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Identify and address potential
issues before submission,

minimizing costly resubmissions
and delays.

Proactive Issue
Resolution

Submit Your SBOM: We accept CycloneDX, SPDX and Excel1

2
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We process your SBOM: We’ll scan it for vulnerabilities and compliance gaps

Regulatory style Report:

Ensure your SBOM meets FDA
requirements on the first pass,

expediting the approval process
and reducing time-to-market.

Accelerate
Submissions

Hit projected launch dates and
prevent the revenue loss

associated with delays and
prolonged regulatory review.

Revenue 
Protection

As SBOM (Software Bill of Materials) requirements become
increasingly critical for medical device security and
compliance, ensuring comprehensive documentation is key to
efficient development cycles. Medcrypt's SBOM Regulatory
Preview, powered by our Helm Vulnerability Management
platform and regulatory experts, offers medical device
manufacturers an expert review backed by our extensive
industry experience. Our team of medical device security
experts has helped manufacturers successfully navigate
regulatory submissions. Without purchasing a full license,
your team can now leverage our proven technical expertise
and tooling to ensure your SBOM meets industry best
practices and technical standards.

SBOM Regulatory
Preview:
Streamlined
Compliance with
Medcrypt’s Helm

Regulatory Preview Program Overview

Receive a report mirroring an FDA hold letter,
highlighting potential issues that could delay approval.

 Secure Compliance, Accelerate Market Entry.
Reach out to get started on your SBOM Regulatory Preview and give your team the

advantage of confidence and efficiency.


