
CONSUL TING SERVICES 

Pre-Submissions 

Pre-Submission Meeting Request using the new FDA PreSTAR v.1 .1 template (Preparation. Teleconference, & 

Meeting Minutes). 

Determination of the regulatory pathway, predicate selection, or developing a testing plan may require 

additional hourly consulting if an FDA Special Controls Guidance is not obvious or your device is significantly 

different from cleared devices. 

Estimated Cost of Pre-Submission: $5,000 ·No FDA User Fee 

SlO( k) Submi ssion 

510(k) Submission or De Novo Request using the new FDA non-lVD eSTAR v5.3 and IVD eSTAR v5.3 templates 

(includes assisting with Al response requests). 

Bundled submissions or submissions with multiple predicates may cost more. 

Estimated Cost of 510(k) or De Novo: $17,500 *FDA User Fee is Separate

513(g) Submission 

We recommend the following content to be included if you believe your device requires a De 

• Device Description

• Draft Instructions for Use (user manual)

• Draft Labeling

• Classification Rationale as Class 1 or 2 

• Proposed Regulation Name & Number

• Proposed Special Controls

• Draft Benefit/Risk Analysis

• Risk Mitigation Table

Novo: 

• Alternative Procedures & Techniques to the Subject Device's Technology

• Your Efforts to Identify a Potential Predicate Device

Estimated Cost of 513(g): $6,000 "FDA User Fee is Separate 

Breakthrough Device 

Designation 

Since the submission content is nearly identical for a Breakthrough and a STeP, if a BDD is denied , we are 

willing to revise your submission to a STeP and resubmit. 

The Estimated Cost of Breakthrough Device Designation: $3,000 *No FDA User Fee 
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