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~ Regulatory Expertise
~ from Strategy to Submission.

‘ Navigate complexity with confidence.




From Strategy to Submission -
With You, at Every Step.

Our senior regulatory experts work alongside clinical, quality and data teams to help IVD
and medical device sponsors make the right decisions early, generate the evidence
regulators expect, and accelerate the path to submission.

Regulatory
Strategy
Consulting

v'Regulatory strategy and
pathway assessment.

v'Regulatory risk
assessment and gap
analysis.

v'FDA and global
regulatory planning and
execution.

v'Regulatory agency
engagement and
meeting support.

v'Decades of IVD and
medical device
experience to build the
optimal regulatory
strategy.

Regulatory

Consulting

v'FDA pre-submission
(Q-sub) strategy and
agency interactions.

v'510(k), De Novo, PMA, IDE,
Breakthrough Device
Designation, and CLIA
Waiver.

v'Usability and human
factors.

v'Post-market surveillance
and compliance.

v'Supported by 25+ FDA
authorizations, including
De Novo, 510(k), and EUA
authorizations.

Global
Regulatory and

IVDR Consulting
vIVDR compliance
assessments and
remediation.

v'Performance Evaluation
Plans (PEP) and
Performance Evaluation
Reports (PER).

v'Technical
documentation
preparation.

Quality System
Compliance

v'ISO 13485 and FDA QMSR
readiness.

v'Quality Management

System implementation.

vInternal audits and gap
assessments.
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v'Compliance risk
identification before they
become regulatory
obstacles.

Reimbursement
Consulting

v'CMS coverage policy
assessments.

v'Reimbursement
landscape and market
access analysis.

E Clinical, Regulatory
7 and Quality
Integration
v'Regulatory-aligned clinical
study design.

v'Protocol development and
optimization.

v'Clinical performance and
analytical study strategy.

v'Preparation of
submission-ready
documentation.
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ACCELERATE YOUR
PROGRAM
WITH YOUR TRUSTED
CRO PARTNER

Contact CovarsabDx Today

’ ‘CovarsaDx’

www.Covarsabx.com | +1 562.319.6561
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