Your Partner for complying Software & Systems Engineering

Ensuring High-Quality, Compliant Medical
Device Software

From concept to regulatory approval, the development of medical
device software requires expertise, precision, and compliance with
international standards. At gtec, we provide end-to-end consulting and
services to ensure your software meets the highest quality standards
and regulatory requirements, including IEC 62304. Our experts support
you in optimizing software processes, reducing development risks, and
accelerating market approval.

Systems engineering - Bridging the Gap
Between Disciplines

Our approach to systems engineering involves the domains software,
electronics, and mechanics to create seamless, compliant and efficient
medical and in-vitro diagnostic solutions.

Aligning consistent software Traceable and phase-spanning risk
and hardware development to and change management across
stakeholder requirements. the full product lifecycle.

Ensuring system architecture Customizing solutions to fit

supports safety, performance, and your company’s workflow, tools
compliance to standards. landscape and regulatory needs.

Why Choose gtec?

We combine deep industry expertise with practical implementation. Our
experts are not just consultants but hands-on professionals who bring
both strategic insight and execution power. Whether you are a market
leader or a startup, we tailor our solutions to fit your needs—helping you

navigate regulatory complexities and achieve market approval faster.




Our Services - Comprehensive Support from
Idea to Regulatory Approval

Our experienced team offers tailored solutions to ensure your medical
device software is safe, reliable, and fully compliant with international
regulatory requirements.

Regulatory Strategy & Classification: Determining the appropriate
software classification and regulatory pathway

Development Planning: Supporting software development plans, lifecycle
strategies, and verification plans.

Al in Medical Device Software: Ensuring compliance of Al-based medical
software with regulatory frameworks, including Good Machine Learning
Practice (GMLP), validation strategies, and explainability requirements.

Software Risk Management: Implementing and documenting risk
management processes in accordance with ISO 14971, ensuring effective
risk control and mitigation

Cybersecurity & Data Privacy Compliance: Addressing cybersecurity
risks and ensuring compliance with IEC 81001-5-1, GDPR, and FDA
cybersecurity guidance

Review & Verification Support: Assisting in structured software reviews
and verification processes.

Testing Strategies: Defining optimal test levels, including system,
integration, regression, and unit testing.

Requirements & Traceability: Creating and reviewing requirements and
test cases while ensuring full traceability.

Following the Model Based Systems Engineering (MBSE) Approach:
Creating and maintaining an adhesive model of architecture and
requirements - across the domains software, electronics and mechanics.

Software Verification & Testing: Ensuring compliance and reliability
through thorough software testing.

Technical Documentation & Submission Support: Preparing
comprehensive regulatory documentation to support compliance and
approval processes.

Post-Market Surveillance & Updates: Supporting software change
management, incident reporting, and post-market surveillance processes

Expert Staffing Solutions: Providing skilled testers, test managers,
verification specialists, and requirements engineers.

Training & Workshops: Conducting customized training sessions, including
requirements engineering workshops.

Let’s Work Together!

Contact us today to ensure your software meets
the highest quality and security standards. Our
team is ready to support your success!
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