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History and Mission

Astrum is a full-service European CRO built from the combined heritage of BioClever,
Pharmalog, PopsiCube and BlueClinical: 25+ years of clinical development expertise
now under one roof. From our hospital-based Phase | unit in Portugal to
multi-country clinical development programs, we support biotech and pharma
sponsors across the clinical development pathway. Our mission is simple: turn good
science into approved therapies, faster.

Highlights

We are a next-generation CRO combining scientific depth with operational innovation. Our
64-bed hospital-based Phase | unit is among the largest in Europe. We have expertise from
1,200+ clinical trials, 50,000+ patients enrolled, and 150+ pharma and biotech sponsors who
keep coming back.

Our company

* Has Phase I- IV expertise across oncology, immunology, CNS, cardiology, rare diseases,
and more

* |s the right size for emerging biotech innovators and global pharma alike. Full FSP or
full-service, we adapt to you

* 240+ specialists (180+ in clinical operations, 40+ in data services, 20+ in scientific services)
in Germany, Portugal, France and Spain

* Is inspected by EMA, FDA, ANVISA, NPRA Malaysia, and GCC: 11 inspections, zero critical
findings from FDA

www.bvma.de
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Services
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From First-in-Human to Real-World Evidence

As a full-service European CRO, Astrum supports sponsors from early-phase innovation
through post-marketing evidence. We take a flexible, right-sized approach to every
program: full-service delivery, FSP, or targeted support for individual study phases.

Study preparation

« Clinical development strategy,
protocol design and optimisation,
PK/PD and immunogenicity design
* Regulatory and ethics submissions
- CTIS mono/multi-country, eCTD
modules, IMPD authoring

 Medical writing: protocols, ICFs,
Investigator Brochures

 CRF design and validation, IWRS
set-up, EDC management

« Feasibility, site identification and PI
qualification across the European
network

Study management

« Site qualification, initiation,
monitoring and close-out visits
(Phase I-ll1)

* Risk-based and centralised
monitoring with proactive risk
identification

+ Medical management: medical
monitoring, eCRF review, risk
assessment

www.bvma.de

Study evaluation

« Biostatistics: sample size, PopPK,
immunogenicity, integrated statistical
analysis plans

+ Data management and validation,
MedDRA/ATC coding

* Data programming: TFL, CDISC-compliant
SDTM and ADaM datasets for regulatory
submission

« Clinical study reports according to

ICH GCP and CSR publishing

Accompanying Services

* Quality assurance

» Pharmacovigilance

* Real-world evidence, non-interventional
studies, and HEOR/market access

* Training and investigator support



