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How growing complexity and regulatory oversight 
challenges medical device development 

Design control delivers competitive advantage 

A comprehensive solution for device design control

Requirements and risk 
management

Design output 
management

Document 
control

Verification and  
validation management

Simulation and test 
management

Device master record 
(DMR)/technical file (TF)

Design history 
file

BOM and configuration 
management

Change 
control

Siemens offers a complete 
logical system to build and 
maintain design controls

Design controls are critical

#1
cause of FDA audit failures  

in the past 5 years

$3.5 million
 average cost overrun  

for regulatory approval

95%
 of regulatory submission 

are elements of  
design control

#1
 cause of product recalls

• Automate workflows
• Standardize practices
• Re-use design control elements
• �Respond quickly to changes

and inquiries

• Integrate FMEAs
> Design  > Process  > Use  > Software

• �Integrate risk analysis
• �Enforce compliance

with company SOP

• Enforce auditable workflows
• Easily identify gaps
• Design standards

10 months
from first filing to clearance

Reduced  
time-to-market

3X
increase in adverse events

3 months
FDA reported review time

Risk  
management

120%
increase in software-related recalls

510(k) premarket submissions; (source: MDMA)

(Source: Software-Related Recalls: An Analysis of Records, FDA)

31 months
from first communication to clearance

NPI timeline  
risk reduction

50%
increase in recall events
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