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Abstract



The healthcare technology sector faces unprecedented legal challenges as recent
decisions, regulatory actions, and cyber incidents reshape the operational landsc
for startups and investors. The Fourth Circuit's March 2025 decision in Real Tim
Medical Systems v. PointClickCare establishes critical precedents for data
interoperability under the 21st Century Cures Act, while a significant jury verdi
against Meta highlights evolving privacy liability standards. Concurrently, Chan
Healthcare's protracted cybersecurity crisis demonstrates the cascading effects o
infrastructure vulnerabilities, and emerging AI-driven medical negligence litigat
reveals new liability frontiers.

Strengthened enforcement of information blocking provisions creates comp
obligations and competitive advantages

Privacy litigation increasingly targets technical implementation details rath
than broad policy violations

Cybersecurity incidents generate multi-billion dollar cascading liability acro
healthcare ecosystems

AI integration in clinical workflows introduces novel malpractice theories a
accountability frameworks

Regulatory convergence between healthcare and technology sectors accelera
compliance complexity

For health technology investors and entrepreneurs, these developments signal a
fundamental shift toward heightened legal scrutiny, increased compliance costs,
evolving risk profiles that demand sophisticated legal and technical responses.

Disclaimer: The views and analysis presented in this essay are my own and do not refle
positions, policies, or opinions of my employer or any affiliated organization.

Key findings include:
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Reshaping Healthcare Technology



The healthcare technology sector operates within an increasingly complex legal
framework where traditional healthcare regulations intersect with emerging
technology laws, creating unprecedented challenges and opportunities for startu
and investors. The past month has witnessed several landmark legal developmen
that collectively signal a fundamental shift in how courts, regulators, and juries
approach healthcare technology disputes. These cases span the spectrum from d
interoperability rights to artificial intelligence liability, privacy enforcement, an
cybersecurity obligations, each carrying profound implications for the strategic
direction of health technology companies.

The convergence of these legal developments occurs against a backdrop of rapid
technological advancement in healthcare, where artificial intelligence, electronic
health records, telemedicine, and digital therapeutics have become integral to ca
delivery. As these technologies mature and achieve widespread adoption, the leg
system has begun to grapple with fundamental questions about liability,
responsibility, and accountability in digitally-mediated healthcare environments
cases examined in this analysis represent inflection points where the law is activ
evolving to address the unique challenges posed by healthcare technology innova

For health technology entrepreneurs and investors, understanding these legal
developments transcends mere compliance considerations. The outcomes of rece
litigation establish precedents that will influence competitive dynamics, shape
regulatory enforcement priorities, and determine the risk profiles of various
technology approaches. Companies that successfully navigate this evolving legal
landscape will gain significant competitive advantages, while those that fail to ad
face substantial liability exposure and potential business disruption.

The Fourth Circuit Court of Appeals' decision in Real Time Medical Systems v.
PointClickCare Technologies represents perhaps the most significant healthcare
technology ruling of 2025, establishing crucial precedents for data interoperabil

The Real Time Medical Systems Decisio
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under the 21st Century Cures Act. The case centered on PointClickCare's use of
increasingly sophisticated CAPTCHA systems and account blocking mechanism
prevent Real Time Medical Systems from accessing electronic health records thr
automated systems, effectively limiting Real Time's ability to provide analytics
services to skilled nursing facilities.

The court's analysis of information blocking under the Cures Act provides
unprecedented clarity on what constitutes prohibited conduct in the healthcare 
ecosystem. PointClickCare's implementation of indecipherable CAPTCHA imag
that even human operators could not solve was found to constitute information
blocking, as these measures went beyond legitimate security concerns and appea
designed specifically to exclude competitors from accessing data. The court's fin
that PointClickCare's stated security and performance justifications were pretex
rather than genuine establishes important precedents for distinguishing between
legitimate technical restrictions and anticompetitive blocking practices.

Particularly significant for health technology companies is the court's analysis o
manner exception under the Cures Act regulations. The decision clarifies that
healthcare technology companies cannot simply refuse to negotiate in good faith
then claim they "cannot reach agreeable terms" to justify blocking data access. T
court emphasized that the phrase "cannot reach agreeable terms" implies genuin
efforts and articulable reasons for any impasse, not merely an unwillingness to e
This interpretation substantially limits the ability of established healthcare
technology vendors to use contractual negotiations as a mechanism for excluding
competitors.

The court's treatment of security and performance exceptions provides crucial
guidance for healthcare technology companies seeking to implement legitimate
technical restrictions. The decision establishes that security concerns must be sp
and tailored to address identified risks, rather than relying on broad assertions a
potential threats. For performance exceptions, companies must demonstrate actu
negative impacts on system performance, supported by concrete evidence rather
speculative concerns. The court's skepticism toward PointClickCare's performa
claims, particularly given Real Time's relatively small footprint compared to



PointClickCare's overall operations, suggests that performance-based restriction
face substantial scrutiny.

For health technology startups, this decision creates significant opportunities in
markets previously dominated by incumbent vendors who may have used technic
restrictions to limit competition. The ruling establishes that companies providin
healthcare analytics, care coordination, and other services have enforceable right
access electronic health record data when properly authorized by healthcare
providers. This legal framework supports business models built on data aggrega
and analysis across multiple healthcare systems, potentially accelerating innovat
population health management, clinical decision support, and outcomes
measurement.

The decision also clarifies the relationship between federal information blocking
provisions and state law claims, establishing that violations of the Cures Act can
support state unfair competition claims even though the federal statute lacks a p
right of action. This creates additional enforcement mechanisms beyond federal
regulatory action, enabling private companies to seek injunctive relief and dama
for information blocking violations. For investors, this expands the toolkit availa
portfolio companies facing anticompetitive data blocking practices.

However, the decision also imposes new compliance obligations on healthcare
technology companies. Organizations must ensure that any restrictions on data a
are genuinely related to technical capabilities, security requirements, or legitima
business concerns rather than competitive considerations. The court's emphasis 
consistent and non-discriminatory implementation means that companies canno
selectively apply technical restrictions to exclude specific competitors while allo
access to others. This requirement for neutral implementation may require signi
changes to how many healthcare technology companies approach data access pol
and technical architecture decisions.

Privacy Litigation Outcomes: Meta's

Eavesdropping Settlement



The jury verdict in Frasco v. Flo Health represents a significant evolution in priv
litigation, particularly regarding the technical implementation of data collection
practices in health-related applications. While the specific details of the Meta ve
are limited in the available documents, the jury's findings on the California Inva
of Privacy Act claims illuminate emerging liability theories that extend far beyon
traditional privacy policy violations to encompass the technical mechanics of dat
collection and user consent processes.

The jury's determination that Meta intentionally eavesdropped on conversations
electronic devices, while finding that users had reasonable expectations that
conversations were not being overheard or recorded, establishes important prece
for health technology companies that collect audio data or implement voice-activ
features. The finding that Meta did not have consent from all parties to the
conversation creates potential liability for health technology applications that ca
ambient audio, implement voice commands, or record patient-provider interacti
without explicit multi-party consent.

For health technology companies, this verdict signals a shift toward more granul
examination of data collection practices, particularly regarding the gap between
disclosed policies and actual technical implementation. The jury's focus on whet
users had reasonable expectations about data collection suggests that privacy lia
will increasingly turn on user interface design, consent flow implementation, an
clarity of real-time notifications about data collection activities. This evolution m
privacy litigation beyond the traditional focus on written policies toward examin
of actual user experiences and technical system behavior.

The implications for health technology startups are particularly significant given
sensitive nature of health data and the heightened privacy expectations in health
contexts. Companies developing applications that process health information mu
ensure that their data collection practices align not only with written privacy po
but also with reasonable user expectations about when, how, and why data is bei
collected. This may require more explicit consent mechanisms, clearer real-time
notifications, and more restrictive data collection practices than those commonly
employed in consumer technology applications.



The verdict also highlights the importance of consent mechanisms that account 
multi-party scenarios common in healthcare settings. Health technology applicat
used in clinical environments, family caregiving situations, or shared decision-m
contexts must carefully consider how to obtain appropriate consent from all
potentially affected parties. Traditional single-user consent models may prove
inadequate for healthcare applications where data collection could impact multi
individuals with varying privacy expectations and legal rights.

For investors evaluating health technology companies, privacy implementation
becomes a critical due diligence consideration that extends beyond policy review
technical architecture assessment. Companies with strong privacy policies but w
technical implementation face substantial liability exposure, particularly as priv
litigation increasingly focuses on the gap between promised and actual practices
Investment due diligence must therefore include technical privacy audits that ex
actual data flows, consent implementations, and user notification systems rather
relying solely on policy documentation.

The Change Healthcare cybersecurity incident represents one of the most signifi
healthcare infrastructure disruptions in recent history, with cascading effects th
continue to reverberate throughout the healthcare ecosystem. The attack, which
compromised systems used by a substantial portion of healthcare providers for b
prescription processing, and patient data management, demonstrates the system
risks inherent in concentrated healthcare technology infrastructure and the pote
for single points of failure to affect entire healthcare markets.

The incident's ongoing impact illustrates the evolving nature of cybersecurity lia
in healthcare technology. Beyond the immediate costs of incident response, data
breach notification, and system restoration, Change Healthcare faces potential
liability for the business interruption experienced by thousands of healthcare
providers who depend on their services. Healthcare providers unable to process

Cybersecurity Imperatives: Change
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insurance claims, pharmacies unable to verify prescription coverage, and patient
unable to access medications due to the system disruption represent substantial
consequential damages that could generate significant litigation and regulatory
enforcement.

For health technology companies, the Change Healthcare incident highlights the
critical importance of business continuity planning and the potential liability
associated with service interruptions in healthcare contexts. Unlike consumer
technology applications where service disruptions may cause inconvenience,
healthcare technology failures can directly impact patient care and provider
operations. This creates heightened legal exposure for business interruption clai
particularly when healthcare technology companies position themselves as critic
infrastructure for healthcare delivery.

The incident also demonstrates the interconnected nature of healthcare technolo
systems and the potential for cybersecurity failures to cascade across multiple
organizations and technology platforms. Change Healthcare's role as a clearingh
for insurance transactions meant that the attack affected not only their direct
customers but also the patients, providers, and other technology companies that
depend on the broader healthcare payment ecosystem. This interconnectedness
creates complex liability questions about the extent to which healthcare technolo
companies are responsible for downstream effects of cybersecurity incidents.

From a regulatory perspective, the Change Healthcare incident has accelerated
discussions about cybersecurity requirements for healthcare technology compan
and the need for more robust business continuity standards. The Department of
Health and Human Services and other regulators are likely to implement more
stringent cybersecurity requirements and business continuity planning obligatio
healthcare technology companies, particularly those that provide infrastructure
services to large portions of the healthcare market.

For health technology startups, the incident underscores the importance of
cybersecurity as a foundational business consideration rather than merely a tech
implementation detail. Companies must architect systems with cybersecurity an



business continuity as primary design principles, implementing redundancy, bac
systems, and incident response capabilities that can maintain service availability
during significant cybersecurity events. The costs associated with these requirem
may be substantial, but the potential liability exposure for inadequate cybersecu
measures in healthcare contexts far exceeds the investment required for robust
security implementations.

Investors evaluating health technology companies must increasingly prioritize
cybersecurity capabilities and business continuity planning as core components 
investment due diligence. The Change Healthcare incident demonstrates that
cybersecurity failures can generate liability exposure that exceeds the value of m
healthcare technology companies, making cybersecurity assessment a critical
investment risk management consideration. Investment evaluation frameworks m
evolve to include detailed cybersecurity architecture review, business continuity
testing, and assessment of potential cascade effects from cybersecurity incidents

The integration of artificial intelligence systems into healthcare delivery creates 
legal challenges that extend traditional medical malpractice theories to encompa
technology-mediated care decisions. Recent developments in AI-driven healthca
applications raise fundamental questions about liability allocation when AI syste
contribute to medical decision-making, diagnostic processes, or treatment
recommendations that result in patient harm.

The evolution of electronic medical record systems to incorporate AI-generated
content, such as automated progress notes and diagnostic suggestions, creates ne
categories of potential liability for both healthcare providers and technology
companies. When AI systems generate inaccurate or misleading clinical
documentation, questions arise about whether liability rests with the healthcare
provider who relies on the AI-generated content, the technology company that

AI Integration Challenges: Medical

Negligence and Legal Liability



developed the AI system, or some combination of both parties depending on the
specific circumstances of the case.

Healthcare technology companies developing AI-powered diagnostic tools face
particular liability challenges as these systems become more sophisticated and
influential in clinical decision-making. Traditional medical device liability
frameworks may prove inadequate for AI systems that continuously learn and ad
their recommendations based on new data. The dynamic nature of AI systems cr
challenges for establishing the standard of care and determining whether AI
recommendations that later prove harmful represent system failures, inappropri
clinical reliance, or acceptable variations in clinical judgment.

The emergence of AI-powered differential diagnosis systems, such as those discu
in recent medical literature, raises complex questions about the standard of care
healthcare providers who have access to AI diagnostic tools but choose not to us
them or who disagree with AI recommendations. If AI systems can demonstrably
improve diagnostic accuracy for certain conditions, healthcare providers may fac
liability for failing to utilize available AI tools or for failing to adequately consid
AI-generated diagnostic suggestions.

For health technology companies developing AI-powered clinical tools, liability 
management requires careful consideration of how AI recommendations are pre
to healthcare providers and patients. Systems that provide diagnostic suggestion
treatment recommendations must be designed to support rather than replace cli
judgment, with appropriate limitations and disclaimers that clarify the role of A
the clinical decision-making process. However, overly broad disclaimers may lim
commercial value of AI systems, creating tension between liability protection an
market positioning.

The regulatory landscape for AI in healthcare continues to evolve, with the Food
Drug Administration developing new frameworks for AI-powered medical devic
the Department of Health and Human Services considering AI-specific requirem
for healthcare organizations. These regulatory developments will likely influenc
liability standards for AI-powered healthcare technology, potentially creating sa



harbors for companies that comply with specific regulatory requirements while
establishing higher liability standards for non-compliant systems.

From an investment perspective, AI-powered healthcare technology companies
represent both significant opportunities and substantial liability risks that requi
sophisticated evaluation frameworks. Investors must assess not only the technica
capabilities and market potential of AI systems but also the liability risk profile
associated with AI-powered clinical recommendations. This assessment must co
the specific clinical applications, the level of AI autonomy in decision-making, a
adequacy of liability protection mechanisms implemented by the technology com

The convergence of recent legal developments signals a fundamental shift in the
regulatory approach to healthcare technology, with implications that extend acro
multiple regulatory agencies and enforcement mechanisms. The Federal Trade
Commission's increased focus on healthcare technology practices, the Departme
Health and Human Services' evolving AI guidance, and state-level privacy
enforcement actions collectively create a more complex and demanding regulato
environment for healthcare technology companies.

The enforcement of information blocking provisions under the 21st Century Cu
Act represents a significant expansion of federal oversight into healthcare techn
business practices. The Real Time Medical Systems decision establishes that priv
companies can seek judicial enforcement of information blocking violations,
effectively creating a private attorney general mechanism that supplements feder
regulatory enforcement. This development means that healthcare technology
companies face potential liability from both regulatory agencies and private litig
for information blocking practices, substantially increasing the enforcement risk
non-compliant behavior.

State privacy laws continue to evolve in ways that create additional compliance
obligations for healthcare technology companies. The California Consumer Priv

Regulatory Implications for Health

Technology Companies



Act and similar state laws increasingly apply to healthcare technology companie
process health-related information, creating compliance obligations that extend
beyond traditional HIPAA requirements. The technical focus of recent privacy
litigation suggests that state attorneys general and private litigants will increasin
examine the gap between disclosed privacy practices and actual technical
implementations, requiring healthcare technology companies to ensure alignmen
between privacy policies and system behavior.

The regulatory response to cybersecurity incidents like the Change Healthcare a
is likely to include more stringent cybersecurity requirements for healthcare
technology companies. The Department of Health and Human Services has signa
intent to implement enhanced cybersecurity standards for healthcare organizatio
and their technology vendors, potentially including business continuity requirem
incident response obligations, and cybersecurity audit requirements that could
substantially increase compliance costs for healthcare technology companies.

Federal and state regulators are also developing AI-specific requirements for
healthcare technology companies that utilize artificial intelligence in clinical
applications. The Food and Drug Administration's evolving framework for AI-
powered medical devices creates new regulatory pathways for AI technology app
but also imposes ongoing monitoring and reporting obligations that may be
challenging for startups with limited regulatory compliance resources. State med
boards are also beginning to address AI use in clinical practice, potentially creat
additional compliance obligations for healthcare technology companies that prov
AI-powered clinical tools.

For healthcare technology startups, this evolving regulatory landscape requires
substantial investment in compliance capabilities and legal expertise that may st
limited resources. Companies must develop compliance frameworks that addres
federal healthcare regulations, state privacy laws, cybersecurity requirements, an
emerging AI-specific obligations, often simultaneously across multiple jurisdicti
with varying requirements. The costs associated with comprehensive regulatory
compliance may favor larger companies with dedicated compliance resources,
potentially creating barriers to entry for innovative startups.



The legal developments analyzed in this essay fundamentally alter the risk-retur
profile for healthcare technology investments, requiring sophisticated evaluation
frameworks that account for evolving liability exposure, regulatory compliance c
and competitive dynamics influenced by legal precedents. Traditional technology
investment due diligence must evolve to incorporate detailed legal and regulator
assessment that reflects the unique challenges of healthcare technology developm
and deployment.

Information blocking liability represents a significant new category of investmen
for healthcare technology companies, particularly those that operate in markets
dominated by established vendors with potential incentives to limit data access. 
Real Time Medical Systems decision establishes that information blocking violat
can generate substantial business disruption and legal liability, but it also create
opportunities for companies that can successfully challenge incumbent blocking
practices. Investors must evaluate both the potential exposure to information blo
claims and the opportunities to gain market access through legal enforcement of
interoperability rights.

Privacy implementation risk has evolved beyond traditional policy compliance to
encompass technical system design and user experience implementation. The ga
between disclosed privacy practices and actual technical implementation creates
substantial liability exposure that may not be apparent through traditional polic
review processes. Investment due diligence must therefore include technical priv
audits that examine actual data collection practices, consent implementation, an
notification systems to identify potential liability gaps.

Cybersecurity risk assessment for healthcare technology investments must accou
the systemic nature of healthcare technology infrastructure and the potential for
individual company cybersecurity failures to generate cascading liability across
healthcare ecosystems. The Change Healthcare incident demonstrates that
cybersecurity failures can generate liability exposure that exceeds the value of m

Investment Considerations and Risk
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healthcare technology companies, making cybersecurity capabilities a fundamen
investment consideration rather than a technical implementation detail.

AI liability represents an emerging category of investment risk that lacks establi
precedents and clear regulatory frameworks. Healthcare technology companies t
implement AI-powered clinical tools face potential liability for AI-generated
recommendations that contribute to patient harm, but the legal standards for AI
liability in healthcare contexts remain largely undefined. Investors must evaluate
liability risk based on limited precedents and evolving regulatory guidance, requ
sophisticated assessment frameworks that account for the dynamic nature of AI
technology and regulation.

The convergence of these liability categories creates complex interaction effects 
may amplify individual risk factors. For example, healthcare technology compan
that use AI systems to process data obtained through interoperability framework
combined liability exposure for information blocking violations, AI-generated cl
recommendations, privacy implementation gaps, and cybersecurity vulnerabilitie
These interaction effects require investment evaluation frameworks that account
the cumulative impact of multiple liability categories rather than treating each r
factor in isolation.

Valuation methodologies for healthcare technology companies must evolve to ac
for the potential liability exposure associated with legal and regulatory developm
Traditional technology company valuations that focus primarily on revenue grow
and market penetration may inadequately reflect the liability risks and complian
costs associated with healthcare technology operations. Investment valuation
frameworks must incorporate liability exposure assessment, regulatory complian
costs, and the potential impact of legal precedents on competitive dynamics and
market access.

Strategic Recommendations for

Healthcare Technology Leaders



Healthcare technology companies must fundamentally redesign their operationa
frameworks to address the evolving legal landscape while maintaining innovatio
capabilities and competitive positioning. The legal developments examined in th
analysis require strategic responses that integrate legal compliance, technical
architecture, and business model considerations into coherent frameworks that
support sustainable growth and competitive advantage.

Data interoperability strategy must evolve to leverage the enhanced legal protect
established by the Real Time Medical Systems decision while ensuring complian
with information blocking provisions. Companies that depend on data access fro
established healthcare technology vendors should develop legal strategies for
enforcing interoperability rights, potentially including litigation readiness for
information blocking violations. Conversely, companies that control healthcare d
must ensure that any access restrictions are genuinely related to technical limita
security requirements, or legitimate business considerations rather than compet
concerns.

Privacy implementation must extend beyond policy compliance to encompass
comprehensive technical architecture review and user experience optimization.
Companies must ensure alignment between disclosed privacy practices and actu
system behavior, implementing technical controls and user notification systems t
support reasonable user expectations about data collection and use. This alignm
requires ongoing monitoring and testing to ensure that system updates and featu
additions maintain privacy implementation consistency.

Cybersecurity strategy must evolve from defensive risk management to proactive
business continuity planning that accounts for the systemic nature of healthcare
technology infrastructure. Companies must implement redundancy, backup syst
and incident response capabilities that can maintain service availability during
cybersecurity events while protecting against liability for business interruption
experienced by healthcare providers and patients. This approach requires substa
investment in cybersecurity infrastructure and ongoing monitoring capabilities.



AI implementation strategy must carefully balance innovation opportunities wit
liability risk management, implementing AI-powered features in ways that supp
rather than replace clinical judgment while providing appropriate limitations an
disclaimers. Companies must develop AI governance frameworks that address
ongoing monitoring, bias detection, and performance evaluation while ensuring
compliance with evolving regulatory requirements for AI in healthcare applicati

Legal strategy must become a core component of business strategy rather than a
reactive compliance function, with legal considerations integrated into product
development, market expansion, and competitive positioning decisions. Compan
must develop relationships with legal counsel that have deep expertise in healthc
technology law and the ability to provide strategic guidance on emerging legal
developments that may affect business operations and competitive positioning.

Regulatory engagement must evolve from passive compliance monitoring to activ
participation in regulatory development processes, including comment submissi
industry association participation, and direct engagement with regulatory agenc
emerging policy issues. Companies that successfully influence regulatory develo
may gain competitive advantages through favorable regulatory frameworks while
reducing compliance costs and liability exposure.

The legal developments examined in this analysis represent fundamental shifts i
legal framework governing healthcare technology that will influence competitive
dynamics, investment returns, and innovation trajectories for years to come. The
convergence of information blocking enforcement, privacy litigation evolution,
cybersecurity liability expansion, and AI accountability frameworks creates both
substantial challenges and significant opportunities for healthcare technology
companies that successfully adapt to the changing legal landscape.

For health technology entrepreneurs, these developments signal the necessity of
integrating legal and regulatory considerations into core business strategy rathe

Conclusion: Navigating the Evolving

Legal Framework



treating them as external compliance obligations. Companies that proactively ad
legal requirements and leverage legal protections for competitive advantage will
outperform those that approach legal issues reactively or attempt to minimize le
compliance investments. The complexity of the evolving legal framework require
sophisticated legal expertise and ongoing monitoring capabilities that may favor
companies with sufficient scale to support dedicated legal and compliance funct

For investors in healthcare technology, these developments require enhanced du
diligence frameworks that account for legal and regulatory risk factors that may
significantly impact investment returns. Traditional technology investment evalu
models must evolve to incorporate detailed assessment of liability exposure,
regulatory compliance capabilities, and the potential impact of legal precedents 
competitive positioning and market access. The potential for legal developments
create both substantial liability exposure and significant competitive opportunit
means that legal risk assessment becomes a critical component of investment suc
rather than merely a defensive risk management consideration.

The healthcare technology sector stands at an inflection point where legal frame
are rapidly evolving to address the unique challenges and opportunities created 
technology-mediated healthcare delivery. Companies and investors that successf
navigate this evolution will benefit from enhanced competitive positions, reduce
liability exposure, and improved regulatory relationships that support sustainab
growth and innovation. Those that fail to adapt face substantial risks of legal lia
regulatory enforcement, and competitive disadvantage that could fundamentally
undermine business viability and investment returns.

The path forward requires healthcare technology leaders to embrace the comple
the evolving legal landscape while maintaining focus on innovation and value cre
for healthcare providers and patients. This balance demands sophisticated legal 
business strategies that integrate compliance, competition, and innovation
considerations into coherent frameworks that support long-term success in an
increasingly regulated and legally complex healthcare technology environment.​​​​​​​​​​​​​​​​
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