
Can ENG make the 
Intent of use 

work? 
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Did you carefully 
Propose an Intent 

of use of your  
product? 

Does the Intent of 
Use mach the 

intent of use of 
already approved 

products? 

Is your QMS 
CFR21 compliant? 

Did ENG list of the 
Standards related 

to the Product 
development ? 

Does Finance 
agree with the 

budgets 
requested to 

prove the intent 
of use ? 

Does MKG Agree 
with the Proposed 

Intent of use? 

Can your Intent 
Use to mach the 
intent of use of 

already approved 
products? 

Did you 
carefully 

Define what 
has to be 
done to 

prove the 
Intent of 

Use ? 

Does the Technology 
Platform differ from 

the one of the already 
approved products? 

Is there Software 
in the product ? 

Do you have a 
QMS - QA/QC 

Policy ? 

Go for a DeNovo 
FDA submission 

Do the technology 
Difference 

introduce safety 
concerns? 

Can you afford  
and IND ? 

Develop Clinical 
Trials 

Develop Clinical 
IND roadmap 
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Go for a 
Predicates based 
Traditional 510k 

Identify FDA Product 
Code 

 Related FDA Guidelines 
and Standards 

Do you have QA-
QC CFR21 for 

Software? 

Will you 
outsource 

MFG ? 

Is your provider 
under your QA/QC 

framework ? 

Is the product 
validated Per 

QA/QC ? 

Prepare 510k 
Submission 

Do you have a 
Robust 

Manufacturing 
Transfer File ? 

Develop Economic 
Outcomes Trials 

Do you know Who 
Will Pay for you 

product ? 

Do you have a 
reimbursement 

Pathway ? 

Is this going to be 
a Retail Sale  ? 

Is this Going to be 
a Cost  / Defect / 

workflow 
reduction sale ? 

Did you Develop an 
Economic Outcomes 

Model ? 

Did you build a Pricing 
waterfall, and like the 
margin  implications ? 

Execute Economic 
Outcomes Trials 

IDE 

Pick another 
product  or Intent 
of Use and start 

again 

Identify KOL and 
Clinical Luminary Sites 

Establish an Insurance 
Company  Coverage 

and Payment  
Development Plan 

Implement Clinical 
and Economic  Trial 

( US ) 

FDA 
Approval 

Do you have funds to 
develop a Market 

Presence ? 

Execute 
Commercialization 

Other 
Approvals 

(per QA/QC) 
done ? 

This plan will take 4 to 6 years to implement 

This plan will take + 18 months 
from Start to publication  

Recruit a 
commercial 

Partner 
Or 

Hire Sales 

Do you qualify for 
FDA “Small 
Business” 

discounted fees? 

A question-based MedTech U.S. market entry workflow 

Need Help ? Contact us: 
www.mednest.com 


