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SECURE REGULATORY EVIDENCE.

End-to-end scientific strategy, medical review,
and requlatory document authoring.

Connect scientific innovation to clinical application with comprehensive protocol design,
expert medical oversight, and audit-ready study reporting.

YOUR CHALLENGES

METHODOLOGICAL & DESIGN RIGOR How to design robust clinical protocols, calculate accurate sample sizes, and align study synopses across

diverse therapeutic indications?
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OUR APPROACH

MEDICAL MONITORING COMPLEXITY How to ensure continuous medical review of patient profiles, adverse events, and coding listings
without missing critical safety signals?

REPORTING & DOCUMENT COMPLIANCE How to author compliant Clinical Study Reports (ICH E3, ISO 14155, ISO 20916) that withstand
health authority and Notified Body evaluations?
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* (linical strategy definition, sample
size calculation, study design, and
synopsis formalization

e Multi-indication therapeutic review
across pharmaceuticals, biotechs,
and medical devices

e Statistical Analysis Plan (SAP)
review and definition of clinically
relevant study endpoints

YOUR BENEFITS

02 IMPLEMENT

® Comprehensive study
documentation authoring:
Protocols, Informed Consent
Forms (ICF), and CRFs

¢ (Continuous medical review of
Case Report Forms, patient
profiles, adverse events, and
concomitant medications

e Scientific and medical oversight to
address complex protocol queries

during study execution
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® Full authoring of Clinical Study

> Reports compliant with ICH E3,
ISO 14155, and ISO 20916
standards

* |ndependent quality control
review, medical coding validation,
and statistical output verification

e Scientific dissemination support,
including peer-reviewed
manuscripts, abstracts, and
conference posters

~~, METHODOLOGICAL
& STATISTICAL
INTEGRITY

Deploy robust, scientifically sound study
protocols and endpoints tailored to your
specific therapeutic area and study phase.

READY T0 SECURE YOUR
CLINICAL EVIDENCE?

WWW.EFOR-GROUP.COM

CONTINUOUS
@ MEDICAL
OVERSIGHT

Safeguard patient safety and study
integrity through expert medical
monitoring, meticulous coding reviews,
and ongoing operational support.
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~\ REGULATORY-
COMPLIANT
EVIDENCE

Deliver fully substantiated Clinical Study
Reports and publication assets ready to
clear health authority evaluations without
compliance findings.

Committed to Excellence



