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Quality Services That
Move Your Organization
Forward.

Quality built-in from the start.
Confidence delivered at every stage.




Inspection-Ready Quality Assurance
From Setup Through Post-Market

CovarsabDx® Quality Services helps IVD and medical device companies to build, maintain
and strengthen quality systems. From QMS implementation and audit readiness to
post-market compliance and continuous improvement, we provide practical, sponsor
focused quality assurance support integrated with clinical and regulatory execution.

Inspection- Quality Systems Integrated Clinical,
@ Ready Quality Maintenance Regulatory and

Systems and Compliance Quality Expertise

vFDA compliant Quality vInternal audits,
Management System mock inspections
(QMS) design and and CAPA
implementation. management.

v'Quality oversight
embedded throughout
IVD and medical
device study

. execution.
v'Equipment, process,

software and v'Cross-functional
cleaning validation collaboration across
support. clinical, regulatory and
quality teams.

v Gap assessments,
remediation plans, and
SOP development.

v'eQMS selection,
configuration, and v'Supplier

deployment support. qualification,
oversight, and

quality monitoring.

v'Verification of
documentation,
traceability, and
quality records.

v'Team training on FDA,
ISO, and EU quality

standards. v'Document control

and quality record
management.

v'Consistent quality
oversight from study
startup through
regulatory submission.

v'Submission-ready
quality documentation
and inspection support.

=\ Post-Market

Compliance and
Continuous |
Improvement

v'FDA inspection
preparation, response [
and remediation.

v'Complaint handling,
adverse event
reporting, and recalls.

v'Post-market
surveillance and
regulatory reporting |
support.

v'Quality metrics, trend |
analysis and CAPA
effectiveness reviews.

v'CLIA quality systems '
development and |
compliance support. '
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ACCELERATE YOUR
PROGRAM
WITH YOUR TRUSTED
CRO PARTNER

Contact CovarsaDx Today

’ ‘CovarsaDx”

www.Covarsabx.com | +1 562.319.6561
Studies@CovarsabDx.com
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