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Blue Goat Cyber Leads Medical Device
Cybersecurity Compliance as FDA Finalizes

New Guidance

Blue Goat Cyber leads medical device
cybersecurity compliance, helping
manufacturers meet the FDA’ finalized
cybersecurity guidance issued June 27,
2025.

SCOTTSDALE, AZ, UNITED STATES, July
9, 2025 /EINPresswire.com/ -- On June
27,2025, the U.S. Food and Drug
Administration (FDA) finalized its
medical device cybersecurity guidance,
“Cybersecurity in Medical Devices:
Quality System Considerations and
Content of Premarket Submissions”,
raising the bar for medical device
cybersecurity requirements across the
industry.
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As the leading medical device cybersecurity consulting firm, Blue Goat Cyber reaffirms its
position as the trusted partner for manufacturers
“ navigating these complex regulatory demands.

We help medical device
manufacturers not just meet
FDA cybersecurity
requirements—but also
design safer, more resilient
devices that protect patients
and improve regulatory
outcomes.”

Christian Espinosa, Blue Goat

Cyber Founder and CEO

With over 150 successful FDA device clearances and an
exclusive focus on medical device cybersecurity, Blue Goat
Cyber has long been at the forefront of cybersecurity risk
management, helping manufacturers implement proactive
strategies that address both patient safety and FDA
compliance.

“The FDA's latest guidance validates what we've been
helping our clients do for years—embed cybersecurity into

every phase of medical device development, from concept


http://www.einpresswire.com
https://www.fda.gov/media/119933/download

through premarket submissions and
postmarket monitoring,” said Christian

Espinosa, CEO of Blue Goat Cyber. Cybersecurity in Medical Devices:
“Manufacturers rely on us because we Quality System Considerations and

combine deep cybersecurity expertise Content of Premarket Submissions
with unmatched FDA regulatory

experience.” Guidance for Industry and
Food and Drug Administration Staff

Document issued on June 27, 2025.

Contains Nonbinding Recommendations

Why Blue Goat Cyber is the Leader in

Medical Device Cybersecurity:
A draft select update to this document was issued on March 13, 2024.

_ H . 0, H This document supersedes “Cybersecurity in Medical Devices: Quality System
EXC! usive F_OCUS' 100% de_dlcated to Considerations and Content of Premarket Submissions,” issued September

medical device cybersecurity and FDA 27,2023.

compliance.

- Proven Results: Over 150 FDA-cleared

medical devices successfully supported through cybersecurity risk management and
documentation.

- FDA Regulatory Expertise: Deep experience navigating complex cybersecurity requirements for
FDA premarket submissions and global regulations.

- Comprehensive Services: Covering cybersecurity risk assessments, threat modeling, secure
design, and postmarket cybersecurity programs.

- Accelerated Compliance: Proven, efficient processes that reduce regulatory delays and speed
device approvals.

Blue Goat Cyber’s Medical Device Cybersecurity Services:

- FDA Cybersecurity Documentation Development: Complete SBOMs, threat modeling, risk
management plans, and secure design documentation aligned with FDA expectations.

- Medical Device Penetration Testing: Simulated attacks and security testing to identify and
mitigate device vulnerabilities.

- Secure Development Lifecycle (SDLC) Support: Embedding cybersecurity throughout device
design and development.

- Postmarket Cybersecurity Programs: Vulnerability monitoring, coordinated disclosure, and
incident response aligned with FDA postmarket expectations.

- Regulatory Gap Analyses: Identifying and remediating cybersecurity risks and documentation
gaps to improve compliance readiness.

“Cybersecurity is not just about FDA compliance—it's about protecting patient safety, ensuring
medical device reliability, and safeguarding company reputations,” Espinosa added. “We've been
leading this effort for years, and we're ready to help more manufacturers align with the FDA's
evolving cybersecurity requirements.”

About Blue Goat Cyber:



Blue Goat Cyber is the leading medical device cybersecurity consulting firm, specializing
exclusively in FDA regulatory compliance and cybersecurity risk management. With over 150
successful FDA-cleared medical device submissions supported, Blue Goat Cyber provides expert
cybersecurity services that help medical device manufacturers secure their products, achieve
faster FDA approvals, and improve patient safety.

To learn more about Blue Goat Cyber’s medical device cybersecurity services or to request a
consultation, visit https://bluegoatcyber.com.
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