
Expertise That 
Moves You Forward.
Navigate each stage with an experienced CRO 
behind every decision.



Study Launch

Enrollment

Submission 
and 
Closeout

Data 
Management

Study Design

Designing for Success

Study design aligned 
with regulatory 
strategy.

Protocol development 
and optimization.

Endpoint and 
population selection.

Statistical analysis 
planning.

Powering with Data

Data management plan 
development.

Case report form design.

EDC design and build optimized 
for performance, tailored to 
study workflows.

Proactive data management 
team oversight, ensures data 
integrity across multiple sites 
and lab workflows.

Rigorous data review and data 
cleaning.

Driving Enrollment

Optimized patient recruitment to 
meet enrollment targets.

Proactive site management with 
performance driven monitoring 
and rapid query resolution.

Trained CRAs in managing 
high-dimensional datasets, full 
traceability from patient to result.

TMF powered by TrialPathDx™, our 
proprietary CTMS.

Advancing to 
Submission
• Integrated 

statistical 
analysis and 
clinical study 
reporting.

• Study closeout 
with full 
reconciliation.

• Submission-
ready 
regulatory 
documentation 
preparation.

Regulatory 
Strategy

Defining the Path

Regulatory strategy 
development.

Submission support 
from end-to-end U.S. 
FDA 510(k), De Novo, 
PMA, global regulatory 
guidance.

Post-market 
surveillance and 
reporting.

Senior regulatory 
expertise guiding every 
decision.

Leading the way in IVD and diagnostic clinical research, CovarsaDx® integrates 
regulatory strategy, clinical execution, and quality management into a seamless, 
adaptive approach needed to successfully generate submission-ready evidence.

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

Executing with 
Precision

Site selection and 
qualification driven 
by SitePath™, our 
dedicated site 
operations team.

IRB submission and 
study materials 
development.

Site contracting, site 
initiation and 
training.

Integrated 
investigational 
product 
management and 
logistics.
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ACCELERATE YOUR 
PROGRAM

WITH YOUR TRUSTED 
CRO PARTNER

Contact CovarsaDx Today
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