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Solutions

Solutions
Our products are optimized for medical device manufacturers to build secure, innovative medical devices faster while meeting FDA cybersecurity requirements





Manage SBOMs and vulnerabilities
Get continuous integration, analysis, and transparence of the evolving state of your medical device’s software supply chain to proactively identify and mitigate your most exploitable vulnerabilities.

Ensure data integrity and privacy
Ensure data integrity and privacy by encrypting data on your devices, enabling device and key tracking, simplifying post-market management and incident response.

Monitor devices in the field
Capture medical device behavior data and get alerts to proactively respond to incidents in the fields as they happen.

Need expert help?
Get the Medcrypt advantage with our expert team of FDA and medical device experts to prepare for FDA cybersecurity readiness via regulatory strategy, penetration testing, threat modeling, process optimization, and more. Get help today








Services

Services
Get the Medcrypt advantage with our expert team of FDA and medical device experts to prepare for FDA cybersecurity readiness via regulatory strategy, penetration testing, threat modeling, process optimization, and more.





FDA SUBMISSIONS
All services
Prepare for FDA cybersecurity readiness via regulatory strategy, penetration testing, threat modeling, process optimization, and more.
FDA cybersecurity readiness
Get your secure medical devices to market on or even ahead of schedule, with peace of mind.
FDA cybersecurity filing remediation
We identify gaps and create a prioritized plan to rectify issues, ensuring you meet FDA requirements.
FDA hold letter response
Get immediate guidance to navigate your response process effectively.


FDA SUBMISSIONS
Threat modeling
Protect your software ecosystem and incorporate continuous security improvements into your processes.
Cryptography design and review
We identify gaps in your PKI and certificate management practices and create an actionable mitigation strategy.
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Research, not marketing
No single entity is going to “fix” medical device cybersecurity. We are dedicated advancing our collective understanding of the challenges and opportunities we face through research.

The documents below are free to download, and we’re not going to do that thing where we ask for your email address in order to download them. We love feedback - so tell us if you love it, hate it or want to enhance it together.


Thank you! Your submission has been received!

Oops! Something went wrong while submitting the form.






Latest research
[image:  Decrypting Cryptography]


 Decrypting Cryptography
Implementing cybersecurity for modern medical devices requires compliance with complex regulations as well as adoption to a changing healthcare ecosystem where hospital networks are considered inherently hostile, devices are increasingly integrated, and data is moving into the cloud. Getting cybersecurity right requires mature processes, careful design considerations, and finding the right balance between the desired level of security and a device’s capabilities and utility. Getting cybersecurity wrong can have significant ramifications for patient safety, regulatory compliance and approval, and business and reputation. Read more for an introduction to achieving device security through cryptography.
Read More Less


Get the whitepaper
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 Impact of monitoring on medical device vulnerabilities
The root causes associated with medical device cybersecurity disclosures to date, reveals 81.8% of the related root causes would be impacted by the implementation of monitoring practices.
Read More Less


Get the whitepaper
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Tool and Processes for Medical Device Cybersecurity
The Food and Drug Administration (FDA) issued an updated draft of the Premarket Cybersecurity Guidance in April 2022 which, when combined with existing finalized Postmarket Management of Cybersecurity in Medical Devices Guidance, specifies process and technical requirements to ensure medical devices are “secure by design” and that their security posture can be maintained over the lifetime of the device. In this paper we propose a hypothetical medical device vendor’s mature cybersecurity program that complies with FDA guidance, and we will analyze the processes and tools that aid in their success. 
Read More Less


Get the whitepaper
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What the medical device industry can learn from past cybersecurity vulnerability disclosures
In the 2022 update of our annual ICS-CERT cybersecurity disclosure analysis, we found that the rate of medical device advisories has increased by 490% since the release of the FDA Postmarket Cybersecurity Guidance in 2016, but appears to have plateaued. Read about the latest medical device vulnerability data trends and predictions for the future. 
Read More Less


Get the whitepaper

  





[image: Benefiting from Software Transparency: From SBOM to Vulnerability Management]


Benefiting from Software Transparency: From SBOM to Vulnerability Management
Software bills of material (SBOM) capture software used in products. SBOMs are prerequisites to proactive product security, as well as vulnerability and risk management programs. However, extracting the full potential value of SBOMs at scale will take sustained effort, requiring tooling to overcome inherent complexities.
Read More Less


Get the whitepaper
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Understanding the constraints of healthcare cybersecurity
The sobering reality is that all the promise held in technology advancing healthcare is foundationally reliant on security. Unfortunately, not only does the healthcare supply chain inherit what makes information security hard, healthcare additionally inherits economic constraints that allow security debt to pass to consumers. Watch the webinar where Seth explores the six constraints: https://youtu.be/1pYlbqkM9Ew
Read More Less


Get the whitepaper

  






See more





More resources



Check out our blog
Our latest thoughts on medical device cybersecurity
Latest Blogs


FDA, RTA and eSTAR - oh my!
Watch our latest webinar that discusses regulatory updates and the impact for medical device development and post-market management.
Watch now





Want to learn about our services and solutions?
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No matter where you are in the regulatory submission process, we have a variety of services that can meet your needs when and where you need us.

Learn more
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The Guardian platform is a secure and scalable cryptographic solution that simplifies security processes and incident response.

Learn more
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Gain visibility across your software supply chain to detect, prioritize, and remediate cybersecurity risk.

Learn more
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 (877) MDC-RYPT (877-632-7978)
125 South Highway 101, Solana Beach, California 92075
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Full Name*

Email*


When do you plan to submit to the FDA?
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Thank you for your submission!

We appreciate your interest and will get back to  you as soon as possible.

Oops! Something went wrong while submitting the form.
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By clicking “Accept All Cookies”, you agree to the storing of cookies on your device to enhance site navigation, analyze site usage, and assist in our marketing efforts. View our Privacy Policy for more information.
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Privacy Preference Center

When you visit websites, they may store or retrieve data in your browser. This storage is often necessary for the basic functionality of the website. The storage may be used for marketing, analytics, and personalization of the site, such as storing your preferences. Privacy is important to us, so you have the option of disabling certain types of storage that may not be necessary for the basic functioning of the website. Blocking categories may impact your experience on the website.

Reject all cookiesAllow all cookies
Manage Consent Preferences by Category

Essential
Always Active

These items are required to enable basic website functionality.

Marketing
Essential

These items are used to deliver advertising that is more relevant to you and your interests. They may also be used to limit the number of times you see an advertisement and measure the effectiveness of advertising campaigns. Advertising networks usually place them with the website operator’s permission.

Personalization
Essential

These items allow the website to remember choices you make (such as your user name, language, or the region you are in) and provide enhanced, more personal features. For example, a website may provide you with local weather reports or traffic news by storing data about your current location.

Analytics
Essential

These items help the website operator understand how its website performs, how visitors interact with the site, and whether there may be technical issues. This storage type usually doesn’t collect information that identifies a visitor.

Confirm my preferences and close















