily operations.
(d:’ ‘ Best fit: teams with internal capacity (C/;’ ‘ Best fit: teams wanting hands-on design,
to own implementation. rollout and adoption support.

Need guidance or hands-on implementation support? et i o

expertrials.com | +33 (0)4 20 9100 60




‘.I.-.: SPONSOR QMS | EXECUTION MODULES
EXPerTrlals . Add operational depth only where needed
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SIMPLE TODAY. READY FOR TOMORROW.

Add only what you
operate in-house.

Operational SOP modules can be added a la carte when o ~— : - FLEXIBLE
your team performs activities directly rather than only P> =
overseeing a CRO or specialist vendor. FOR WHAT'S NEXT
® CLINICAL OPS > DATA MANAGEMENT BIOSTATISTICS
S — i
Site management, monitoring Database build, cleaning, SAP, statistical programming,
and centralised oversight reconciliation, lock and transfer analyses and QC

o PV & MEDICAL E REGULATORY & TMF Q SYSTEMS / SUPPLY / LAB

Safety processing, reporting, Submission preparation, System administration, IP supply
medical review and escalation filing, QC and reconciliation and sample coordination

_@_ | Core sponsor oversight remains in place.

Execution Modules add the procedures needed for direct internal execution.

Discuss modules -

Need operational depth in selected functions?

expertrials.com | +33 (0)4 20 91 00 60
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'. o~ SPONSOR QMS | ORBIT
Expe rTrI a lS Keep your QMS current as your model evolves
" -’

SIMPLE TODAY. READY FOR TOMORROW,.

Keep your QMS in step c

e — 4 2
Clinical development changes. Your QMS should b \
change with it — without rebuilding from scratch. yA— hy
f \'\\

T Periodic QMS review N\ Regulatory evolution = I E.b'
eep procedures current, Assess relevant changes REVIEW UPDATE

coherent and usable. and update affected | — ORBIT ¢ e
documents. \ e — : /

/

‘

Organisational change Vendor & model changes & '
» - o
a@a - <
Adapt roles, governance Reflect new CROs, vendors, ..- e it
and workflows as your systems or delegated GROW .
team grows. activities. o=k &
" A living QMS: controlled, practical and aligned with the way your sponsor organisation evolves.

Explore QMS Orbit -

Want your QMS to evolve without starting over?

expertrials.com | +33(0)4 20 91 00 60




s SPONSOR QMS | NEXT STEP

‘:‘;'- ExperTr|a I.S A sponsor-side QMS designed to scale with you
=
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SIMPLE TODAY. READY FOR TOMORROW.

A QMS that fits today.
And still fits tomorrow.

Start with a complete sponsor-side foundation.

Choose the support you need. Add operational
depth only where it belongs.

TRUSTED
EXPERTISE
REAL IMPACT
TOGETHER

®
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COMPLETE CORE FLEXIBLE SUPPORT SCALABLE MODEL
24 Core Sponsor SOPs Guidance or hands-on Modules and maintenance
implementation as you grow

Let’s discuss

Let’s discuss your next trial —
expertrials.com o +33(0)4 209100 60 —
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