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Documenting the design of a safe product that meets user 
needs and requirements fuels the performance and success of 

your entire project.
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Where 
things can 
go wrong

Use Excel for 
documenting Design 

Controls & Risk

>41%



Understand the 
Requirements



Product Development 🤝 Design Controls



Enhance 
Collaboration & 
Efficiency

Expedite device clearance timelines, 
prepare for regulatory submission, and 
confidently navigate audits.

35% increase in development 
efficiency and speed to launch

Faster new-product and change 
approvals with open access to data 
and records

100s of hours saved by automatically 
compiling records (DHF, design 
reviews, change orders, etc.)



Digital Design Reviews 

Record to prove that all Design Controls have been included as part of a Design Review.

When it comes to Design Review…
1. Design Verification can not happen until Design Outputs and Design Inputs are done.
2. Design Validation can not happen until User Needs are done.
3. Design Transfer can not happen until Design Outputs are done.



Linking Risk & Design Controls

● Hazards and hazardous situations →  Design Controls process in defining User Needs and 
Design Inputs.

● establish Risk Controls to mitigate and reduce risks. Design Outputs, Design Verifications, and 
Design Validations become these risk controls.

● Risk Controls should align with and include Design Verification and Design Validation 
activities.

● Will help you with Design Verification and Design Validation planning. 



Maintain a Living DHF

Document device requirements and simplify 
traceability while you iterate through your 
design - with a DHF that generates and 
updates automatically. 



See it in action


