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OVERVIEW CHALLENGES

CASE
STUDY

M&A INTEGRATION

Following a 2024 acquisition,
the buyer began integrating the
seller into its global operations.
The seller faced challenges
maintaining business continuity
while managing remediation
and integration across R&D,
Quality, IT, and Operations.
Limited internal resources
created the need for external
expertise to stabilize systems
and processes during this
critical transition.

Maintaining day-to-day operations while
addressing post-acquisition
remediation needs.

Limited internal resources to manage
GAP assessments, NCR/CAPA
resolutions, validation, and process
improvements across multiple
departments.

Implementing new company-wide
systems (MES, PLM) while ensuring
regulatory compliance and business
continuity.
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When Companies Need Us: Capabilities

SQR1 Impact

Square-1 deployed a team of 8 SMEs over
a two-week period to stabilize operations
and facilitate integration:

Conducted remediation of quality and
manufacturing operations.
Performed GAP assessments, process
development, and NCR/CAPA
resolution.
Led or supported process and product
improvement projects, including
validation activities (IQ/OQ/PQ) and
pFMEAs.
Implemented new systems and tools
(MES, PLM) and supported software
validation.
Ensured Environmental Health & Safety
compliance throughout integration.

About Sqr1
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

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.

Resources Allocated

Sr. Mechanical Engineers

Principal Manufacturing
Engineers

EHS Quality Engineer

Buyer/Planner
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