Seer Medical: A Critical Analysis of Innovation, Missteps, and
a Second Chance in Epilepsy Diagnostics

1. Executive Summary

Seer Medical, an Australian medtech company, embarked on a mission to revolutionize
epilepsy diagnostics through innovative at-home monitoring solutions. Founded in
2017, the company quickly gained recognition for its patient-centric technology,
including the Seer Home™ system and award-winning wearables. This early promise
attracted significant investment, fueling rapid domestic and international expansion.
However, this growth trajectory was dramatically curtailed by severe operational and
financial challenges, culminating in a voluntary product recall in August 2024 due to
critical deficiencies in its Quality Management System (QMS) and regulatory
non-compliance. These issues, compounded by leadership instability and an inability
to secure further funding, led Seer Medical into voluntary administration in late 2024.

The company's journey serves as a stark illustration of how technological innovation,
however promising, can falter without robust operational, manufacturing, and
regulatory underpinnings—a common, yet critical, hurdle in the demanding medtech
landscape. Despite these profound setbacks, the inherent value of Seer Medical's
core technology, particularly its Al and cloud-based diagnostic platform, attracted a
rescue package. In April 2025, a $40 million strategic investment led by Cadwell
Industries, a global neurodiagnostics leader, alongside existing investor Breakthrough
Victoria and TrialCap, facilitated Seer Medical's emergence from administration under
a Deed of Company Arrangement.

This report provides a comprehensive analysis of Seer Medical's history, from its
ambitious inception to its recent restructuring. It critically examines the confluence of
factors—ranging from QMS failures and product recall to financial pressures and
leadership turmoil—that precipitated its near collapse. The analysis further explores
the company's current status under new stewardship and evaluates its future
prospects, including plans for a next-generation device and re-entry into the U.S.
market. Ultimately, Seer Medical's story offers indelible lessons for the company itself
and the broader medtech industry on navigating the complex path from innovation to
sustainable commercial success.

2. Seer Medical: The Genesis of an Innovator

Seer Medical was established with a clear and compelling vision: to transform the
landscape of epilepsy diagnostics. Its founding was driven by a recognized need to



make gold-standard neurodiagnostic testing more accessible and patient-friendly,
leveraging cutting-edge technology to achieve this goal.

2.1. Founding Vision and Mission: Addressing Unmet Needs in Epilepsy
Diagnostics

Seer Medical was co-founded in 2017 by Professor Mark Cook, a neurologist, Dr. Dean
Freestone, a biomedical engineer, and Mr. George Kenley, a technologist.’ Their
collective mission was to empower physicians and individuals living with epilepsy
through data-informed decisions, thereby granting patients greater control over their
health and time." Epilepsy, a neurological condition affecting over 50 million people
worldwide, presented a significant diagnostic challenge.’ The traditional method for
diagnosing and characterizing epilepsy and related conditions,
video-electroencephalography-electrocardiography (video-EEG-ECG) monitoring, is
considered the undisputed gold standard.” However, this testing typically necessitates
prolonged and expensive hospital stays, creating substantial accessibility issues and
bottlenecks within healthcare systems.” Seer Medical aimed to address this critical
unmet need by transitioning clinical monitoring from the confines of the hospital to
the patient's home environment.® This patient-centric approach sought to alleviate the
burden on both patients and healthcare facilities, aligning with broader trends
towards decentralized healthcare and patient empowerment.

2.2. Technological Prowess: The Seer Home™ System and Wearable Innovations

At the heart of Seer Medical's innovative approach was its flagship product, Seer
Home™. This system was an ambulatory, long-term video-EEG-ECG monitoring
solution designed for home use, capable of recording for periods of up to seven to ten
days.® The Seer Home™ system received FDA 510(k) clearance (K212788), a crucial
regulatory milestone.? The technology underpinning Seer Home™ integrated cloud
computing, web platforms, and artificial intelligence (Al) to manage and analyze the
vast amounts of data collected.*

Seer Medical introduced several notable innovations aimed at enhancing patient
experience and data quality in a sector often perceived as stagnant

e Sense: An award-winning wearable device for EEG-ECG monitoring. It was
designed to be lightweight, flexible, and comfortable, uniquely allowing patients
to shower during studies. The device featured a 10-day battery life, ensuring
continuous data streaming for up to one week.’

e WaterTabs®: A proprietary water-soluble electrode adhesive. This non-toxic
formulation aimed to reduce scalp irritation commonly associated with long-term
EEG studies, thereby improving patient comfort and compliance during extended



monitoring periods.'

The Seer Home™ service model was comprehensive. Once patients were set up with
the system, either in-clinic or at home, the Seer team managed all aspects of data
collection. This included intermittent monitoring of the data stream, providing patient
support, curating the collected data, and compiling a technician's report. Neurologists
were then supplied with the curated data and a high-quality technician's report via a
secure web portal, enabling them to review time-synced video-EEG-ECG data and
generate diagnostic reports.’ This focus on patient comfort, exemplified by
innovations like WaterTabs®, and the commitment to high-quality data, evidenced by a
reported 95% event capture rate on video during home monitoring, were key
differentiators for Seer Medical.’

2.3. Early Market Traction, Accolades, and Expansion Ambitions

Seer Medical achieved considerable early success, particularly in its home market of
Australia. The company reported assisting over 15,000 Australians in achieving
accurate diagnoses, thereby fast-tracking their pathways to effective condition
management. This at-home diagnostic service was estimated to have diverted more
than 246 years of inpatient hospital bed days, freeing up hospital resources for more
acute medical needs.' To support its services, Seer Medical operated a network of
over 20 clinics across metropolitan and regional Australia.’

The company's innovative approach and impact garnered significant recognition. In
2022, Seer Medical was named the Victorian Startup of the Year.? This followed its
inclusion in the Australian Financial Review's Fast Starters list in 2021.

From its inception, Seer Medical harbored global ambitions. The company's vision was
to fundamentally change how objective data for accurate diagnosis was collected
worldwide, developing products and services designed for scalability within large
healthcare systems.' Reports indicated the establishment of global offices in the
United States, the United Kingdom, and Europe to facilitate this expansion.'

Beyond its commercial endeavors, Seer Medical demonstrated a strong commitment
to research. The company's research team, comprising distinguished figures in
neurology and epilepsy research, published over 50 peer-reviewed papers.’ A notable
initiative was the "My Seizure Gauge" project, which focused on advancing the study
of seizure cycles and exploring the potential for seizure risk forecasting using
non-cerebral physiological signals captured by wearable devices." This project,
supported by the Epilepsy Foundation of America, aimed to develop seizure prediction
algorithms using long-term wearable device data from people with epilepsy." While



such research is scientifically valuable and aligns with the company's innovative spirit,
its direct contribution to the immediate commercial viability and operational
robustness of the core Seer Home product during a critical growth phase warrants
consideration, as resource allocation is a perennial challenge for startups.

The initial success, built on addressing a clear clinical need with patient-centric
technological innovation, was undeniable. However, this early momentum may have
inadvertently masked underlying complexities associated with scaling a multifaceted
medical device company that combines hardware, software, and clinical services. The
subsequent challenges related to Quality Management Systems and manufacturing
controls suggest that the operational infrastructure may not have matured at the
same pace as the company's innovation and market expansion efforts.

Table 1: Seer Medical: Key Innovations and Founding Principles

video-EEG-ECG
monitoring system for
home use, leveraging
cloud, web, and Al
technologies.

Innovation/Principle | Description Supporting Initial Impact
Evidence (Snippet
ID)
Seer Home™ System Ambulatory, 6 Enabled
long-term (up to 7-10 gold-standard
days) diagnostics at home,

reducing hospital
stays and improving
accessibility.

Sense Wearable

Award-winning
lightweight, flexible,
comfortable
EEG-ECG wearable;
shower-proof with a
10-day battery.

Enhanced patient
comfort and
compliance during
extended monitoring.

WaterTabs®
Adhesive

Proprietary
water-soluble,
non-toxic electrode
adhesive.

Reduced scalp

irritation, improving
patient experience
for long-term wear.

Patient-Centric

Core philosophy

Drove high patient




Design

focusing on patient
comfort,
convenience, and
control over their
health and time.

satisfaction and
adoption; addressed
limitations of
traditional
hospital-based
monitoring.

Al/Cloud Integration

Utilized Al for data
analysis and cloud
platforms for data
management, remote
monitoring, and
physician access.

Facilitated efficient
data handling,
remote support, and
scalable service
delivery.

Research Focus (My
Seizure Gauge)

Project for seizure
forecasting using
non-cerebral signals
from wearables;
aimed to develop
seizure prediction

Positioned Seer as a
leader in epilepsy
research; explored
future
diagnostic/prognostic
capabilities.

algorithms.

3. Navigating Growth and Turbulence: A Promising Start Meets
Harsh Realities

Following its innovative inception and early successes, Seer Medical embarked on an
ambitious growth trajectory, fueled by substantial investor confidence and a strategy
of rapid operational scale-up, including international expansion. However, this period
of promising development was increasingly punctuated by significant headwinds,
foreshadowing the crisis that would later unfold.

3.1. Key Funding Rounds and Investor Confidence

Seer Medical successfully attracted significant capital, reflecting strong early belief in
its technology and market potential. A pivotal $34 million Series A funding round was
closed in 2021, with backing from prominent investors including the medical device
giant Cochlear, EWM Group, SG Hiscock, and impact investor Giant Leap.? This was
followed in 2022 by a substantial $30 million investment from Breakthrough Victoria,
the Victorian government's $2 billion investment fund. This investment, one of
Breakthrough Victoria's first, was structured as a convertible note.? Prior to entering
voluntary administration, Seer Medical had raised a total of over $80 million.* These
funding rounds underscored the high expectations for Seer's disruptive potential in
the neurodiagnostics market, with the government fund's involvement adding a layer



of public validation to its mission.

3.2. Operational Scale-up and International Footprint

Armed with significant capital, Seer Medical pursued aggressive growth. In Australia,
the company expanded its footprint to over 20 clinics and had monitored more than
15,000 patients by September 2023." The company also made notable inroads into
the lucrative U.S. market. Reports indicated that, prior to the product recall, Seer
Medical's services were being utilized in two-thirds of the top neurology centers in the
United States, with several other leading institutions actively pursuing partnerships.?
This early traction in a key international market was a significant achievement.

The company's global ambitions also extended to the United Kingdom and Europe.
The investment from Breakthrough Victoria was, in part, intended to support this
international expansion and to nearly double Seer's workforce in Victoria.” A UK entity,
SEER MEDICAL UK PTY LTD, was established as part of these efforts.” This rapid
scaling, both domestically and internationally, was characteristic of a venture-backed
startup aiming to capture a large market share quickly.

3.3. Emergence of Significant Headwinds (Precursors to Crisis)

Despite the outward signs of success, Seer Medical began to encounter substantial
difficulties approximately 18 months before its eventual entry into voluntary
administration in late 2024.° One of the contributing factors was a
slower-than-anticipated expansion into the U.S. market, which placed considerable
strain on the company's balance sheet."

These financial pressures manifested in significant operational adjustments. In 2023,
Seer Medical undertook a round of major redundancies, with about a third of its
workforce being laid off as part of a restructuring effort that included bridge funding.’
This move signaled that the company was already grappling with financial instability
well before the full impact of later crises.

Adding to the internal challenges, co-founder and CEO Dr. Dean Freestone was
dismissed from his position in early 2023.? This departure led to an ongoing and public
unfair dismissal lawsuit filed by Dr. Freestone against Seer Medical and Breakthrough
Victoria, introducing a significant legal and reputational complication.? The turmoil at
the leadership level was further evidenced when Breakthrough Victoria intervened
with $4 million in emergency capital in mid-2023." Around the same time, several
board members, including a representative from Cochlear, resigned due to growing
concerns that Seer Medical was on the verge of administration.” These events painted



a picture of a company under duress, struggling with financial sustainability, internal
conflict, and the inherent complexities of its ambitious expansion strategy, even
before the critical product recall that would later accelerate its decline. The rapid
scaling, fueled by substantial investment, may have outpaced the maturation of
essential internal controls and robust processes, creating vulnerabilities that were
exposed under pressure. Furthermore, the structure of Breakthrough Victoria's initial
large investment as a convertible note potentially influenced investor dynamics and
company control, particularly as financial difficulties mounted and emergency capital
was required. The dismissal of a co-founder CEO amidst such financial stress and
restructuring likely exacerbated instability, potentially impacting team morale and
external stakeholder confidence.

Table 2: Seer Medical Timeline: Growth, Funding, and Early Cracks (2017-Early

2024)
Year/Date Event Significance/Impact | Supporting
Snippets
2017 Seer Medical Established mission 1
founded by Prof. to revolutionize
Mark Cook, Dr. Dean epilepsy diagnostics
Freestone, George with at-home
Kenley. monitoring.
2021 Closed $34 million Provided significant 2
Series A funding capital for growth
round (Cochlear, and product
Giant Leap, etc.). development; AFR
Fast Starters list.
2022 Named Victorian Public recognition of 2
Startup of the Year. innovation and early
success.
2022 Breakthrough Victoria | Major 2

invests $30 million
(convertible note).

government-backed
funding to fuel
expansion (US, UK)
and job growth.




Pre-August 2024 US Market Entry: Live Significant early £
in 2/3 of top US traction in a key
neurology centers. international market.

Early 2023 Co-founder and CEO Led to ongoing unfair 2
Dr. Dean Freestone dismissal lawsuit
dismissed. against Seer and

Breakthrough
Victoria; leadership
instability.

2023 Significant Indicated growing 2
redundancies financial stress and
(approx. 1/3 operational
workforce) as part of challenges.
restructuring and
bridge funding.

Mid-2023 Breakthrough Victoria | Further evidence of 12
provides $4 million in financial distress; BV
emergency capital. became a direct

shareholder.

Mid-2023 Several board Signaled loss of 12
members (incl. from confidence and
Cochlear) resign. concerns about

impending
administration.

June 2024 SEER MEDICAL UK Start of the collapse 13
PTY LTD: Petition for of UK operations,
compulsory indicating failure of
liquidation filed. international

expansion efforts
there.

4. Critical Review: Deconstructing Seer Medical's Stumble

The period leading up to late 2024 marked a dramatic downturn for Seer Medical,
transforming it from a celebrated innovator into a company fighting for survival. A
confluence of critical failures in quality management, regulatory compliance, financial
stability, and leadership culminated in its entry into voluntary administration.

4.1. The 2024 Product Recall: A Deep Dive into Quality Management System



(QMS) and Regulatory Failures

A pivotal event in Seer Medical's decline was the voluntary recall of its core product,
the Seer Home System. This recall, initiated by the company on August 12, 2024,
affected both the U.S. and Australian markets and was classified by the U.S. Food and
Drug Administration (FDA) as a Class 2 recall (Recall Number: Z-3143-2024).° The
Therapeutic Goods Administration (TGA) in Australia was also involved.™

The manufacturer's stated reasons for this drastic action, as detailed in regulatory
filings, pointed to fundamental flaws in its quality and manufacturing processes °:

e Electromagnetic Compatibility (EMC) Issues: It was determined that previous
EMC assessments related to Radio Frequency (RF) radiated emissions might not
be reasonably equivalent to the current product due to design changes. Crucially,
Seer Home Systems distributed in the field were found not to be compliant with
EMC testing standards (IEC 60601-1-2).

e Lack of Proper Controls: The systems, including their accessories, were
manufactured and distributed without the application of proper design change
and manufacturing controls.

¢ Quality Management System (QMS) Deficiencies: Broader issues were
identified with the QMS documentation for the product.®

These failures in maintaining robust QMS and design controls, particularly concerning
EMC for a device intended for home use and potentially interacting with other medical
equipment, represented a fundamental breakdown. EMC is paramount for medical
devices to ensure they do not interfere with other electronic equipment or are not
susceptible to interference themselves, which could compromise their function or
patient safety.

The recall mandated immediate and sweeping actions ®:

e Cessation of all new Seer Home studies.

e Return of all systems not currently in use by patients.

e Immediate halt of ongoing studies for patients with implanted or wearable
medical devices susceptible to electrical interference (e.g., neurostimulators,
pacemakers, cardiac defibrillators, continuous glucose monitors), who were
identified as being at the greatest risk. While initial instructions suggested other
ongoing studies could complete, this was later updated to halt all ongoing
studies, as the benefit was deemed not to outweigh the risk.

e The Seer Home system was declared unavailable for an indefinite period,
requiring all future scheduled studies to be moved to alternative technologies or
canceled.



e Consignees (clinics and hospitals) were instructed to identify, quarantine, and
coordinate the return of all Seer Medical equipment and consumables.

The impact of this recall was catastrophic. It immediately halted the company's
primary revenue stream, severely damaged its reputation with clinicians and patients,
and set the stage for the subsequent closure of its clinical operations.

Table 3: Summary of Seer Home System Recall (August 2024)

Aspect of Recall

Details

Source Snippet(s)

Date Initiated by Firm

August 12, 2024

Regulatory Bodies Involved

U.S. Food and Drug
Administration (FDA),
Australian Therapeutic Goods
Administration (TGA)

FDA Recall Classification &
ID

Class 2; Recall Number
Z-3143-2024; Event ID 95138

Stated Reasons for Recall

- Non-compliance with
Electromagnetic Compatibility
(EMC) testing (IEC 60601-1-2)
due to design changes.<br>-
Systems manufactured and
distributed without proper
design change and
manufacturing controls.<br>-
Deficiencies in Quality
Management System (QMS)
documentation.

Specific Risks to Patients

Potential for electrical
interference, especially for
patients with implanted or
wearable medical devices
(neurostimulators,
pacemakers, cardiac
defibrillators, continuous
glucose monitors) -
population at greatest risk.




Mandated Actions - Halt all new and ongoing g
Seer Home studies.<br>-
Return all Seer Home systems
and consumables.<br>- Seer
Home service unavailable
indefinitely.<br>- Future
studies to be canceled or
moved to other technologies.

Impact on Service - Immediate cessation of 3
Availability & Company primary revenue-generating
service.<br>- Closure of
nearly 20 Australian
clinics.<br>- Withdrawal from
the US market.<br>-
Contributed significantly to
the decision to enter voluntary
administration.

4.2. The Path to Voluntary Administration: Financial Pressures and Funding Gaps

The product recall and its operational consequences proved to be the final blow to an
already financially strained Seer Medical. The company's board of directors voted to
enter voluntary administration on December 18, 2024, with Pitcher Partners formally
appointed as administrators on January 6, 2025.> Administrators and media reports
cited the unresolved product recall, the ongoing legal battle with the ousted
co-founder, and, critically, a failure to secure new funding as the primary reasons for
this decision.™

Seer Medical had been actively seeking additional capital "to no avail" in the period
leading up to administration.’ The company's financial fragility was evident from the
2023 redundancies and the emergency capital injection from Breakthrough Victoria.’?
The structure of Breakthrough Victoria's initial $30 million investment as a convertible
note gave it certain rights in future funding rounds, potentially complicating
negotiations with new investors.? Indeed, Dr. Freestone accused Breakthrough Victoria
of actively blocking alternative investors, including the superannuation fund
Hostplus—a claim Breakthrough Victoria denied."” The abrupt halt to all revenue
generation from the Seer Home system due to the recall effectively sealed the
company's fate, making further independent operation untenable.

4.3. Leadership and Governance: The Impact of Co-founder Dismissal and
Investor Dynamics



The period of escalating crisis at Seer Medical was also marked by significant
leadership turmoil and strained investor relations. The dismissal of co-founder and
CEO Dr. Dean Freestone in early 2023 became a major point of contention.? Dr.
Freestone subsequently launched an unfair dismissal lawsuit against Seer Medical and
Breakthrough Victoria, alleging he was forced out as a condition of a $10 million
rescue funding package orchestrated by Breakthrough Victoria. He further claimed he
was "coerced" into a deal that diluted his substantial 30% stake in the company and
that Breakthrough Victoria's actions were aimed at increasing its ownership and
control, even alleging that the fund had impeded Seer's capital-raising efforts
throughout 2023.?

Seer Medical, in its reply to the lawsuit, contended that the company had experienced
"severe financial difficulties" under Dr. Freestone's leadership and that the condition
for his removal was insisted upon by independent shareholders, not solely by
Breakthrough Victoria.” The legal battle saw Breakthrough Victoria unsuccessfully
attempt to have the case against it dismissed just before Christmas 2024, although Dr.
Freestone was ordered to update his claims.™ As of January 2025, the lawsuit
remained ongoing, casting a shadow over the company's attempts to restructure.’
This public and acrimonious dispute with a key investor and former leader
undoubtedly created significant distractions, likely damaged morale internally and
externally, and complicated efforts to secure the necessary funding or strategic
partnerships required to navigate the crisis. The resignation of other board members
in mid-2023, including Professor Mark Cook (a co-founder) and Cochlear's
representative Mark Phelps, underscored the depth of the internal crisis and loss of
confidence regarding the company's viability.”

4.4. Operational Fallout: Clinic Closures, Market Withdrawal, and Reputational
Damage

The tangible consequences of these cascading failures were swift and severe.
Following the product recall, Seer Medical shut down its network of nearly 20 clinics
across Australia around August 20, 2024.° This action directly impacted patients, with
Seer stating that "no new patients will be monitored by Seer once the current studies
are complete" "%, and the FDA mandating the immediate halt of studies for at-risk
patients.® This created significant disruption and uncertainty for both patients
awaiting or undergoing monitoring and their referring physicians.

The company was also forced to withdraw from the U.S. market, where it had
previously established a promising presence in numerous top neurology centers.’
Furthermore, Seer Medical's UK operations collapsed, with SEER MEDICAL UK PTY



LTD entering compulsory liquidation in July 2024 and being slated for dissolution in
June 2025." Collectively, the product recall, clinic closures, market withdrawals, and
public disputes inflicted substantial reputational damage, dismantling the operational
infrastructure and market presence the company had worked to build. The
interconnectedness of these failures is apparent: deficiencies in QMS led to the
product recall; the recall crippled revenue and operations, which exacerbated existing
financial distress and made further funding unattainable, ultimately forcing the
company into administration. The concurrent leadership dispute likely hampered any
cohesive crisis management efforts. The failure of Breakthrough Victoria's first
portfolio company also brought into focus the due diligence processes and crisis
management roles of government-backed venture capital funds investing in the
high-risk medtech sector.

5. The Present Chapter: Revival Under New Stewardship (Post
April 2025)

Despite the profound challenges that led to its voluntary administration, the
underlying technological assets of Seer Medical were deemed valuable enough to
warrant a significant rescue effort. In April 2025, a consortium of investors, led by the
established neurodiagnostics company Cadwell Industries, orchestrated a deal to
revive Seer Medical, offering a path out of administration and a chance for its
innovative epilepsy diagnostic solutions to find a sustainable future.

5.1. The $40 Million Lifeline: Cadwell, Breakthrough Victoria, and TrialCap Lead
Restructuring

A $40 million rescue package and strategic investment was finalized in April 2025,
providing Seer Medical with the capital necessary to emerge from administration and
restructure its operations.® The key entities involved in this pivotal deal were:

e Cadwell Industries: A U.S.-based global leader with a strong reputation in
neurodiagnostic, neuromonitoring, and sleep solutions. Cadwell's involvement
signals a strategic interest in Seer's technology.*

e Breakthrough Victoria: An existing major investor and the Victorian
government's $2 billion investment fund. As part of the deal, Breakthrough
Victoria's previous investment was converted into shares in the new company
structure.?

e TrialCap: A Singaporean investment group, which provides financing solutions
through SPRIM Global Investments (SGI), a firm specializing in life sciences and
pharma services.*



This consortium of investors has taken an equity position in a newly formed entity that
now controls Seer Medical.’ This substantial investment indicates a collective belief in
the enduring value of Seer's intellectual property and its potential for recovery and
future growth under new stewardship.

5.2. The Deed of Company Arrangement (DOCA) and Emergence from
Administration

The revival of Seer Medical was formalized through a Deed of Company Arrangement
(DOCA), which was signed by the company's creditors.® This legal mechanism allowed
Seer Medical to officially exit voluntary administration and continue as a going
concern, albeit with a new ownership and operational structure. Lindsay Bainbridge of
Pitcher Partners, the administrator, noted that there had been worldwide interest in
Seer Medical's technology and described the DOCA as an "excellent outcome for
creditors, staff, and patients".> Under the terms of the DOCA, creditors were expected
to receive most or all of their outstanding amounts, either in the form of cash or as
shares in the new entity, with a deadline of May 16, 2025, for proving their debts.’

5.3. Integration with Cadwell Industries: Strategic Rationale and Operational
Synergies

The strategic investment by Cadwell Industries is central to Seer Medical's new
chapter. Cadwell CEO Patrick Jensen confirmed that Seer Home™, Seer Medical's
flagship epilepsy detection product, will be integrated into Cadwell's existing
neurotechnology portfolio.®> Cadwell plans to leverage Seer's core technological
assets—including its artificial intelligence capabilities, cloud and web connectivity,
patient-worn devices, and novel consumables (like WaterTabs®)—across its broader
product lines.?

This integration is expected to create an industry-leading product line serving clinical,
ambulatory, and hospital-based epilepsy diagnostic and treatment centers.® The
investment also grants Cadwell access to Seer Medical's Melbourne office and its
staff, which is anticipated to enhance Cadwell's technical breadth and capacity for
developing and bringing new products to market.® For Cadwell, this is a strategic move
to bolster its EEG offerings with Seer's innovative at-home monitoring technology and
Al-driven analytical capabilities. The success of this integration will be critical for
realizing the full potential of Seer's technology. The involvement of an established
neurodiagnostics player like Cadwell provides Seer Medical not just with vital capital
but also with access to a potentially more robust operational, manufacturing, and
regulatory framework—areas where Seer previously demonstrated significant



weaknesses.

5.4. Current Operational Status in Australia and Employee Retention

A significant positive outcome of the DOCA and Cadwell's investment is the retention
of nearly all Seer Medical employees.® This continuity is crucial for preserving
specialized knowledge related to Seer's technology and facilitating a smoother
integration process. Seer Medical's Melbourne office is expected to remain
operational, now forming part of Cadwell's expanded global footprint.®

However, the immediate status of clinical service delivery in Australia requires careful
consideration. While employees have been retained, the product recall in August 2024
led to the closure of Seer's Australian clinics and an indefinite halt to the Seer Home
service using the first-generation device.? Although Seer Medical's Australian website
(seermedical.com/au/) continued to list services and clinic locations post-recall °, the
resumption of full patient services is contingent on resolving the product issues, likely
through the introduction and regulatory approval of a next-generation or recertified
device. Breakthrough Victoria's continued participation, converting its prior
investment into equity in the new entity, suggests a strategic imperative to salvage
value from its initial investment and to support a Victorian-originated technology,
thereby mitigating some of the reputational impact of its "first failure".* While retaining
staff is key, integrating a startup team into Cadwell's larger corporate structure may
present cultural adaptation challenges that will need careful management.

6. Future Trajectory: Challenges and Opportunities for the
Reborn Seer Medical

With new ownership and a significant capital injection, Seer Medical has been granted
a second chance. However, its path forward is laden with challenges that must be
navigated successfully to realize the opportunities presented by its innovative
technology and the backing of an established industry player.

6.1. The Next-Generation Device: Addressing Past Flaws and Future Needs

A critical element of Seer Medical's revival hinges on the successful development and
launch of its next-generation epilepsy monitoring device. Even as it was entering
administration, the company was reportedly preparing to release an updated model
for EEG and ECG monitoring.? This next-generation device has purportedly been
updated to address some of the previous system's shortcomings, specifically to
improve data-offloading and cloud connection reliability. The recall of the
first-generation Seer Home system was directly linked to Quality Management System


https://seermedical.com/au/

documentation issues that necessitated product design changes.™

The company had anticipated resuming manufacturing of this new model by the
second quarter of 2025 (as per information from January 2025)." The paramount task
for the new Seer entity under Cadwell will be to ensure this next-generation device
demonstrably overcomes all the EMC and QMS deficiencies that plagued its
predecessor and meets all stringent regulatory standards in target markets.

6.2. Strategic Imperative: Rebuilding Trust and Ensuring Product Integrity

The product recall, clinic closures, and public nature of Seer Medical's struggles have
inevitably eroded trust among clinicians, patients, and regulatory bodies like the FDA
and TGA. A primary strategic imperative for the reborn company will be to
meticulously rebuild this trust. This will necessitate transparent communication
regarding the past issues, the comprehensive corrective actions undertaken, and
rigorous, independently verifiable validation of the safety and efficacy of the
next-generation device. Cadwell Industries' established reputation and long-standing
presence in the neurodiagnostics field could significantly aid this process, lending
credibility to the revamped product and quality systems. However, any future product
launch will undoubtedly be subject to intense scrutiny.

6.3. The U.S. Market Re-entry Plan (2026 Target): Hurdles and Success Factors

Seer Medical, under its new structure, is reportedly aiming to return to the U.S. market
by 2026.° This plan involves seeking updated 510(k) clearance from the FDA for its
next-generation device." Prior to the recall, Seer Medical had achieved notable
penetration in the U.S., with its technology being used in two-thirds of the top
neurology centers.® This indicates a potentially receptive market, provided that
product integrity and reliability can be unequivocally demonstrated.

However, re-entry will not be without significant hurdles. The company must overcome
the stigma associated with the previous recall, effectively compete against existing
and emerging diagnostic solutions, and successfully navigate the complex U.S.
healthcare reimbursement landscape. Key success factors will include: robust clinical
data supporting the new device's performance and safety, a strong post-market
surveillance system, an effective marketing and sales strategy leveraging Cadwell's
established network and expertise, and a clear articulation of the value proposition for
U.S. healthcare providers and patients. The 2026 target is ambitious, and its
achievement will heavily depend on Cadwell's regulatory acumen and market access
capabilities.



6.4. Long-term Sustainability in a Competitive Neurotechnology Landscape

For long-term sustainability, Seer Medical's technology must continue to offer a
distinct advantage. Leveraging its core strengths in Al, cloud computing, and
patient-centric wearable design will be crucial for differentiation.? Integration into
Cadwell's broader product ecosystem and established commercial channels could
provide stability, operational efficiencies, and cross-selling opportunities, enhancing
market reach.®

Continued research and development, potentially building upon foundational work like
the "My Seizure Gauge" project ', could yield future innovations in seizure detection,
forecasting, or management. However, such R&D efforts must be carefully balanced
with commercial realities and the immediate need to deliver a reliable and profitable
core product line. The neurotechnology market is dynamic and competitive; sustained
success will require ongoing innovation, unwavering operational excellence, and
strong commercial execution under Cadwell's stewardship. The branding strategy for
Seer's products—whether they are marketed as distinct Seer offerings or fully
integrated under the Cadwell brand (e.g., as part of Cadwell's Arc™ EEG line “)—will
also be a key decision influencing market perception. Current indications suggest an
integration approach, with Seer Home becoming part of Cadwell's neurotechnology
portfolio.® Finally, the ongoing unfair dismissal case involving Dr. Dean Freestone, if not
amicably resolved, could remain a lingering distraction or potential liability for the new
entity, despite the financial and operational restructuring achieved through the
DOCA.?

7. Indelible Lessons: Avoiding a Repeat of Past Missteps

Seer Medical's turbulent journey offers critical lessons, not only for its own future
under new stewardship but also for the broader medtech industry, particularly for
startups navigating the path from innovation to market. These lessons highlight the
essential, non-negotiable elements required for sustainable success in a highly
regulated and safety-critical sector.

7.1. Fortifying Quality Management Systems and Regulatory Vigilance in Medtech

The most glaring lesson from Seer Medical's downfall is the absolute necessity of a
robust Quality Management System (QMS) and unwavering regulatory vigilance from
the very outset of product development. The 2024 product recall, driven by EMC
non-compliance and failures in design change and manufacturing controls &,
underscores that a QMS compliant with standards such as ISO 13485 and FDA Quality
System Regulation (QSR) is not a bureaucratic hurdle to be addressed late in the



process, but a foundational pillar. This is especially true for complex medical devices
involving hardware, software, and iterative design changes. Medtech companies,
including the revived Seer Medical, must implement and meticulously adhere to
rigorous design controls, comprehensive risk management, thorough validation and
verification for all product iterations (especially concerning EMC), and stringent
change management processes. QMS documentation must be a living system,
accurately reflecting current product designs and manufacturing practices, not
merely a set of static documents.® The challenges of implementing and maintaining
effective QMS are common for MedTech startups, which often struggle to balance
speed of innovation with the demands of regulatory compliance."

7.2. Strategic Financial Planning and Investor Relationship Management

Seer Medical's experience highlights the perils of financial overstretch and potentially
misaligned investor expectations. The "slower-than-expected US expansion” "> and
the ultimate failure to secure further funding when crucial * point to vulnerabilities in
its financial strategy. While venture capital is essential for growth, an over-reliance on
continuous funding rounds without a clear and achievable path to profitability or
sustainable revenue can be precarious. Companies must develop realistic financial
projections, manage cash flow with extreme prudence, and cultivate transparent,
constructive, and aligned relationships with all investors. Understanding the full
implications of different funding instruments, such as the convertible note structure
used by Breakthrough Victoria ?, is also critical as these can significantly influence
future funding rounds and company control.

7.3. The Imperative of Strong Corporate Governance and Stable Leadership

Leadership instability and governance challenges played a significant role in Seer
Medical's difficulties. The dismissal of co-founder and CEO Dr. Dean Freestone, the
ensuing protracted and public legal battle % and the resignation of other key board
members " occurred during a period of intense operational and financial pressure.
Such internal disputes can cripple a company's ability to respond effectively to crises,
distract management, erode morale, and deter potential investors or partners.
Establishing clear governance structures, ensuring effective and independent board
oversight, and fostering a stable, experienced leadership team capable of navigating
complex commercial and regulatory landscapes are vital. Managing investor influence,
particularly from large or government-backed entities, requires a balanced and
strategic approach to ensure alignment with the company's long-term objectives.

7.4. Prudent International Expansion and Partnership Strategies

While global ambition is commendable, Seer Medical's attempt at rapid international



expansion into the US, UK, and Europe ' before fully solidifying its home market
position and, critically, ensuring the robustness of its product and QMS, appears to
have overstretched its resources and contributed to its problems. The liquidation of
SEER MEDICAL UK PTY LTD " is a stark example of these expansionary challenges. A
more phased and deliberate approach to international market entry is advisable,
ensuring product readiness, full regulatory compliance in each new jurisdiction, and
adequate operational and financial resources to support such expansion. Strategic
partnerships with established players, like the one Seer Medical now has with Cadwell
Industries, can often be a more effective and less risky route to global markets for
startups, providing access to existing infrastructure, market knowledge, and
regulatory expertise.

7.5. Maintaining Patient Trust and Clinical Excellence Through Adversity

In the medical technology field, patient safety and clinical efficacy are paramount. The
product recall and subsequent service disruptions ® inevitably damaged the trust
placed in Seer Medical by patients and the clinical community. The primary focus
must always be on the well-being of patients and the integrity of clinical data. This
necessitates prioritizing safety in all design, manufacturing, and operational decisions.
In times of product issues or recalls, transparent, proactive, and empathetic
communication with all stakeholders, especially patients and healthcare providers, is
crucial. Furthermore, all product claims must be rigorously supported by robust
clinical evidence. For the new Seer entity, rebuilding and maintaining this trust will be
fundamental to its long-term viability.

The Seer Medical case vividly illustrates the inherent tension within the medtech
startup ecosystem: the drive for rapid innovation and market growth, often fueled by
venture capital expectations, frequently clashes with the meticulous,
resource-intensive, and time-consuming demands of ensuring patient safety and
adhering to stringent regulatory frameworks. The involvement of a
government-backed VC like Breakthrough Victoria introduced additional layers of
complexity concerning public accountability and the strategic deployment of taxpayer
funds in high-risk ventures. For the reborn Seer Medical operating under Cadwell,
these lessons are not merely historical reflections but form an immediate and
actionable roadmap for rebuilding a sustainable and trustworthy enterprise.

8. Conclusion: Synthesizing Insights and Projecting Seer
Medical's Path

Seer Medical's trajectory from a lauded Australian innovator in epilepsy diagnostics to



a company requiring a significant rescue and restructuring offers a compelling and
cautionary narrative. Its early vision to revolutionize neurodiagnostics with
patient-centric, at-home monitoring technology was genuinely groundbreaking,
attracting substantial investment and achieving notable early market traction,
particularly with its Seer Home™ system. However, this initial promise was ultimately
undermined by a cascade of critical failures.

The primary factors contributing to Seer Medical's stumble were deeply rooted in
operational and regulatory shortcomings. The voluntary product recall in August 2024,
stemming from fundamental deficiencies in its Quality Management
System—specifically concerning Electromagnetic Compatibility and the control of
design and manufacturing changes—proved to be a devastating blow.® This event not
only halted revenue generation but also led to clinic closures, market withdrawals, and
significant reputational damage.’ These issues were exacerbated by pre-existing
financial pressures, an inability to secure further funding, and significant leadership
instability, including the contentious dismissal of a co-founder CEO and subsequent
legal battles.?

The April 2025 acquisition of Seer Medical's assets and operations by Cadwell
Industries, as part of a $40 million strategic investment alongside Breakthrough
Victoria and TrialCap, represents a critical lifeline.®> Under Cadwell's stewardship, there
is a tangible potential for revival. Seer's core technological assets—its Al algorithms,
cloud platform, wearable designs, and novel consumables—remain valuable and are
now set to be integrated into Cadwell's established neurodiagnostics portfolio.® This
provides not only capital but, crucially, access to Cadwell's mature operational
infrastructure, regulatory expertise, and global market channels, addressing many of
Seer's previous weaknesses.

The future success of the reborn Seer Medical is contingent upon several key factors.
Firstly, the successful development, regulatory approval (including an updated FDA
510(k) clearance), and launch of a next-generation device that demonstrably rectifies
all past flaws is paramount.” Secondly, rebuilding trust with clinicians, patients, and
regulatory authorities will require unwavering commitment to product integrity and
transparent communication. Thirdly, a carefully executed re-entry into the U.S. market,
targeted for 2026 °, will be a significant test of the new entity's capabilities. Finally,
sustained operational excellence, prudent financial management, and continued
innovation within Cadwell's framework will be essential for long-term viability in a
competitive neurotechnology landscape.

Seer Medical's story will undoubtedly serve as an important case study, particularly



for startups in the medtech sector. It underscores the non-negotiable importance of
integrating robust quality management and regulatory compliance into the very fabric
of a company from its inception. Innovation, while vital, cannot succeed in isolation; it
requires a comprehensive ecosystem of operational discipline, financial prudence,
stable leadership, and an unwavering commitment to patient safety. The journey of
Seer Medical illustrates that even the most promising technology can falter if these
foundational elements are neglected. Its second chance under Cadwell offers an
opportunity to validate its original technological vision, but its ultimate success will
depend on meticulously applying the hard-won lessons from its past.
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