CORPORATE PROFILE

' VALIDANT Averaging 30+ years of

experience among partners

The Most Specialists
Under One Roof

Your FU”—SerVK:e ﬁi} Global Scope & Reach

Offices in USA, Europe and China;

G Io ba I Reg u Iato ry' supporting clients worldwide
Compliance & End-to-End

Lifecycle Support

Q ua I ity CO n S U |ta n Cy From preclinical & clinical phases

through manufacturing & distribution
and post-market surveillance

Pharmaceutical, biologics, medical device, and diagnostics developers and manufacturers
of all sizes turn to Validant as their partner for full-service life science consulting.

Our platform brings together leading specialists For Turnkey prob|em-so|ving
in each facet of the product lifecycle who have

deep GLP, GCP, GMP, and GDP expertise as former
regulators and industry operators themselves.

In addition to addressing the entire GxP lifecycle, Validant
goes beyond just advisory to deliver complete regulatory,
compliance, and quality solutions from start to finish.

Delivering training,
monitoring, process reviews,
and staff for maintenance
support to help you maintain
compliance and quality within
your operations over time.

Crafting pragmatic strategies
that meet the strict scrutiny
of health agencies worldwide
and account for your real-
world business realities.

Execution Services

Deploying boots-on-the-ground talent and Validant's program leaders
to implement your defined strategies, anywhere in the world.



Validant delivers our breadth of consulting,

A Pa rtn er fo r execution, and support services in the right place,
th e F u I I P rod U ct at the right level, and in the right combination

o to meet your exact need. How?
Lifecycle
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Preclinical Clinical Regulatory Manufacturing & Distribution &
PHASET PHASE Il PHASE III Approval Commercialization Post-Market Surveillance

Regulatory Affairs (Pre-Market and Post-Market)

Regulatory Strategy, Breakthrough, Fast Track, Accelerated Approval, Orphan Drug Applications

Preclinical and Clinical Strategies, Protocols, and Reports

Data Integrity / Risk Management / Design Controls / Quality Management Systems

Contract / In-House Decisions (CRL, CRO, CDMO, CMO, QC Labs)

Process Development / Characterization / Qualification / Monitoring

Internal Audits / Supplier Audits / Inspection Readiness

Market Surveillance / Annual Product Review / Pharmacovigilance / Materiovigilance

IND / IDE Agency NDA / BLA or PMA / Agency
Submission [ Meetings | 510(k) Submission Approval
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Unmatched Unparalleled

Range of Talent Deployment Speed

We have curated a large, diverse  Validant consultant teams of any Validant can easily access

global network of consultants size can be mobilized in as little all major global markets

and will hand-select the talent as one week. We can deploy them and is steeped in the nuanced
with the right-fit credentials and  on-site anywhere in the world or use regulatory, compliance, and
region- or language-specific advanced technologies and virtual quality requirements of the
skills your project requires. reality tools to deliver work remotely. different global health agencies.

US Headquarters

H OW Ca ﬂ We hEIp yOU? San Francisco, CA

+1.415.400.2600
Tell us about your distinct requirements today by visiting European Headquarters

www.validant.com/need or by calling +1.844.VALIDANT. Cork, Ireland
353 21 2357980

Asia Headquarters

/VAL| DANT www.validant.com | +1.844.VALIDANT Bejing, China



