
In alignment with current FDA guidance and TIR57, MedAcuity

 •  Ensured the client could implement and verify the security risk 
controls and documented all the activities in the Security Risk 
Management Report

 •  Client submitted updates addressing security risk 
management gaps to the FDA; resubmission was accepted 
and FDA granted premarket approval

 •  This project became the ‘gold standard’ for demonstrating  
how to safeguard a premarket submission package from 
security risk management deficiencies

 •  MedAcuity conducted a comprehensive assessment of the 
FDA submission to identify gaps relative to current FDA 
guidance for security risk management

 •  Reworked SOPs and work instructions for the stalled 
submission while taking into consideration existing SOPs from 
previous submissions to ensure that they were still supported

 •  Collaborated with the client’s team to update their QMS to 
close security risk management gaps

 • Created a security architecture and threat model

 • Executed a comprehensive security risk analysis

 •  Client had deficient security risk management 
documentation on file for its legacy system, 
jeopardizing their ability to obtain pre-market 
approval of the next-generation system

 •  Client received Insufficient guidance from an 
external third-party consultant which resulted in the 
IR notification

 •  Promptly address and resolve the FDA’s concerns to 
ensure successful resolution, while also minimizing 
the potential opportunity cost associated with any 
time-to-market delay

SOLUTION

 •        Client filed a 510(k) submission with the FDA for a 
next-generation medical device 

 •  In response, they received an information request 
letter (IR) from the FDA citing the need for 
clarification on security risk management and to 
address gaps in the submission

 •  The client had 90 days to address the FDA’s concerns 
with a satisfactory response, or face the delays and 
increased scrutiny associated with a full resubmission 
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ABOUT MEDACUITY
MedAcuity, a software engineering firm, partners with companies to address the business and technical challenges inherent in 
developing complex software-intensive solutions. Offering a combination of strategic consulting services focused on aligning product 
technology strategy with business goals and full lifecycle software development expertise, we accelerate the pace of innovation for 
leading companies and innovators in the MedTech, Life Sciences and Robotics industries. With over a decade of experience in software 
design and development methodologies for highly regulated and compliance-driven environments, our technical capabilities span all 
levels of software from embedded systems to mobile devices, the cloud and enterprise technologies.

Accelerating the pace of innovation while reducing development time and risk. 

It’s possible. Ask us how. 866 .376 .1931


