B COMPANY PROFILE

Dr. (MD) Uwe Albrecht,
FIBMS, FFPM, FICR, CSci
Managing Director
contact@mediconomics.com

History and Mission

Mediconomics is a successful CRO and consultant for research and development

projects of both Medicinal Products and Medical Devices.

We combine the agility of a boutique CRO with the expertise and capacity for
complex international projects. As your strategic partner, we accelerate your product
development through scientific precision, regulatory expertise, and personalized

service.

Highlights

Founded in 1999 and headquartered in
Hannover, Germany and with subsidiaries
in Denmark, Switzerland, the UK and US,
Mediconomics operates within an interna-
tional network.

In compliance with national guidelines
and the requirements of European and
international standards, we consult and
support our clients in all phases of the
clinical and regulatory life-cycle. Physi-
cally located together in our building,

we benefit from short distances and fast
teamwork. Following our ISO 9001 certi-
fication, this demonstrates how efficiently
and quality-consciously we work together.
This unique setup enables instant cross-
functional collaboration between our
teams, resulting in fast decision-making
and superior project outcomes.
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Services

Clinical Research

Planning, management and conduct of:

= Clinical trials (Phase I-IV) across different
therapeutic areas,

= Non-interventional studies and PASS

= |nternational multi-center trials

= (e)TMF management

Data Management

= eCRF and database design,

= Transfer and integration of external data
(e.g. laboratory),

= Medical Coding,

= Data validation and cleaning

Regulatory Affairs

Clinical Trial Regulatory Affairs

= Regulatory consultancy and advice,

= Approval, amendments, notification and
reporting with CAs and ECs

= Experienced in working with CTIS

Drug Regulatory Affairs

= Regulatory consultancy and advice as
well as conduct of advice meetings,

= Management and submission of eCTDs,

= Preparation and conduct of authorisati-
on procedures (CP/DCP/MRP/NP)
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Pharmacovigilance

= AE/SAE Management, 24/7 hotline

= PSURs and DSURs,

= EU-conform electronic reporting
(XEVPRM, ICSR)

Medical Writing

= Study designs and study related docu-
ments (e.g. study protocol / CIP /
IMPD / IB)

= Biological Evaluation Reports/Clinical
Evaluation Reports (CER/BER)

= Toxicological assessment, Expert Reports
and Publications

Monitoring

= In-house CRAs

= On-Site Visits

= Remote Monitoring

= Site Management and administration

Product Development

= Design, performance, and safety
evaluations

= Business and market analyses

= Risk management strategies

= Regulatory requirements assessments
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