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DeviceTotal Empowers Healthcare Providers to Meet
Regulatory Standards and Protect Medical and

Network Devices Against Cyber Threats

The Importance of Cybersecurity for Medical Devices and Networks

As the healthcare sector continues to embrace digital transformation, the
integration of medical devices into hospital networks and clinical settings has
increased exponentially. These connected devices, which range from imaging
systems and infusion pumps to patient monitoring devices and wearable health
trackers, play a crucial role in delivering high-quality medical care. However, their
connectivity also makes them prime targets for cyberattacks, leading to
significant concerns about patient safety, data security, and operational

continuity.

The importance of cybersecurity for medical devices and medical networks cannot
be overstated. A single vulnerability in a device can be exploited to manipulate its
functioning, disrupt medical services, or access sensitive patient data. These risks
not only pose a threat to patient health and safety but can also result in severe
financial and reputational domage for healthcare providers. Ensuring the security
of medical devices and networks is essential to protect against these risks,

maintain compliance, and build trust among patients and stakeholders.



4» DeviceTotal

Growing Regulatory Emphasis on Medical Device Cybersecurity

Recognizing these critical risks, regulatory bodies worldwide have implemented
stringent requirements and standards to strengthen the cybersecurity of medical
devices and networks. In Japan, regulations such as the Pharmaceutical and
Medical Device Act (PMD Act) and Japan Industrial Standards (JIS) on
cybersecurity for medical devices emphasize the need for risk management and
robust security measures throughout the device lifecycle. These guidelines
encourage manufacturers and healthcare providers to proactively identify
vulnerabilities, implement security controls, and regularly update devices to

address emerging threats.

Additionally, the global trend towards stricter data protection regulations, like the
General Data Protection Regulation (GDPR) in the European Union and the
Personal Information Protection Act (PIPA) in Japan, further drives the need for
enhanced cybersecurity measures in medical environments. These regulations
mandate the protection of personal and sensitive patient data, which is often
collected and tfransmitted by medical devices, making it crucial for healthcare

providers to adopt comprehensive cybersecurity solutions.

The increasing regulatory scrutiny in this area reflects the urgent need to secure

healthcare systems against cyber threats.
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These regulations and guidelines emphasize the importance of cybersecurity for

IoT, OT, medical devices, and network devices in Japan:

1. Basic Act on Cybersecurity (4 /\—tF )T EKE)

e Focus: This act sets the foundation for Japan’s national cybersecurity
strategy, outlining the roles and responsibilities of government entities,
private companies, and other stakeholders.

e Relevance: Encourages organizations to adopt cybersecurity measures for

connected devices like IoT and OT systems.

2. Cybersecurity Management Guidelines (4 /\—tX 1) T4BEHAKSA

~)

e Issued by: Ministry of Economy, Trade, and Industry (METI) and the
Information-technology Promotion Agency (IPA).

e Focus: Provides best practices for corporate cybersecurity risk
management.

e Relevance: Encourages businesses to manage risks associated with

connected devices, aligning well with DeviceTotal's IoT and OT solutions.

3. NISC Guidelines for IoT Security (NISC IoTtX a1 )T1HA1KZ1)

e Issued by: National center of Incident readiness and Strategy for
Cybersecurity (NISC).

e Focus: Recommends security measures for the development, deployment,
and operation of IoT devices.

e Relevance: Specifically targets IoT security, making it directly applicable to

DeviceTotal's offering.
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4. Pharmaceutical and Medical Device Act (PMD Act)

e Focus: Regulates the safety, effectiveness, and quality of medical devices
and software as a medical device (SaMD).

e Relevance: This regulation highlights the need for risk management and
security measures for medical devices, creating opportunities for

DeviceTotal's solutions to address these challenges.

5. Japan Industrial Standards (JIS) on Cybersecurity for Medical Devices

e Focus: Provides standards related to cybersecurity requirements for medical
devices to ensure their safety and functionality.
e Relevance: Creates a framework that aligns with DeviceTotal's capabilities

in vulnerability assessment and risk management for medical devices.

6. IoT/OT Security Standards and Guidelines (IoT/OTt ¥l T4 REELH (K
7142)
e Issued by: Ministry of Internal Affairs and Communications (MIC) and other

industry bodies.

e Focus: Establishes cybersecurity practices for the development,
implementation, and management of OT and IoT systems.

e Relevance: Supports the adoption of security measures in industrial

environments, making DeviceTotal's solutions highly applicable.
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7. Information Security Guidelines for Critical Infrastructure (EEA4>731F

X2 TARETAIRSA)

e Issued by: NISC.

e Focus: Provides a framework for protecting critical infrastructure sectors,
including energy, transportation, healthcare, and manufacturing.

e Relevance: Highlights the importance of securing OT networks, directly

benefiting the use case for DeviceTotal.

8. Personal Information Protection Act (PIPA) (B A& DI{REIZREI 5i%1F)

e Focus: Protects personal data and sets requirements for data security,
especially relevant in healthcare and other data-sensitive sectors.

e Relevance: Promotes the use of secure devices and networks to prevent
unauthorized data access, enhancing the value proposition of DeviceTotal's

solutions.

DeviceTotal provides healthcare organizations with the tools they need to ensure
compliance, enhance device security, and protect both their patients and their
operations. By offering advanced vulnerability assessment and risk management
capabilities, DeviceTotal helps healthcare providers meet regulatory requirements
while safeguarding their medical devices and networks from evolving cyber

threats.
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Unique Advantages of DeviceTotal

Comprehensive Coverage

DeviceTotal provides extensive coverage for all manufacturers in the market.
Unlike traditional solutions that might be limited in scope to most common
vendors, DeviceTotal’s platform aggregates data directly from the vendors and
reliable sources, ensuring complete visibility and support for every device, making

sure that no device or vulnerability is left unchecked.

Unparalleled Cyber Threat Intelligence

DeviceTotal maintains a cyber threat intelligence database that is unrivaled in the
industry, with unique and precise vendor sources data, like no other solution. With
its ML technology, DeviceTotal brings new forces into security data, delivering new
threat information that can not be accessed and parsed by tfraditional
mechanisms . The platform continuously updates its threat information, ensuring

that users have access to the latest vulnerabilities and mitigation strategies.

High Accuracy and Reliable Sources

Traditional vulnerability management tools often struggle with accuracy and
reliability due to their reliance on traditional methods and unstructured data
sources. DeviceTotal’s ML-driven approach ensures high accuracy by analyzing
and validating data against reliable sources, including direct manufacturer

advisories.
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Prioritization and Contextual Information

DeviceTotal offers enhanced prioritization by considering vendor-specific
recommendations and criticality metrics, such as those provided by the
Cybersecurity and Infrastructure Security Agency (CISA). This ensures that the

most critical vulnerabilities are addressed first, supporting a proactive approach.
Lifecycle Management

The platform provides comprehensive lifecycle management information, including
End-of-Life (EOL) data for components, which is vital for managing device

lifecycle and planning upgrades.

Remediation and Mitigation

For the first time in the industry, DeviceTotal offers detailed patch information and
mitigation strategies recommended by manufacturers, all in a central dashboard,
allowing full visibility into cost-effectiveness of available actions, saving valuable

time and reducing risks associated with upgrades.
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Unique Information Layers

On top of precise and comprehensive vulnerability association,

DeviceTotal also provides valuable additional data layers:

1.  Full coverage and vendor support - DeviceTotal provides security data on
any IoT, OT and network device.

2. Available patch and firmware versions update, and the expected risk
reduction per each available version.

3. Workarounds and mitigation actions available by the vendor.
EOL indication for device lifecycle management.

5. “Non reporting” vendor indication for vendors who don’t disclose
vulnerabilities.

6. CISA indications -
6.1. Known Exploited Vulnerabilities (KEV)

6.2. Used in ransomware.

DeviceTotal Empowers Healthcare Providers to Meet Regulatory Standards and
Protect Medical Devices Against Cyber Threats.
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