
	

 Prototype Development  
Once we have ensured that the design is safe and 
meets the users’ needs, a fully functional prototype 
is developed that meets all business, UX, and 
regulatory requirements.  Our design control 
mechanisms ensure that we efficiently and rigorously 
meet the requirements in a way that will mitigate and 
refine all risks identified throughout the design and 
development process.  We conduct formative UX 
testing on the refined prototype to ensure it 
continues to work for users and mitigate risks as 
appropriate.	

 Human Factors Validation  
Early in the product development process, we work 
with clients and all appropriate regulatory bodies 
(e.g., FDA) to clearly define a human factors 
validation plan that will allow products to be 
approved for commercial use as smoothly as 
possible. 
Once the prototype is completed, we conduct human 
factors validation testing in compliance with the plan.  
This typically involves developing a test protocol, 
conducting a rigorous test with a representative set 
of users, developing a full test report, and helping to 
submit that report to the FDA or other regulatory 
bodies.  
Innovenn’s unique blend of human factors and 
software experience has allowed us to extend our 
focus to include validation of software with Advance 
Software Intelligence (AI). 

 Launch & Learn  
Once human factors validation and all regulatory 
items are complete, the product is ready to launch – 
but product development is not over.  Once the 
product is launched and in the hands of users, we 
continue to listen, learn, and refine.  We listen to 
what patients say, watch how they use the product, 
and look for ways to make product improvements.  	

 User Research  
In order to create new products for users, we must 
first understand what those users need and how they 
need it.  At Innovenn, we combine ethnographic 
research methods, social listening techniques, and 
data analytics methods to paint an in-depth picture of 
what users do, how they feel, what they need, and 
how they need it.  This ensures that we’re solving 
the right problem for users, and helps us develop 
products efficiently and effectively. 

	

At Innovenn, we believe fundamentally that listening 
to the key users (patients, health care providers, 
industry and advocacy) is critical to creating products 
that are successful for our clients and help users lead 
healthier, happier lives.  This co-creation philosophy 
drives us to understand our products’ users and 
involve them in the product creation process. 

 Risk Identification  
We then use our deep understanding of users – their 
needs, capabilities, limitations, contexts of use, and 
many other factors – to help identify potential use 
errors that may result in harm to the user.  A task 
analysis and associated risk analysis is conducted to 
identify critical tasks that could cause serious harm 
to the patient or user. The risk identification process 
is utilized to inform device design and risk mitigation 
planning. 
	

 Prototype Design  
A working prototype is created that allows us to 
assess the effectiveness of the various solutions and 
risk mitigation plans that have been developed.  
Once we have a working prototype, testing begins 
with users to be sure the design meets the key 
stakeholders’ needs.	

 UX Testing  
One of the core principles in Innovenn’s product 
development methodology is to co-create solutions 
with our clients and users.  We bring users (e.g., 
patients, care givers, HCPs, etc.) into the process 
during testing to evaluate the design and ensure the 
product meets their needs.  Based on the results of 
this formative testing, we update the risk as 
appropriate, improve the design, and iterate as 
needed until we’re confident that what has been 
designed is safe and will meet users’ needs.	
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