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NaviSci Endomarker®

The NaviSci Endomarker, our 
bronchoscopy-based tissue marker, 
recently completed ex vivo testing 
and continues to advance toward in 
vivo testing in Q1 2023. The device 
recently cleared an administrative step 
necessary for Brigham and Women’s 
Hospital to begin testing. The program 
is funded through a $400,000 National 
Cancer Institute (NCI) SBIR/STTR grant.

Intellectual Property
During the quarter, we received two new trademark registrations 
for the J-BAR® and NaviSci Endomarker®. This adds to our 
previously registered trademarks Navigation Sciences®, 
NaviSci®, and iVATS®. Patent prosecution for the third quarter 
was primarily directed at pending patent applications,  
particularly in Europe and China. 

Conference Participation
Most recently, we 
attended AdvaMed, 
where we participated in 
the innovation forum for 
emerging companies.  
The meeting led to 
connections with several 
strategics, with whom we 
are following up to explore 
further potential alliances. 

Earlier in the fall, we participated in a Demo Day organized by 
Red Crow and the Physician Innovation Network of the American 
Medical Association. https://www.linkedin.com/feed/update/
urn:li:activity:6982789063334313985

During the quarter, our activities were focused on preparation 
for a pre-submission meeting with the FDA. We also attended 
several industry conferences in support of our business 
development efforts, including AdvaMed, the largest MedTech 
conference in the U.S., which raised our visibility among potential 
strategic partners.   

The conference participation provided additional perspective on 
the current financing environment, which, as you know, has been 
extremely challenging this year. Our approach, which parallels 
many others, has been to conserve cash and focus on reaching 
our next key milestone, the FDA pre-submission meeting. We 
implemented a plan in Q4 to conserve cash, and as a result are 
in an excellent position to meet our next milestone in early 2023.  

Clinical Study and FDA Pre-submission Meeting
Our final Investigational Device Exemption (IDE) report to the 
FDA has just been accepted by the Agency.  The report details 
the clinical study results, and FDA acceptance indicates we are 
aligned with the Agency on the trial findings. We will submit 
a request shortly for a pre-submission meeting. The pre-
submission meeting typically occurs 60-90 days after the  
meeting request, so we anticipate it will occur in Q1 2023.  
The objective of the meeting is to validate our FDA pathway, 
including the primary predicate device for the 510(k) application, 
as well as review our clinical study and ex vivo data. 

Product Development
We made significant progress with both software and  
hardware development. 

We have finished the 
software Phase I & 
II segments on User 
Design (UX) GUI, refined 
wireframes, and produced 
a complete prototype. 

In addition, we completed a cart design and User Experience 
study, another FDA requirement for the 510(k). In the study, a 
group of nurses simulated using the device and cabling in an 
operating room environment. The product fared well in the 
study; a few minor refinements were suggested.
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Alan also was  a speaker on a panel at the Northern New England 
MedTech Conference entitled, “The Founder Perspective: From 
Day Zero to Series A.”  

We also participated in the RESI Boston Innovator’s Pitch 
Challenge. The following is a link to our presentation page: 
https://resiconference.com/resi-boston-2022-live-agenda/
innovators-pitch-challenge/navigation-sciences/. 

We appreciate your support.

Sincerely,

 
Alan Lucas, CEO 
alan.lucas@navisci.com  
www.navigationsci.com  
617.834.2829

 
Navigation Sciences is on LinkedIn. Follow us for  
the latest, news, updates and upcoming events. 

Northern New England MedTech Conference
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