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Medical Device Development. Everything. In-house.

Phase 0
Exploration

-Problem Definition
-Market Assessment
-Technology Research
-Concept Development
-IP Strategy

-User Research

-Sketch Prototypes
-Video Animations
-Database Development

Phase 1
Prototyping

-Concept Refinement
-Low-Fidelity Prototypes
-Bench Testing
-Database Refinement
-User assessment
-Regulatory Pathway
-Manufacturing Ballparks
-Business Strategy

-Roadmap for
Development

Marketing

Phase 2
Refinement & Testing

-Concept Downselection
-High-Fidelity Prototypes
-User Testing

-Functional Testing
-Specification
Development

-Vendor Sourcing
-Concept Freeze
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Phase 3
Design for Manufacturing

-Design for
Manufacturing
-Regulatory Development
-Functional Prototypes
-Pre DV Testing

-Supply Chain

-BOM Development
-Design Freeze

-Die Mold Analysis

-Die Mold Manufacture
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Medical Device Development. Everything. In-House.

1
Medical Device

Phase 4
Manfacture & Sterilization

-DV Units

-Manufacturing
Documentation

-Supply Chain Approval
-Tooling & Low Volume Runs
-Verification & Validation
Testing

-510K Regulatory
-Documentation

-510K Regulatory Submission

-Sterilization Engineering &
Validation runs

Regulat

Sales

Phase 5
Distribution

-Creative & Marketing
-Distribution
-Commercialization
-Production Orders
-Sterilization regular runs
-Marketing

-Inventory

-Plug-N-Play Sales Team
-Sales Training
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https://brekkamedical.org/

Jason Scherer, Founder & CEO

Jason Scherer currently serves as CEO
of VitaTek and has nearly 20 years of
experience in medical device sales
across 15 states. He has been an integral
part of three significant medical device

acquisitions. Notably, he contributed to
the success of NeuWave's acquisition by Johnson &

Johnson (JNJ) for $350 million, Auris's acquisition by

JNJ for a staggering $5.75 billion, and Gyrus ACMI’s

acquisition by Olympus, amounting to $2.3 billion.

After saving up, Jason ventured into the realm of
medical device development. Armed with hisinnovative
medical device ideas, he set out to collect R&D quotes
from companies based in Minnesota. It didn't take long
for him to realize that these companies had extended
project timelines spanning 2 to 4 years, lacking the
urgency he needed. This prompted Jason to join
forces with Rich Thompson, 23-year R&D Development
Veteran, to form Vita Group.

Vita Group disrupts the current R&D model by providing
a set fee for service for 6 months to Medical Device
Companies, Contract Manufacturers, Individuals, and
Universities. In a 6 month timeline, Vita Group provides
IP Analysis, COGS Analysis, Regulatory Analysis, Rapid

s

Jason realized that FDA regulatory was a significant
cost of development, thus he hired two individuals.
He noticed that he was spending millions on Die
Mold Tooling Shops and Contract Manufacturers,
all of which didn't prioritize speed. With a year-long
search across the Midwest, Jason finally discovered a
promising merger opportunity. Pat Haley, the CEO of
I-Tek Medical, presented the ideal fit, as his company
boasted a 10,000 sq ft Die Mold Tool shop in Blaine,
MN, and a 40,000 sq ft Contract Manufacturing facility
in White Bear Lake, MN.

Prototyping Every Week, and a Business Plan.

In February 2023, Jason and Pat signed a JVP to merge
both companies into VitaTek. This merger entailed a
50/50 equity acquisition and a $3.5 million payment to
Pat. They signed an expansion lease for 70,000 sq ft at
390 Commerce Drive, Woodbury, MN to accommodate
4 OEM devices and 3 Medical Device CM contracts.
They recently signed a $2 million equipment lease for
GSX8 ETO Sterilizers, and the first GSX8 unit became
operational on October 2023. Growth for VitaTek this
year has been exponential, as shown in YTD Financials
reflecting over $6 million EBITDA on a substantial $15
million Gross Revenue.

Pat Haley, Founder & COO

Pat Haley co-founded I-Tek Medical in
2009, and for the past 14 years, he
has been a driving force in the Design,
Development, and Manufacturing of
Medical Devices. Pat's impressive track

record includes the successful leadership
of over 20 interventional devices, guiding them from

Rich Thompson, Founder & VP of Development

Richard Thompson, Founder and VP
of Product Development at VitaTek,
brings 23 years of user-centered
product development experience,
serving clients from startups to Fortune

500 companies. His portfolio boasts over

20 successful products spanning Electrosurgical,

Electrophysiology,  heart-related, and  capital

equipment categories. Richard is an adept leader of

diverse teams across medical, industrial, and consumer
development projects.
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the development phase to full-scale production.
He has played a pivotal role in the design, testing,
and manufacturing of Leads, Adapters, and Lead
Components, adhering to the stringent IS-1 Standard.
Additionally, Pat has contributed his design and
prototyping expertise to create an innovative 1S-4 Lead
Connector.

Adam Johnson, President of Quality & Regulatory __

I Adam brings 20 years of regulatory and

quality experience to VitaTek. Prior to

: joining, Adam was Vice President of

- =g > Regulatory, Quality, and R&D for Apex

‘\ International. He also spent 10 years at

Smiths Medical (ICU Medical) where he

lead regulatory and quality systems teams focusing on

European MDR, FDA 510K submission, Medical Device

Single Audit Program geographies (US FDA, Health

Canada, Japan MHLW-PMDA, TGA Australia, ANVISA
Brazil), and over 100 additional geographies.
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