








MSC SimManager Enables Auditable
Simulation Processes

Ensuring Design and Simulation Traceability
Managing and tracking the simulation process is
just as important as the simulation process itself.

Medical device manufacturers must comply with
Good Manufacturing Practice when managing and
tracking product development data. FDA submissions
require a comprehensive audit trail which includes:

Records of all simulation data
Revision management and control
Correlation with physical test results
Proven repeatable methods
Software version tracking

To ensure confidence in the simulation and reliability
of the analysis results, medical device manufacturers
must ensure that the CAE analyst is using the most
current CAD geometry, specify the correct material
properties, and apply the appropriate environmental
loading conditions. They must also create the
proper mesh type and size, record the version of
the analysis software, and correlate results with
physical test data. These criteria must be preserved
and managed for FDA compliance purposes and
for the benefit of enhanced enterprise productivity.

Building a Simulation Knowledge Base

MSC SimManager automatically stores all
simulation, data files, input data, and resuilts,
providing a full history of simulation performance.

SimManager captures the entire simulation process
to provide an audit trail for FDA submission

reports. Medical device engineers can then

locate models and results instantly, tracing and
proving the methods which were used to create
those results. The audit trail also includes the
software versions used to perform the simulation—
critical data for FDA compliance purposes.

SimManager also supports global collaboration
across engineering teams by enabling anyone with
authorization to find, review, and utilize simulation and
validation information from a standard Web browser.

MSC A SimManager-

Simulation Confidence

MSC A SimEnterprise-

MSC SimEnterprise provides the elements needed
to achieve successful implementation and utilization
of virtual testing throughout the design process:

1. Easy-to-use workspace simulation solutions
encourage engineers to integrate simulation
into their product development processes.

Best practices and templates automate
simulations and encourage repeatability
and consistency.

Multidisciplinary capabilities study real-world
complexity for improving simulation accuracy
and reducing reliance on physical testing.

Management of the simulation process
improves knowledge management and
complies with FDA regulations for traceable
design processes.

Learn more at www.mscsoftware.com

Medical device manufacturers around the world
work with MSC Software to improve their product
development processes, allowing them to improve
development, design, engineering, testing,
certification, and production.

MSC Software’s enterprise simulation solutions
use detailed digital product models to simulate
and verify every aspect of product performance,
track critical design decisions, and coordinate
product development, allowing companies to drive
product innovation to new and competitively
sustainable levels.

“I find that all aspects of our partnership
with MSC have resulted in solutions to
product development which are invaluable
in helping us make critical decisions
related to stent design and development.”
- CardioVasc, Inc.

“We need to model the soft tissue to
increase our understanding of how the

tissue responds and interacts with a device.

Finite element analysis (FEA) software
provides the evaluation tool to do this.”
- Guidant






