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OVERVIEW CHALLENGES

Our customer, a Class
biopsy systems OEM, sought
to capture market share
from competitors by offering
a novel, universal delivery
system allowing end users
to utilize one delivery system
for all procedures, regardless
of OEM.

Limited visibility into competitor designs
and performance data required to guide
development.

Variability in clinician use and preferences
made it difficult to create a system that
worked consistently.

Pressure to meet performance goals while
keeping manufacturing and operational
costs under control.
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SORT IMPACT

Solutions from SQR1:

* Reverse engineered competitor delivery
systems to benchmark performance
and identify improvement opportunities.

* Integrated new design features to
enhance ergonomics and reduce cost of
goods.

* Developed and validated a universal
delivery system demonstrating
consistent performance and end-user
approval.

 |dentified and qualified new supply
chain partners to support
commercialization.

e Secured project funding and
commercialization through the client’s
parent company, achieving a first-mover
advantage in the market.

Performance Rating

Meeting
Expectations

C

Not Meeting Exceeding
Expectations Expectations

Resources Allocated
I
1x - Sr. Mechanical Engineer

1x - Hypodermic Tooling SME
1x - Sr. Mechanical Engineer

NABOUT SQAORI

At Square-1 Engineering, we provide technical consulting services across the entire medical device product
life cycle from product ideation to obsolescence. Our skilled engineering and compliance teams take on
projects of all sizes in R&D Engineering, Quality & Compliance, Regulatory (RAQA) and Manufacturing

Engineering.

Regulatory Events
Loss of Key Personnel
Rapid Company Growth
Lacking SME
Audit Preparedness
Bandwidth Constraints
Next Gen Development
M&A Support
Facility Moves & Transfers
Change in Supply Chain
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Capabilities

MedTech Consulting: Stay compliant
with FDA and ISO regulations,
support design projects, and
streamline manufacturing processes.

CAD Services: Ensures design
accuracy, traceability, and full
alignment with regulatory standards
at every stage.

Technical Training: Our subject
matter experts deliver targeted
training to keep your team sharp,
compliant, and confident.
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