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Medical Device Commercialization Plan

Educational Guide (Not legal, regulatory, or investment advice)

This guide is written for academic, clinical, and engineering-based innovators
commercializing medical devices for the first time. It is intentionally long, narrative-driven,
and operationally realistic—designed to function as a handbook rather than a checklist.
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1. What Makes Medical Device Commercialization Unique

Medical devices are operational technologies. They do not create value simply because they
work in a lab or prototype setting; they create value only when they can be manufactured,
deployed, used correctly, and integrated into real clinical environments. Unlike
diagnostics—which influence decisions—medical devices often directly intervene in care,
increasing regulatory scrutiny, liability exposure, and operational complexity.

Medical device commercialization is constrained by three realities that founders often
underestimate: regulatory risk increases with patient contact, engineering rigor is
inseparable from regulatory compliance, and adoption depends on workflow fit more than
novelty. A device that improves outcomes but disrupts clinical workflow or increases
procedural time will struggle to scale.

Another defining feature of medical device commercialization is capital intensity. Tooling,
manufacturing validation, human factors testing, and clinical studies require funding long
before revenue is possible. This makes staged risk reduction essential. Successful device
companies are built by reducing the largest unknowns first, not by pursuing full-feature
builds prematurely.

Finally, exit pathways for medical devices are often strategic. Most device companies are
acquired by larger players seeking portfolio expansion, platform adjacency, or access to
protected regulatory assets. This means that exit thinking should begin early, because
regulatory pathway, evidence generation, and IP structure all influence eventual acquisition
value.

2. Pre-Validation & Clinical Need Discovery (0—-6 Months)

Pre-validation in medical devices is the phase where clarity is purchased cheaply. The
objective is not to perfect the device, but to confirm that a real clinical problem exists, that
the problem is sufficiently painful, and that a device-based solution is preferable to
alternatives.

Many academic device concepts originate from elegant engineering solutions in search of a
problem. Commercialization reverses this logic: the clinical problem comes first, and the
device is justified only if it materially improves outcomes, reduces cost, or meaningfully
improves workflow.

This phase should include structured clinician interviews, observation of current
workflows, and early feasibility prototypes. Founders should document how the device will
be used, who will use it, where it will be stored, cleaned, maintained, and serviced. These
operational realities often invalidate otherwise promising concepts.
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A disciplined pre-validation phase ends with a written go/no-go decision. Founders should
be willing to stop at this stage; abandoning weak ideas early is a success, not a failure. If
proceeding, the team should be able to articulate the intended use, target users, anticipated
FDA classification, and the minimum evidence required to advance.

Pre-Validation Activities and Outputs

Activity Primary Question Output Artifact
Answered

Clinical shadowing [s this a real workflow Workflow map
problem?

Stakeholder interviews Who is buyer vs user? Adoption hypothesis

Early prototype Is solution technically Feasibility memo
feasible?

Competitive scan What substitutes exist? Differentiation statement

3. Regulatory Strategy: Device Classification & FDA Pathways

Device Class Risk Level Typical FDA Founder
Pathway Implication
Class 1 Low Exempt / General Fastest path, limited
Controls defensibility
Class II Moderate 510(k) / De Novo Most common
startup pathway
Class III High PMA High cost, high
defensibility

Medical devices in the United States are regulated by the FDA based on risk classification.
Understanding device class early is critical because it determines the evidence burden,
development timeline, capital requirements, and likely exit pathways.

Class I devices are considered low risk and are subject primarily to general controls such as
labeling, registration, and good manufacturing practices. Many Class [ devices are exempt
from premarket submission. These devices often include non-invasive tools, accessories,
and basic equipment.

Class II devices represent moderate risk and typically require a 510(k) submission
demonstrating substantial equivalence to a legally marketed predicate device. This is the
most common pathway for medical device startups and usually requires bench testing,
verification and validation, usability evidence, and in some cases limited clinical data.
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Class IlI devices are high-risk products that support or sustain life, are implanted, or
present significant risk to patients. These devices require Premarket Approval (PMA)
supported by extensive clinical evidence. Class Il programs are the most capital-intensive
and longest to market, but can result in highly defensible assets.

Regulatory strategy is a foundational business decision for medical device companies.
Device classification (Class [, II, or III) determines not only the regulatory burden, but also
the capital requirements, development timeline, and potential exit opportunities.

Founders must resist the temptation to assume a lower-risk pathway without confirmation.
Early regulatory consultation—formal or informal—can prevent catastrophic misalignment
between development activities and FDA expectations.

A common founder-friendly strategy is to design for the most conservative plausible
pathway while validating whether a less burdensome path is available. This preserves
optionality and avoids costly rework.

Regulatory Pathway Cost & Timeline Comparison

Pathway Typical Device Estimated Cost Timeline
Class Range

Class I (Exempt) I $50K-$250K 6-12 months

510(k) 11 $500K-$2.5M 12-24 months

De Novo II (Novel) $1.5M-$5M 18-36 months

PMA 111 $5M-$25M+ 36-60 months

Predicate Device Comparison (510(k) Planning Table)

Dimension Your Device Predicate Device Key Delta
(Risk)

Intended use Define precisely Define precisely If deltas
are large,
510(k)
may be
weak

Technological Materials/energy/software Materials/energy/software = New tech

characteristics can trigger
De Novo

User population = Who uses it Who uses it Different
user =
different
risk

Environment of = OR/ICU/home OR/ICU/home Home use

use increases
HF +
labeling
burden
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Risk-Reduction Priority Matrix

Risk Type
Clinical need
Regulatory
Usability
Manufacturability

Reimbursement

Early Question

[s this painful
enough to change
behavior?

Is 510(k) plausible
or De Novo likely?
Will real users make
predictable errors?
Can this be built
repeatedly at cost?
Who pays and why?

FDA Interaction Plan (Founder-Friendly)

Interaction
Informal consult
Pre-Sub / Q-Sub

Submission
(510(k)/De
Novo/PMA)
Post-market
commitments

When to Use

Early (pre-design
freeze)

Before costly
studies

When evidence
package is ready

After clearance

Cheap Way to Test
Shadowing +
structured
interviews
Predicate scan +
FDA Q-sub plan
Formative human
factors

DFM review +
supplier quotes
Coverage interviews
+ economic model

Primary Goal

Validate pathway
assumptions

Align on V&V and
clinical plans
Obtain
clearance/approval

Maintain
compliance +
surveillance

Milestone Output
Workflow map +
adoption hypothesis

Documented
pathway rationale
Top use errors +
mitigations

Costed BOM + build
plan
Reimbursement
hypothesis +
evidence plan

Founder Mistake
to Avoid

Using vague
intended use
Waiting until after
studies are designed
Underestimating
response time

Ignoring complaint
handling and CAPA
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Verification & Validation (V&V) Test Plan Skeleton

Test Category
Bench performance

Reliability /
durability
Biocompatibility

Packaging /
shipping
Software
verification
Cybersecurity

Human factors
summative
Clinical validation
(if required)

What It Proves
Meets design inputs

Works over time

Materials safety

Integrity in transit

Correctness +
stability
Security posture

Safe/usable by
intended users
Safety/effectiveness

Typical Artifacts
Protocols + reports

Life testing data

[SO 10993 reports

ISTA/ASTM testing

Unit/system test
evidence

Threat model + test
results

Study report

Clinical report

Notes

Tie each test to a
requirement

Often under-scoped;
plan conservatively
Device-contact
classification
matters

Critical for
sterile/disposables
SaMD requires
stronger traceability
Increasing
regulatory scrutiny
Common late-stage
failure point
Backward design

from claims

4. Design Controls, Prototyping, and Engineering Validation

Stage
Concept

Prototype

Verification

Validation

Key Documentation

User needs, risk analysis

Design inputs/outputs

Test reports

Usability/clinical data

Why It Matters

Anchors intended use by
clarifying what the device
must accomplish and
identifying potential risks
early.

Prevents scope creep by
defining clear requirements
and expected results for the
device design.

Supports FDA submission
by demonstrating the
device meets specifications
through documented
testing.

Provides commercial
defensibility by showing the
device is safe, effective, and
suitable for its intended
users and environments.
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Design controls are not bureaucratic overhead; Engineering validation should be treated as
arisk-reduction exercise, they are the structure that transforms an engineering concept
into a regulated medical product. For many first-time founders, design controls feel foreign
and restrictive. In reality, they provide clarity, traceability, and defensibility.

Design controls require documentation of user needs, design inputs, outputs, verification,
validation, and risk management. These elements should evolve with the device, but they
should begin early—even in lightweight form—to avoid later reconstruction.

Prototyping should be staged. Early prototypes test feasibility and usability, not final
performance. Later prototypes support verification and validation activities. Mixing these
phases often results in expensive redesigns.

The goal is not to prove perfection, but to systematically identify failure modes before
regulators, clinicians, or acquirers do.

5. Clinical Evidence, Human Factors, and Usability
Clinical evidence for medical devices must support both safety and effectiveness claims. The
depth of evidence required depends on device class, risk profile, and intended use.

Human factors and usability engineering are critical components of device validation. Many
device failures occur not because the technology is flawed, but because users interact with it
incorrectly under real-world conditions.

Usability studies should reflect realistic users, environments, and stress conditions.
Documentation of these studies is often scrutinized closely by regulators and acquirers
alike.

Clinical studies should be designed backward from regulatory and reimbursement
objectives. Evidence that cannot support labeling, claims, or coverage decisions has limited
commercial value.

Human Factors Study Expectations by Device Risk

Device Risk Study Complexity @ Typical Regulatory
Participants Sensitivity
Low risk Formative only 5-10 users Low
Moderate risk Formative + 15-30 users Medium
summative
High risk Summative required 30-60 users High

CONFIDENTIAL — This material is provided exclusively to the individual who downloaded it from Bootstrap
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6. European Regulatory Strategy: CE Mark / EU Market Access

The EU Medical Device Regulation (MDR) is rigorous but highly structured and predictable,
which benefits startups that can execute methodically. Many Class II devices that face lengthy
FDA De Novo or 510(k) delays can reach European markets earlier through MDR. This earlier
access supports revenue, real-world data collection, and valuation inflection points while U.S.
regulatory work proceeds in parallel.

The process begins with device classification (Class I, I1a, IIb, III), which dictates the level of
Notified Body involvement. With the exception of many Class I devices, most products require
third-party review. Founders must implement an ISO 13485 quality management system and
formal risk management under ISO 14971. These are not “paper exercises” but operating
systems that govern design controls, verification, validation, supplier management, and
complaint handling.

A central document under MDR is the Clinical Evaluation Report (CER). Unlike FDA pathways
that often require prospective clinical trials, MDR allows demonstration of safety and
performance through literature equivalence, bench testing, usability studies, and targeted
clinical data where needed. This can dramatically reduce time and cost if approached
strategically and documented correctly within the technical file.

The Notified Body audit evaluates both the QMS and the technical documentation.
Preparation quality determines whether this is a smooth 4-month review or a 10-month
back-and-forth. Post-market surveillance planning is also mandatory and must be defined
before approval. Once CE Marked, devices can be sold across Europe with consistent labeling
and distributor alignment.

Typical timelines range 12-18 months with costs of $120K-$250K. For many device
startups, Europe becomes the first commercial market, providing validation and cash flow
years ahead of U.S. clearance.
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Medical Devices (MDR) — CE Mark Process

Step Action Details Timeline Typical Cost

1 Device Class I, Ila, IIb, I1I 1-2 weeks —
Classification

2 QMS ISO 13485 3-6 months $20-50K
Implementation = mandatory

3 Risk Per ISO 14971 1 month $5-10K
Management

4 Clinical Literature or 2-4 months $15-60K
Evaluation clinical data
Report

5 Technical Complete device 2-3 months $15-30K
Documentation  file

6 Notified Body Except many Class = 4-8 months $40-90K
Audit I devices

7 CE Mark Approval for EU — —

commercialization

8 Post-Market Mandatory 2 weeks —
Surveillance monitoring plan
Plan

7. Company Formation, IP, and Technology Transfer

Company formation in medical device ventures should be treated as an enabling
infrastructure decision rather than a legal formality. The objective is to support execution,
preserve financing optionality, and align cleanly with institutional IP constraints.

Many device founders benefit from beginning with a simple operating entity capable of
holding grants, contracts, and prototype activity, while reserving a venture-ready structure
for later institutional capital. Premature complexity increases cost without improving
outcomes.

Intellectual property strategy for devices must extend beyond patents. Manufacturing
know-how, software architecture, supplier relationships, and process controls often
represent defensible value. Layered protection is essential.

For university-originated devices, licensing discussions should begin early and be evaluated
through a future acquirer’s lens. Sublicensing rights, diligence milestones, and economic
terms should preserve downstream flexibility.

Intellectual property strategy is particularly important for devices due to ease of reverse
engineering. Patents, trade secrets, and manufacturing know-how must be coordinated.

CONFIDENTIAL — This material is provided exclusively to the individual who downloaded it from Bootstrap
Your Biotech. Not for redistribution, reproduction, or external distribution.
10



'.
Bootstrap Your
BIOTECH

For university-originated technologies, licensing negotiations can significantly affect
valuation and exit optionality. Sublicensing rights, field definitions, and diligence milestones
should be negotiated with future acquirers in mind.

Conservative Cost & Timeline Ranges by Device Category

Device
Category
Low-risk
accessories /
non-sterile
tools
Moderate-risk
disposable
devices

Capital
equipment
(hospital-
based)

SaMD / Al-
enabled
software

Sterile
implantable
devices

Typical
Pathway
Class1/
exempt

510(k)

510(k) / De
Novo

510(k) / De
Novo

De Novo / PMA

Total Cost

Range

$250K-$1.5M

$1.5M-$6M

$3M-$12M

$2M-$10M

$10M-$40M+

Timeline

Range

12-24 months

18-36 months

24-48 months

18-48 months

36-72 months

Primary Cost
Drivers

Design iteration,
labeling, basic
QMS

V&V,
biocompatibility,
supplier
qualification,
limited clinical
Reliability
testing, service
model,
installation,
training

Clinical
validation
datasets,
cybersecurity,
QMS, monitoring
Sterilization
validation,
animal/clinical,
long studies,
PMA burden
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Stage-Based Budget Skeleton (Founder Planning Worksheet)

Stage Purpose Typical Spend Spend Notes
Range (Founder Reality
Check)
Pre-validation Need clarity + early =~ $25K-$150K Spend on workflow
feasibility discovery, early
prototypes,
regulatory consult
Alpha prototype Feasibility build + $75K-$400K Avoid overbuilding;
early usability focus on core

Design freeze prep

Design inputs + risk
controls

$150K-$800K

function + risk
hotspots

Design controls
start to matter;
documentation cost
rises

Verification (V) Bench testing vs $300K-$2.5M Test fixtures,
requirements reliability, biocomp,
packaging,
cybersecurity
(SaMD)
Validation (V) Human factors + $500K-$6M Clinical sites, data
clinical evidence management,
usability
summative,
monitoring
Submission + FDA interaction + $200K-$2M Regulatory writing,
clearance review QMS readiness,
responses, audits
Launch readiness Commercial + $500K-$8M Inventory, QA,

8. Funding Strategy Across Device Development Stages

manufacturing ramp

training, service ops,
early sales motion

Funding strategy in medical devices should mirror risk reduction rather than ambition.

Each raise should be tied to the resolution of a specific uncertainty—technical, clinical,
manufacturing, or commercial.

Early capital is best used to answer binary questions cheaply. Overcapitalization before

clarity is achieved often accelerates burn without improving success probability.

Non-dilutive funding can be particularly effective for early engineering and usability work,
provided aims remain tied to commercial milestones rather than exploratory research.
CONFIDENTIAL — This material is provided exclusively to the individual who downloaded it from Bootstrap
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Institutional capital typically follows once intended use, classification, and development
sequencing are clearly articulated.

Non-dilutive funding such as SBIR/STTR grants can be particularly valuable during
feasibility, verification, and early validation. However, grant narratives must emphasize
commercialization outcomes, not academic exploration.

Angel investors and family offices often enter once regulatory clarity and early prototypes

exist. Venture capital typically requires a credible regulatory path and a clear plan to

market or exit.

Raising capital too early or too aggressively can distort development priorities and increase

burn without reducing risk.

Funding Strategy Aligned to Risk Reduction

Stage
Pre-validation

Feasibility
Verification
Validation

Primary Risk Reduced
Clinical need clarity

Technical risk
Engineering & usability
Regulatory & clinical risk

Core Founder/Company Assets (Device Version)

Asset
One-page overview

Pitch deck

Regulatory memo

Risk register
Design history file skeleton
Manufacturing plan

Reimbursement hypothesis

Purpose
Fast credibility + clarity

Fundraising + partners

De-risk pathway
assumptions

Track failure modes
Start design controls early
Scale readiness

Access logic

Typical Funding Source
Internal funds, translational
grants

SBIR Phase I, F&F

SBIR Phase II, angels
Family offices, VC

Minimum Viable Version
Problem, device, evidence,
pathway, ask

Aligned with intended use
and claims

Classification +
predicate/De Novo
rationale

Top 20 risks with
mitigations

User needs — inputs —
outputs traceability
Supplier shortlist + costed
BOM

Who pays, why, price band
+ evidence needs

CONFIDENTIAL — This material is provided exclusively to the individual who downloaded it from Bootstrap
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Recommended Advisory Bench (Who to Add, When)

Role
Regulatory lead (fractional)
Human factors specialist

Manufacturing/DFM expert
Clinical advisor/site PI
Reimbursement/HEOR

advisor
Quality/QMS lead

When to Engage
Pre-design freeze
Early prototype
Before verification
Before validation

Before major clinical spend

Before submission ramp

90-Day Operating Cadence (Founder Execution System)

Why It Matters

Prevents pathway rework
Finds usability failures
cheaply

Avoids unmanufacturable
designs

Aligns endpoints and
workflow

Ensures evidence supports
coverage

Avoids panic build-out

Cadence Item Frequency Output

Milestone review Weekly Updated timeline + owner
actions

Risk review Biweekly Risk register updated +
mitigations assigned

Regulatory alignment Monthly Pathway memo refreshed +
submission plan

Clinical /usable feedback Monthly Usability findings + design

loop updates

Manufacturing review Monthly Supplier status + DFM
actions

Investor/partner updates Every milestone Short update memo + next
milestone

9. Manufacturing, Supply Chain, and Quality Systems

Decision Factor In-House Outsourced

Capital required High Lower

Speed to scale Slower initially Faster with partner

Control High Moderate

Acquirer view Strong if mature Acceptable if controlled

Early manufacturing planning should prioritize feasibility and repeatability over
optimization. Supplier engagement, preliminary bills of materials, and
design-for-manufacture reviews should occur early.

Quality systems should be introduced gradually and mature alongside development.
Late-stage retrofitting increases audit risk and erodes confidence during diligence.
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Acquirers consistently value manufacturing and quality maturity because these factors
directly influence integration risk.
Manufacturing is where many device startups fail silently. A device that works in prototype

form may be impossible to manufacture at scale, cost, or quality.

Early manufacturing strategy should address make-versus-buy decisions, supplier

qualification, tooling requirements, and quality controls.

Quality systems should scale with development. Lightweight documentation early can
mature into full ISO 13485-compliant systems over time.

Acquirers place significant value on manufacturing readiness because it directly impacts

integration risk.

Manufacturing Strategy: Make vs Buy

Decision Factor
Capital intensity
Speed to scale
[P protection
Acquirer perception
Supplier Qualification Checklist
Supplier Topic
Quality capability
Process validation
Traceability
Change control

Capacity & lead times

Cost stability

In-House Manufacturing

High upfront CapEx
Slower initially
Higher control
Attractive if mature

What You Need
ISO 13485 readiness, audits

Critical processes
controlled

Lot tracking, component
traceability

Notification + approval for
changes

Scale feasibility

Predictable pricing

Outsourced
Manufacturing

Lower upfront cost

Faster if partner ready
Requires strong contracts
Acceptable if well-managed

Evidence Artifact
Audit report + quality
agreement

Validation plan + results

Traceability matrix +
records
Change control procedure

Capacity plan + lead-time
quotes
Pricing schedule + terms

CONFIDENTIAL — This material is provided exclusively to the individual who downloaded it from Bootstrap
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Design for Manufacturability (DFM) Review Table

Area
Assembly complexity

Founder Question
Can it be built consistently?

Tolerance stack-up Do tolerances cause

DFM Output

Assembly instructions +
poka-yoke ideas
Tolerance analysis +

failures? mitigations

Sterilization compatibility Will materials survive Sterilization feasibility
sterilization? memo

Serviceability Can it be maintained in the = Service plan + spare parts
field? list

Yield and scrap What is the expected yield? = Yield model + improvement

plan

10. Reimbursement, Pricing, and Health Economics

Device Type Primary Payer Commercial Risk
Capital equipment Hospital budget Medium
Disposable device Payers / DRG High

Procedure enabling CMS / Commercial High

Reimbursement should be treated as a design constraint rather than a downstream activity.
Many strong devices fail commercially due to misalignment with real purchasing and
payment mechanisms.

Founders must understand who pays, how decisions are made, and what evidence supports
adoption. These dynamics vary significantly by device category and care setting.

Pricing strategy should reflect system-level value, not cost-plus logic. Hospitals and payers
evaluate devices based on cost offsets, throughput, and workflow efficiency.

Even when pathways are uncertain, a clear reimbursement hypothesis should guide
validation planning.

Founders must understand who pays, how payment decisions are made, and what evidence
is required to support coverage.

Pricing should reflect value to the system, not just cost to manufacture. Economic narratives
must resonate with hospitals, payers, and purchasing committees.
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Reimbursement Pathways by Device Type

Device Type Primary Payer Evidence Required Commercial Risk
Capital equipment Hospital budget Cost-offset analysis = Medium
Disposable device Payer / DRG Outcomes + High

utilization
Procedure-enabling = CMS/commercial Clinical + economic = High

11. Go-To-Market and Commercial Launch Models

Commercial launch is a controlled transition, not a single event. Early deployments should
be constrained to maximize learning and minimize risk.

Launch models vary from direct sales to distributor partnerships to strategic licensing. The
appropriate model depends on capital availability, device complexity, and customer
concentration.

Operational readiness, training, and post-market surveillance are critical during early
launch phases.

Commercial Launch Models Compared

Model Capital Speed to Founder Exit Appeal
Required Revenue Control

Direct sales High Moderate High High

Distributor Moderate Fast Medium Medium

Strategic Low Slow Low High

license

12. Exit Strategy Scenarios and Cost Estimates

Recent medical device acquisition activity demonstrates that strategic buyers continue to
acquire smaller, focused startups that reduce product, technology, or portfolio risk rather
than those that attempt to build fully scaled commercial organizations. These deals
reinforce a critical lesson for founders: successful exits are typically driven by clear clinical
differentiation, regulatory progress, and strategic adjacency to an acquirer’s existing
product lines—not by revenue scale alone. For first-time and academic founders, these
examples illustrate that building a clean, defensible, and acquisition-ready asset can be a
realistic and attractive outcome.

Exit strategy considerations should inform early decisions because they shape evidence
generation and operational priorities. Most device exits occur through strategic acquisition.
Buyers value clarity: clean development history, scalable manufacturing, and credible
market fit. Assets that reduce integration risk command premium outcomes.
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Planning should use conservative cost and timeline assumptions. Underestimating capital
needs erodes leverage and optionality.

Exit strategy planning informs regulatory, clinical, and operational decisions from the
earliest stages. Most medical device exits occur through acquisition rather than IPO.

Strategic buyers value reduced risk, regulatory clarity, defensible IP, and scalable
manufacturing. Cost and timeline planning should be conservative to avoid false confidence.

Founders should treat each development stage as creating an exit-ready asset, even if long-
term operation is the goal.

Treating each milestone as exit-ready—even if long-term operation is intended—maximizes

strategic flexibility.

Exit Readiness Checklist for Strategic Acquirers

Category
Regulatory
Clinical
Manufacturing
P

Commercial

What Buyers Look For

Clean FDA posture, no open questions
Reproducible evidence tied to claims
Scalable, validated supply chain
Freedom to operate, clean licenses
Clear use case and buyer fit

Common Founder Failure Modes (Medical Devices)

Failure Mode
Overbuilding before
need validation

Assuming 510(k)
without predicate
reality

Ignoring human
factors until late

Manufacturing is
treated as 'later’

No reimbursement
logic

QMS built too late

Why It Happens
Engineering
excitement

Optimism + lack of
guidance

Feels secondary to
engineering

Academic bias
toward proof-of-
concept

Belief that outcomes
'sell themselves'

Founders
underestimate
documentation

Early Warning Sign Prevention

Prototype features
exceed user needs

Predicate is weak or
not aligned to
intended use
Usability issues
discovered during
summative testing
Prototype is not
reproducible

Hospitals like it but
won’t buy

Scramble before
submission

Freeze scope;
validate workflow
first

Do arigorous
predicate/claims
comparison

Run formative tests
early and often

DFM and supplier
engagement early

Build
payer/economic
story early
Lightweight QMS
early; scale over
time
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The following are some recent acquisitions in the Medical Device arena.

Startup

Monogram
Technologies

Gynesonics,
Inc.

Nalu Medical,
Inc.

Integrity
Orthopedics

Acquirer

Zimmer
Biomet

Hologic

Boston
Scientific

Smith+Nephew

Approx. Deal
Value

~$177M (+
CVRs)

~$350M

~$533-600M

Up to ~$450M

Strategic
Rationale

Adds
semi-autonomous
orthopedic
robotics to
Zimmer’s surgical
platform.
Expands women’s
health procedural
offerings with a
differentiated
fibroid treatment
system.

Adds
neuromodulation
platform for
chronic pain
management.
Strengthens
orthopedic
shoulder repair
portfolio.

Deal values approximate; details vary by milestone and earn-out.

What
Founders Can
Learn
Strategic exits
often occur
when
technology fills
aclear
capability gap.
Clinical focus +
portfolio fit can
outweigh
company size.

Validated
clinical traction
drives
acquisition
interest.
Devices that
improve
procedural
outcomes are
strong targets.
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If your device includes software as a medical device (SaMD) or Al components, your
commercialization plan should include explicit cybersecurity, data governance, and
monitoring strategies. These topics increasingly influence regulatory review and buyer

confidence.

SaMD/AI Risk Areas and Required Evidence

Area

Cybersecurity

Data governance

Model monitoring
Clinical validation dataset

Change management

What Regulators/Buyers
Expect
Threat model and testing

Dataset provenance and
consent
Drift detection and updates

Representativeness and
bias analysis
Controlled updates

Evidence Artifact

Threat analysis and
penetration test summary
Data inventory and
governance SOP
Monitoring plan and update
policy

Dataset description and
performance by subgroup
Software change control
and release process
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Need Help?

Need help with any of these stages? Bootstrap your Biotech is here for you. | offer a
number of low-cost services to help you through each stage of your journey. No long-
term commitments, just fast, experienced advice when you need it.

e learn More: Company Formation (Done Right, From Day One)

e [earn More: Website Development (Credibility Without Overspend)

e learn More: Custom Investor & Grant Target List (No Dead Ends)

e learn More: Investor Pitch Optimization and Slide Deck Review (Before You Take

Meetings)

e learn More: Micro Fractional Advisory Services™

e learn More: Founder Bundle Alignment Services

Access Website

Email Mike
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https://www.bootstrapyourbiotech.com/biotech-formation-services
https://www.bootstrapyourbiotech.com/website-development-services
https://www.bootstrapyourbiotech.com/custom-investor-and-grant-target-list
https://www.bootstrapyourbiotech.com/investor-pitch-optimization-services
https://www.bootstrapyourbiotech.com/investor-pitch-optimization-services
https://www.bootstrapyourbiotech.com/micro-fractional-advisory-services
https://www.bootstrapyourbiotech.com/founder-bundle-alignment-services
https://www.bootstrapyourbiotech.com/
mailto:mike@bootstrapyourbiotech.com
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Legal & Educational Disclaimer

This document is provided for educational and informational purposes only. It does not
constitute legal, regulatory, investment, financial, accounting, medical, or business advice.
The information contained herein is general in nature and may not apply to any specific
diagnostic technology, regulatory pathway, jurisdiction, or commercialization strategy.

Regulatory requirements, funding availability, development timelines, costs, and
commercial outcomes vary widely based on technology, indication, geography, and market
conditions. Readers are responsible for conducting their own due diligence and should
consult qualified legal, regulatory, financial, and technical advisors before making
commercialization decisions.

Examples of companies, transactions, funding mechanisms, and exit outcomes are
provided solely for illustrative purposes and do not represent guarantees or predictions of
future performance or success.
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