October 21, 2021
Steve Ferry
NeuroVasx Inc.
5090 Suburban Drive
Excelsior, MN 55331
Dear Steve,
I wish to provide my thoughts on the NeuroVasx cPAX aneruysm filler and its
potential readiness for approved clinical use. I would note that I do not have any
financial interest in this product.
The overall concept, filling the aneurysm with embolic material to occlude its
lumen, is the same for the cPAX system as it is for comparable standard detachable
platinum coils. Delivery, detachment, and activity within the aneurysm appear very
equivalent between standard coils and cPAX. Thus, the endovascular therapist already
experienced in using platinum coils should be able to use cPAX without additional
training. Equeally important, the Clinical Summary demonstrates no new categories of
adverse events or safety concerns not already commonly experienced with the use of
platinum coils (e.g.: coil tail in parent artery, coil stretching). However, there are several
features of the cPAX System that improve the Risk/Benefit profile as compared to
platinum coils. The concept of a longer deliverable strand detachment with the ability to
detach at any point permits greater length of embolic material to be inserted into an
aneurysm per device, thereby permitting larger volume filling of the aneurysm more
quickly, with less need for multiple devices. Indeed, the Clinical Summary suggests
remarkable stability of even large and giant aneurysms at one year, suggesting
potentially better results in this aneurysm group compared to standard platinum coil
experience.
The relative radiolucency of the cPAX material is an overall benefit in
comparison to standard platinum: although "remnant flow" within a treated aneurysm
may be seen at the end of a case, the radiolucency gives the physician a better view of
any residual flow at the time of follow up.
The South American Case Series represents a most difficult set of aneurysms.
Many of these were large or giant aneurysms, creating potential problems for
endovascular packing. Many of the aneurysms demonstrated wide necks, which provides
a challenge for keeping the embolic material confined to the aneurysm lumen. Despite
these case selection challenges, I was impressed at the performance of the cPAX system
and its ability to provide long term occlusion in a very difficult aneurysm population.
The evaluation of the two patient populations shows that the overall results are
consistent with the current platinum coil treatments. The data from the two patient
populations, considered individually or as a whole, do not raise any new safety or
performance concerns when compared to the use of platinum coils.

In summary, I believe that the NeuroVasx cPAX Aneurysm Treatment System
represents a beneficial new tool in the endovascular treatment of cerebral aneurysms.
The clinical data supports that cPAX is no less safe or effective than the standard
platinum coils. I feel that these benefits outweigh potential drawbacks of bringing a new
device to clinical practice, and I would welcome the addition of this device into my own
clinical practice.
With kindest personal regards,

Andrew W. Grande, MD
Associate Professor of Neurosurgery, Neurology, Radiology
University of Minnesota

