JASON M. JOHNSON, MD, MBA

REPORT

Re: Hon. Pauline Newman
DOB: 06/20/1927

I am a board-certified diagnostic radiologist with a certificate of added qualification in
neuroradiology following a fellowship in diagnostic neuroradiology at Massachusetts General
Hospital / Harvard Medical School and a fellowship in pediatric neuroradiology at the University
of California San Francisco. I have 13 years of dedicated neuroradiology experience and am
currently an Associate Professor of Radiology and Biomedical Imaging at Yale University where
I also serve as the Chief of Neuroradiology. I am also a Colonel in the United States Air Force and
currently serve as the Chief of Aerospace Medicine for the 147" Attack Wing of the Texas Air
National Guard. I have military training in aerospace medicine and accident investigation. I have
written more than 25 chapters on topics of neuroradiology and approximately 100 peer-reviewed
scientific articles. My curriculum vitae is attached.

This report will summarize my findings and opinions as an expert regarding a report from Dr.
Aaron Filler dated 9/17/2024 regarding Hon. Pauline Newman. Dr. Filler provided conclusions
regarding his interpretation of a perfusion computed tomography (CT) of the brain with contrast
performed on 8/22/2024.

My opinions reflect the results of evaluation of Judge Newman’s neuroimaging studies as provided
by Dr. Filler. I have not met or personally examined Judge Newman. No doctor-patient relationship
has been established.

I am being compensated for my time in this matter at my customary rate of $650 an hour.

The materials I have examined are the following:

e Report Dr. Aaron Filler dated 9/17/2024.
e Perfusion CT interpretation report from Dr. M. Reza Taheri dated 8/22/2024.
e Processed perfusion CT JPEG images.

MY INTERPRETATION OF THE NEUROIMAGING:
Perfusion CT of the brain with contrast 8/22/2024:
The raw data from this examination is not available for my review or independent processing. The

submitted data consists of 134 JPEG images processed by i-RAPID AI CTP iSchemaView
software. The Food and Drug Administration 510(k) clearance indication for this software is, “...
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can be used by physicians to aid in the selection of acute stroke patients (with known occlusion of
the intracranial internal carotid artery or proximal middle cerebral artery).”!

The provided images reveal a satisfactory quality examination without findings of significant
motion or artifact. The data suggests no evidence of an acute arterial infarction or evidence of
abnormal regional cerebral blood flow or increased blood transit time.

On page 1 of the report, Dr. Filler annotated an image from the Perfusion CT (Series 231, Image
16) with arrows labelling “High Focal Blood Flow in Right Hippocampal Region” and “High Focal
Blood Flow in Left Hippocampal Region.” These labels are incorrect and what Dr. Filler has
designated with his arrows are not the hippocampi.

The annotated image provided in the report by Dr. Filler (page 1) and included as Figure 1 below
is an image of a slice of the brain at a position higher (closer to the top of the head) than the level
of the hippocampi. The hippocampi reside below the level of the putamen and Sylvian fissure -
which as my annotations show (Figure 2) are visible on this image. The annotated red areas in the
images are related to significant concentration of iodine in the large cerebral arteries and veins.
They do not reflect blood flow to the hippocampi. In fact, elevated relative cerebral blood flow to
this degree would be pathologic if observed in the hippocampus.

''U.S. Food and Drug Administration, Center for Devices and Radiological Health. Rapid Section 510(k) K213165
approval letter, February 8, 2022. Retrieved February 6, 2025, from
https://www.accessdata.fda.gov/cdrh_docs/pdf21/K213165.pdf.
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Hon. Pauline Newman
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Figure 1. Annotated image from Page 1 of Dr. Filler's report dated 9/17/2024.
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Figure 2. Dr. Johnson's annotation of the processed image which was annotated above.

I also disagree with Dr. Filler’s assertion that a Perfusion CT examination can be utilized to rule
out apparent cognitive dysfunction.

Perfusion CT examinations and specifically the chosen data processing methodology have not
been FDA approved and is not marketed for the evaluation of cognitive function. The Food and
Drug Administration 510(k) clearance indication for this software is, “... can be used by physicians
to aid in the selection of acute stroke patients (with known occlusion of the intracranial internal
carotid artery or proximal middle cerebral artery).”

Dr. Filler points to a limited number of articles indicating preliminary research suggesting a
relationship between cerebral perfusion and certain types of dementia at the population level, but
Perfusion CT has not been demonstrated to reliably identify individuals as either having or NOT
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having cognitive dysfunction. The use of Perfusion CT to exclude cognitive dysfunction is not
considered as a reasonable standard of care in clinical practice. Perfusion CT has not been
demonstrated to be either sensitive (consistently identifying patients with cognitive impairment)
or specific (consistently excluding patients without cognitive impairment).

The pretest likelihood that Judge Newman has a cognitive dysfunction should be considered
unchanged by this examination. This test should not be construed as either ruling in or excluding
the likelihood that a cognitive dysfunction is present.

I reserve the right to amend these opinions after review of any discovery documents and should
any additional medical records become available.

My opinions are offered to a reasonable degree of medical certainty.

I hereby certify that the foregoing opinions and disclosures are true and correct to the best of my
knowledge under penalty of perjury pursuant to 28 U.S.C. 1746.

Chnm Pl

Jason M. Johnson, MD, MBA
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Indications for Use See PRA Statement below.

510(k) Number (if known)

K213165

Device Name
Rapid

Indications for Use (Describe)

Rapid is an image processing software package to be used by trained professionals, including but not limited to physicians and medical technicians.
The software runs on a standard off-the-shelf computer or a virtual platform, such as VMware, and can be used to perform image viewing, processing
and analysis of images. Data and images are acquired through DICOM compliant imaging devices.

Rapid provides both viewing and analysis capabilities for functional and dynamic imaging datasets acquired with CT, CT Perfusion (CTP), CT
Angiography (CTA), and MRI including a Diffusion Weighted MRI (DWI) Module and a Dynamic Analysis Module (dynamic contrast-enhanced
imaging data for MRI and CT).

The CT analysis includes NCCT maps showing areas of hypodense and hyperdense tissue.
The DWI Module is used to visualize local water diffusion properties from the analysis of diffusion - weighted MRI data.

The Dynamic Analysis Module is used for visualization and analysis of dynamic imaging data, showing properties of changes in contrast over time.
This functionality includes calculation of parameters related to tissue flow (perfusion) and tissue blood volume.

Rapid CT-Perfusion and Rapid MR-Perfusion can be used by physicians to aid in the selection of acute stroke patients (with known occlusion of the
intracranial internal carotid artery or proximal middle cerebral artery)

Instructions for the use of contrast agents for this indication can be found in Appendix A of the User’s Manual. Additional information for safe and
effective drug use is available in the product-specific iodinated CT and gadolinium-based MR contrast drug labeling.

In addition to the Rapid imaging criteria, patients must meet the clinical requirements for thrombectomy, as assessed by the physician, and have none
of the following contraindications or exclusions:

. Bolus Quality: absent or inadequate bolus.
. Patient Motion: excessive motion leading to artifacts that make the scan technically inadequate
. Presence of hemorrhage

Type of Use (Select one or both, as applicable)
X Prescription Use (Part 21 CFR 801 Subpart D) [_] Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect

of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (6/20) Page lofl PSC Publishing Services (301) 443-6740  EF


mailto:PRAStaff@fda.hhs.gov

iSchemaView - Traditional 510(k) Rapid
510(k) Summary
510(k) Summary
iSchemaView, Inc.’s Rapid

This document contains the 510(k) summary for the iSchemaView Rapid. The content of this
summary is based on the requirements of 21 CFR Section 807.92(c).

Applicant Name and Address:

Name: 1SchemaView, Inc.

Address: 1120 Washington St., Suite 200
Golden, CO 80401

Official Contact: Jim Rosa
Phone: (303) 704-3374

Email: rosa@ischemaview.com

Summary Preparation Date: “September 24, 2021

Device Name and Classification:

Trade Name: iSchemaView Rapid

Common Name: PACS — Picture Archiving Communications
System

Classification: II

Product Code: Primary: QIH, Secondary: LLZ

Regulation No: 21 C.F.R. §892.2050

Classification Radiology Devices

Panel:

Predicate Devices:

The iSchemaView Rapid is claimed to be substantially equivalent to the following legally
marketed predicate devices:

Primary: qER-Quant (K211222)
Secondary: iSchemaView Rapid (K182130)

Previous Related FDA Submission:

iSchemaView Rapid (K121447)
iSchemaView Rapid (K172477)
iSchemaView Rapid (K182130)

Device Description:

Rapid is a software package that provides for the visualization and study of changes in tissue
using digital images captured by diagnostic imaging systems including CT (Computed

Page 5-1 of 5-11


mailto:rosa@ischemaview.com

iSchemaView - Traditional 510(k) Rapid
510(k) Summary

Tomography) and MRI (Magnetic Image Resonance), as an aid to physician diagnosis.
Rapid can be installed on a customer’s Server or it can be accessed online as a virtual system.
It provides viewing, quantification, analysis and reporting capabilities.

Rapid works with the following types of (DICOM compliant) medical image data:

e CT (Computed Tomography)
e MRI(Magnetic Image Resonance)

Rapid acquires (DICOM compliant) medical image data from the following sources:

e DICOMfile
e DICOM CD-R
e Network using DICOM protocol

Rapid provides tools for performing the following types of analysis:

selection of acute stroke patients for endovascular thrombectomy

volumetry of thresholded maps

time intensity plots for dynamic time courses

measurement of mismatch between labeled volumes on co-registered image
volumes

e large vessel density

Rapid is a Software as a Medical Device (SaMD) consisting of one or more Rapid Servers
(dedicated or virtual). The Rapid Server is an image processing engine that connects to a
hospital LAN, or inside the Hospital Firewall. It can be a dedicated Rapid Server or a VM
Rapid appliance, which is a virtualized Rapid Server that runs on a dedicated server.

Rapid is designed to streamline medical image processing tasks that are time consuming and
fatiguing in routine patient workup. Once Rapid is installed it operates with minimal user
interaction. Once the CT (NCCT, CT, CTA) or MR (MR, MRA) data are acquired, the CT or
MRI console operator selects Rapid as the target for the DICOM images, and then the operator
selects which study/series data to be sent to Rapid. Based on the type of incoming DICOM data,
Rapid will identify the data set scanning modality and determine the suitable processing module.
The Rapid platform is a central control unit which coordinates the execution image
processing modules which support various analysis methods used in clinical practice today:

e Rapid CTP/MRP, DWI, Dynamic Analysis (Original: K121447, Updated with K172477;
and K182130);

e Rapid CTA (K172477);

e Rapid ASPECTS(K190395);
e Rapid ICH (K193087);

e Rapid LVO (K200941);

The iSchemaView Server is a dedicated server that provides a central repository for Rapid
data. All iSchemaView Server data is stored on encrypted hard disks. It also provides a
user interface for accessing Rapid data. It connects to a firewalled Data Center Network and
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has its own firewall for additional cyber/data security. The iSchemaView Server connects to
one or more Rapid Servers via WAN. Available types of connection include VPN (Virtual
Private Network - RFC2401 and RFC4301 Standards) Tunnel and SSH (Secure Shell).

Indications for Use:

Rapid is an image processing software package to be used by trained professionals,
including but not limited to physicians and medical technicians. The software runs on
a standard off-the-shelf computer or a virtual platform, such as VMware, and can be
used to perform image viewing, processing and analysis of images. Data and images
are acquired through DICOM compliant imaging devices.

Rapid provides both viewing and analysis capabilities for functional and dynamic
imaging datasets acquired with CT Perfusion (CTP), CT Angiography (CTA), and
MRI including a Diffusion Weighted MRI (DWI) Module and a Dynamic Analysis
Module (dynamic contrast-enhanced imaging data for MRI and CT).

The CT analysis includes NCCT maps showing areas of hypodense and hyperdense
tissue.

The DWI Module is used to visualize local water diffusion properties from the
analysis of diffusion - weighted MRI data.

The Dynamic Analysis Module is used for visualization and analysis of dynamic
imaging data, showing properties of changes in contrast over time. This functionality
includes calculation of parameters related to tissue flow (perfusion) and tissue blood
volume.

Rapid CT-Perfusion and Rapid MR-Perfusion can be used by physicians to aid in the
selection of acute stroke patients (with known occlusion of the intracranial internal carotid
artery or proximal middle cerebral artery)

Instructions for the use of contrast agents for this indication can be found in Appendix A of
the User’s Manual. Additional information for safe and effective drug use is available in
the product-specific iodinated CT and gadolinium-based MR contrast drug labeling.

In addition to the Rapid imaging criteria, patients must meet the clinical requirements for

thrombectomy, as assessed by the physician, and have none of the following

contraindications or exclusions:

¢ Bolus Quality: absent or inadequate bolus.

e Patient Motion: excessive motion leading to artifacts that make the scan technically
inadequate

e Presence of hemorrhage
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Technological Characteristics:

Rapid performs the following functions:

e processes DICOM images from multiple sources to provide visualization of changes
of tissue perfusion, diffusion and change.

e receives DICOM images from external DICOM image providers (modalities (CT/MRI
Scanners), PACS and Workstations) and sends DICOM images to external image
consumers.

e processes requests, statuses and results, and references therein, which are stored ina
searchable database

e processing status is available through a web browser using HTTP, HTML and PHP.

e for NCCT images, a motion filter (AI/ML) is employed which provides a textual
overlay on an image suspected of having motion artifacts, without distorting the
original image

e cansend summary results to the user over email. For this, Rapid generally connects to
the infrastructure of the medical partner (e.g., the hospital). In particular, Rapid uses
a SMTP protocol with security extensions to provide secure communications.

Rapid is available in the following configurations:

e Standard Rapid, which is installed directly on a customer's Linux-based server and
integrated with medical image processing software such as commercial PACS.

e Virtual Rapid, wherein the user accesses Rapid online and uses it to process DICOM
images otherwise available on his/her computer.

Rapid is a DICOM-compliant PACS software that provides comprehensive functionality to
transfer, process, and display modality specific imaging data. Rapid runs on standard "off-
the- shelf' computer and networking hardware. Rapid is entirely independent from CT,
MRI, or independent PACS platforms. It supports secure VPN (Virtual Private Network)
networking or encapsulated Secure Shell (SSH), and seamlessly integrates into an existing
radiological data network.

NCCT Motion Artifact AI/ML Module Performance:

Training was performed on 23066 (Pos:1021, Neg:12877) axial image slices from multiple
sites, training validation included 5906 (pos: 422,neg: 5484) with a test set of 3262
(pos:2914, neg:348) images. Slice thickness ranged from 1.2-6.0 mm; The optimal
performance for the final engineering solution showing an optimal AUC = 0.95,
Sensitivity=0.95, Specificity=0.96. Samples were obtained from Siemens, GE, Toshiba,
Philips, and Neurologica.

For final independent validation, an N=619 was used with ground truth established by 3
experienced truthers. Testing was performed independent of the development group to avoid
bias. The primary endpoint was passed (weak artifact = 0) with Sensitivity =
0.91(0.83,0.95) and Specificity = 0.86(0.83,0/89) with AUC = 0.96(0.94,0.97). The cases
were split Male:55%, Female 45% with an age range or 32-88 years. The samples were
primarily from Siemens with GE mixed.
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Clinical Characteristics:

The primary users of Rapid software are medical imaging professionals who analyze tissue
using CT or MRI images. The images generated by Rapid provide additional diagnostic
information, which is derived from the temporal/diffusion/density features of the native CT or
MRI images.

Rapid CT Perfusion and Rapid MRI can be used by physicians to select acute stroke patients
for endovascular thrombectomy. The recommended selection criteria are listed in the table
below. Patients must meet the clinical requirements for thrombectomy as assessed by the
physician.

Performance Standards:

Rapid has been developed in conformance with the following standards, as applicable:
EN ISO 14971:2019 Application of Risk Management to Medical Devices
IEC 62304:2016 Medical device software — Software lifecycle processes
IEC 62366:2015 Application of Usability Engineering to Medical Devices
NEMA PS 3.1-3.20  Digital Imaging and Communications in Medicine (DICOM)

Performance Data:

Rapid complies with DICOM (Digital Imaging and Communications in Medicine) - Developed
by the American College of Radiology and the National Electrical Manufacturers Association.
NEMA PS 3.1 - 3.20.

Additionally, iISchemaView conducted extensive performance validation testing and software
verification and validation testing of the Rapid system. This performance validation testing
demonstrated that the Rapid system provides accurate representation of key processing
parameters under a range of clinically relevant parameters and perturbations associated with the
intended use of the software. Software performance, validation and verification testing
demonstrated that the Rapid system met all design requirements and specifications.

Prescriptive Statement:
Caution: Federal law restricts this device to sale by or on the order of a physician.

Safety & Effectiveness:

Rapid has been designed, verified and validated in compliance with 21 CFR, Part 820.30
requirements. The device has been designed to meet the requirements associated with EN ISO
14971:2019 (risk management). The Rapid System performance has been validated through the
use of phantoms and case data.

Substantial Equivalence:

Rapid is as safe and effective as the previously cleared Rapid (K182130) with an extension of
two parameters similar to the hyperdensity defined in qER-Quant (K211222). Rapid has the
same intended use and similar indications, technological characteristics and principles of
operation as its predicate devices. Rapid raises no new issues of safety or effectiveness
compared to qER-Quant (K211222) or Rapid (K182130), as demonstrated by the testing
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conducted with Rapid that confirms the software reliably processes and supports analysis of
CT and MRI medical images for tissue evaluation. Thus, the Rapid software is substantially
equivalent. The claims have been expanded to include the use of Rapid to show areas of
hypodensity and hyperdensity and NCCT Motion Suspicion (AI/ML).
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Substantial Equivalence Discussion:

Parameter Rapid (K182130) — Secondary qER-Quant (K211222) - Primary Rapid
Product Code LLZ QIH QIH, LLZ
Regulation 21 CFR §892.2050 21 CFR §892.2050 21 CFR §892.2050

Intended Use/ Indications
for

Use

iSchemaView's Rapid is an image
processing software package to be used
by trained professionals, including but
not limited to physicians and medical
technicians. The software runs on a
standard off-the-shelf computer or a
virtual platform, such as VMware, and
can be used to perform image viewing,
processing and analysis of images.
Data and images are acquired through
DICOM compliant imaging devices.

The iSchemaView Rapid provides both
viewing and analysis capabilities for
functional and dynamic imaging datasets
acquired with CT Perfusion, CT
Angiography, and MRI including a
Diffusion Weighted MRI (DWI) Module
and a Dynamic Analysis Module
(dynamic contrast-enhanced imaging
data for MRI and CT).

The DWI Module is used to visualize
local water diffusion properties from
the analysis of diffusion - weighted
MRI data.

The Dynamic Analysis Module is used
for visualization and analysis of dynamic
imaging data, showing properties of
changes in contrast over time. This
functionality includes calculation of
parameters related to tissue flow
(perfusion) and tissue blood volume.

Rapid CT-Perfusion and Rapid MR-

The gER-Quant device is intended
for automatic labeling, visualization
and quantification of segmentable
brain structures from a set of Non-
Contrast head CT (NCCT) images.
The software is intended to automate
the current manual process of
identifying, labeling and quantifying
the volume of segmentable brain
structures identified on NCCT
images.

qER-Quant provides volumes from
NCCT images acquired at a single
time point and provides a table with
comparative analysis for two or more
images that were acquired on the
same scanner with the same image
acquisition protocol for the same
individual at multiple time points.

The qER-Quant software is indicated
for use in the analysis of the
following structures: Intracranial
Hyperdensities, Lateral Ventricles
and Midline Shift.

Rapid is an image processing software
package to be used by trained
professionals, including but not limited
to physicians and medical technicians.
The software runs on a standard off-the-
shelf computer or a virtual platform,
such as VMware, and can be used to
perform image viewing, processing and
analysis of images. Data and images are
acquired through DICOM compliant
imaging devices.

Rapid provides both viewing and
analysis capabilities for functional and
dynamic imaging datasets acquired with
CT, CT Perfusion (CTP), CT
Angiography (CTA), and MRI including
a Diffusion Weighted MRI (DWI)
Module and a Dynamic Analysis Module
(dynamic contrast-enhanced imaging
data for MRI and CT).

The CT analysis includes NCCT maps
showing areas of hypodense and
hyperdense tissue.

The DWI Module is used to visualize
local water diffusion properties from the
analysis of diffusion - weighted MRI
data.

The Dynamic Analysis Module is used
for visualization and analysis of dynamic
imaging data, showing properties of
changes in contrast over time. This
functionality includes calculation of
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Perfusion can be used by physicians to
aid in the selection of acute stroke
patients (with known occlusion of the
intracranial internal carotid artery or
proximal middle cerebral artery)

Instructions for the use of contrast agents
for this indication can be found in
Appendix A of the User’s Manual.
Additional information for safe and
effective drug use is available in the
product-specific iodinated CT and
gadolinium-based MR contrast drug
labeling.

In addition to the Rapid imaging criteria,
patients must meet the clinical
requirements for thrombectomy, as
assessed by the physician, and have none
of the following contraindications or
exclusions.

Contraindications/Exclusions:

e  Bolus Quality: absent or
inadequate bolus.

e  Patient Motion: excessive motion
leading to artifacts that make the
scan technically inadequate

e  Presence of Hemorrhage

parameters related to tissue flow
(perfusion) and tissue blood volume.

Rapid CT-Perfusion and Rapid MR-
Perfusion can be used by physicians to aid in
the selection of acute stroke patients (with
known occlusion of the intracranial internal
carotid artery or proximal middle cerebral

artery)

Instructions for the use of contrast agents for
this indication can be found in Appendix A
of the User’s Manual. Additional
information for safe and effective drug use is
available in the product-specific iodinated
CT and gadolinium-based MR contrast drug
labeling.

In addition to the Rapid imaging criteria,
patients must meet the clinical requirements
for thrombectomy, as assessed by the
physician, and have none of the following
contraindications or exclusions.

Contraindications/Exclusions:

e  Bolus Quality: absent or inadequate
bolus.

e  Patient Motion: excessive motion
leading to artifacts that make the
scan technically inadequate

e  Presence of hemorrhage

PACS Functionality

Basic PACS Functions

Software package which interfaces to a
PACS or allows viewing within the
application

Viewing through user PACS

Same

Computer Platform

Standard off-the-shelf Hardware: On-
Premise

Standard off-the-shelf Hardware: On-
Premise and Secure Cloud

Standard off-the-shelf Hardware: On-
Premise

Software Traditional Coding AI/ML Mixed Traditional and AI/ML(NCCT
Motion Filter)
DICOM Compliance Yes Yes Yes
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PACS and DICOM file systems

Functional Overview Rapid is a software package that Same Same
provides for the visualization and
study of changes of tissue in digital
images captured by CT and MRI.
Rapid provides viewing and
quantification.

Data/Image Types Computed Tomography (CT) via Same Same
DICOM Format
Magnetic Image Resonance (MRI) via | Not supported Supported
DICOM Format
Acquisition and Modalities Features

MRI Diffusion Weighted Image (DWI) Not supported Supported
Dynamic Analysis tissue flow Not supported Supported
(perfusion) and tissue blood volume

cT CT Perfusion (CTP) Not supported Supported
CTA-large vessel density analysis Not Supported Supported
Computed Parameter Maps

Diffusion MRI Isotropic DWI (isoDWI) Not supported Supported
ADC Not supported Supported
Trace of diffusion tensor (Trace) Not supported Supported
Fractional Anisotropy (FA) and color | Not supported Supported
FA

Perfusion MRI and Cerebral blood flow (CBF) Not supported Supported

Perfusion CT Cerebral blood volume (CBV) Not supported Supported
Mean transit time (MTT) Not supported Supported
Tissue residue function time to peak Not supported Supported
(Tmax)
Measurement Tools

MRI and CT Tools Arterial input function (AIF)Venous Not supported Supported
output function
(VOF)
Time-course Not supported Supported
Mask Not supported Supported
Region of interest (ROI) and Not supported Supported
Volumetry
Kglllémetric comparison between 2 Not supported Supported
Motion correction Not supported Supported
Export perfusion and diffusion files to | Not supported Supported
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Acquire, transmit, process, and store Not supported Supported
medical images

[Thrombectomy Selection of Patients meeting criteria | Supported Supported
for Thrombectomy

INCCT Hyperdensity (Not included) Supported Supported
Hypodensity (Not included) Not supported Supported
Motion Artifact Filter (Not included) | Not supported Supported
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Conclusion:

In conclusion, the iSchemaView Rapid is substantially equivalent in intended use, technological
characteristics, safety, and performance characteristics to the legally marketed predicate devices,
qER-Quant (K211222) and Rapid (K182130).
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Jason Michael Johnson, MD, MBA, DABR

09/2019 - 08/2023  Associate Professor, Neuroradiology, The University of Texas MD Anderson
Cancer Center, Houston, TX

10/2023 - 06/2028  Associate Professor on Term, Radiology and Biomedical Imaging, Yale School of
Medicine, New Haven, CT

Administrative Positions:

2015 - 2021 Operations Committee Representative, Diagnostic Imaging, The University of
Texas MD Anderson Cancer Center, Houston, TX

2016 - 2019 Directory of Neuroradiology Magnetic Resonance Imaging, Diagnostic Radiology,
The University of Texas MD Anderson Cancer Center, Houston, TX

2016 - 2023 Co-Director of Advanced Neurologic Imaging Program, Neuroradiology, The
University of Texas MD Anderson Cancer Center, Houston, TX

2023 - Present Section Chief, Neuroradiology, Yale School of Medicine, New Haven, CT

Board Certification:
2011-2024 AB of Radiology, Diagnostic Radiology
2013 - 2024 AB of Radiology, Neuroradiology

Professional Honors & Recognition:

International/National/Regional

2009 Leading Scientific Advancements in Medical Imaging, Radiologic Society of North
America

2010 Roentgen Resident/Fellow Research Award, Radiologic Society of North America

2011 Certificate of Merit, Radiologic Society of North America

2011 Cum Laude Award, Radiologic Society of North America

2013 Air Force Outstanding Unit Award, United States Air Force

2013 Air Force Training Ribbon, United States Air Force

2014 Air Force Achievement Medal, United States Air Force

2017 Air Force Commendation Medal, United States Air Force

2017 Air Force Expeditionary Service Ribbon, United States Air Force

2017 Air Force Expeditionary Service Ribbon with Gold Border, United States Air Force

2017 Meritorious Service Medal, United States Air Force

2018 Global War on Terrorism Service Award, United States Air Force

2018 Humanitarian Service Award, United States Air Force

2018 National Defense Service Medal, United States Air Force

2018 Leading Scientific Advancements in Medical Imaging, Radiological Society of North
America

2019 International Society of Magnetic Resonance in Medicine Magna Cum Laude Merit
Award, International Society of Magnetic Resonance in Medicine

2019 Korean Defense Service Medal, United States Air Force

2019 Aerial Achievement Medal, United States Air Force

2019 Air Medal, United States Air Force



2020
2024
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Robert D. Zimmerman Scientific Award, The Eastern Neuroradiological Society
Meritorious Service Medal, United States Air Force

Yale University/Yale School of Medicine/Hospital System

2016

2016
2017

Other
2003 - 2004
2004

2004

2008
2010

Diagnostic Radiology Enhancement Award, The University of Texas MD Anderson
Cancer Center

Recognition for Act Project, The University of Texas MD Anderson Cancer Center
Pilot Research Program Award, The University of Texas MD Anderson Cancer
Center

Young Investigator Award, Yuma Friends of Arizona Health Sciences Center
Leadership Award, Shubitz Family Clinic / Commitment to Underserved People
Representative of the Year, The University of Arizona Graduate & Professional
Student Council

Resident Award in Informatics, University of Vermont, Department of Radiology
Resident Award in Informatics, University of Vermont, Department of Radiology

Grants/Clinical Trials History:

Past Grants
Agency:
I.D.#:

Title:

P.l.:
Role:

Percent effort:

Total costs:

Project period:

Agency:
I.D.#:
Title:

P.l.:
Role:

Percent effort:

Total costs:

Project period:

Agency:

NIH/NCI

RO1 CA231513

Development and dissemination of clinical CEST MRI acquisition and analysis
method for cancer imaging applications

Marty Pagel, PhD

Co-Investigator

1%

$2,039,450.00

12/01/2018 - 11/30/2023

NIH/NCI

FP00014104

Quantitative Imaging Biomarker Prospective Validation of Dynamic Contrast-
Enhanced MRI as a Metric of Orodental Injury After Radiotherapy (Ql-ProVE-
MRI)

Stephen Y. Lai, MD, PhD

Co-Investigator

1%

$2,486,689.00

07/01/2022 - 08/30/2023

Blue Earth Diagnostics
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Title:

Role:

Percent effort:

Total costs:

Project period:

Agency:
I.D.#:
Title:
P.l.:
Role:

Percent effort:

Total costs:

Project period:
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I.D.#:
Title:

Role:

Percent effort:

Total costs:

Project period:

Agency:
I.D.#:
Title:

P.l.:
Role:

Percent effort:

Total costs:

Project period:

Agency:
I.D.#:
Title:

Role:

Percent effort:

Total costs:

Jason Michael Johnson, MD, MBA, DABR

HIC# 080950034072

Study of F18 Fluciclovine PET CT for Assessment of Glioblastoma Tumor Volume
and Radiation Response

Principal Investigator

5%

$60,000.00

06/01/2018 - 08/30/2023

Arizona Disease Control Research Commission

0055-66-01

Genetic basis of Auriculo-Condylar Syndrome in 2 Arizona Families
David Duggan, PhD

Sub-PI

10%

$150,000.00

07/22/2005 - 08/01/2008

UTMDACC Diagnostic Imaging Clinical Research Committee
2018-0659

Dual Time Point FDG PET Imaging Optimization for the Evaluation of
Glioblastoma

Principal Investigator

10%

$124,520.00

05/19/2016 - 08/17/2020

NIH/NCI

1R01DE025248-01

Using Dynamic Contrast-Enhanced Magnetic Resonance Imaging (DCE-MRI) to
Establish Objective Clinical Outcome Measures for Mandibular
Osteoradionecrosis

Stephen Y. Lai, MD, PhD

Co-Investigator

2%

$938,430.00

04/01/2017 - 03/31/2021

American Society of Head and Neck Radiology

2017-0826

Post-treatment Assessment of Head and Neck Tumors Following Definitive
Chemoradiation Therapy

Principal Investigator

1%

$23,700.00



Project period:

Agency: UTMDACC Diagnostic Imaging Clinical Research Committee

I.D.#: 2018-0303

Title: Advanced CT Imaging Optimization for the Detection of Intracranial Metastasis
Role: Principal Investigator

Percent effort: 5%

Total costs: $35,000.00

Project period:

06/30/2017 - 06/29/2021

12/29/2017 - 12/29/2023

Agency: The Brockman Foundation
I.D.#: 01

Title: The Brockman Foundation
P.l.: Ganesh Rao, MD, PhD
Role: Co-Investigator

Percent effort:

Total costs:

Project period:

Pending Clinical Trials

1%
$2,173,913.00
04/01/2020 - 03/31/2023

Agency: -

I.D.#: 2000038610

Title: Imaging Neuroplasticity in Focal Lesions
P.l.: Luca Pasquini

Role: Sub-Investigator

Percent effort: N/A

Total costs: -

Agency: -

I.D.#: 2000038843

Title: Clinical Neuroplasticity Repository
P.l.: Luca Pasquini

Role: Sub-Investigator

Percent effort:

Total costs:

Project period:

N/A

11/13/2024 - ongoing
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Invited Speaking Engagements, Presentations & Workshops Not Affiliated With Yale:

International/National

1.  "Pearls and pitfalls of magnetic resonance perfusion imaging in the evaluation of central nervous
system neoplasms". European Society of Neuroradiology , 38th European Society of
Neuroradiology Annual Meeting, Naples, Campania, September 2015. (Oral Presentation)
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2. "Practical case-based discussions of single vs fractionated stereotactic radiosurgery for benign
brain tumors". American Society for Radiation Oncology , American Society for Radiation Oncology
60th Annual Meeting, San Antonio, TX, September 2018. (Lecture)

3. "Alin Skull Base Surgery, Head and Neck Radiology". North American Skull Base Society, North
American Skull Base Society Annual Meeting, Atlanta, GA, February 2024. (Other)

4. "It Takes a Village: How to Create a Research Team". American Society of Neuroradiology,
American Society of Neuroradiology Annual Meeting, Las Vegas, NV, May 2024. (Lecture)

Regional

1. "Case Presentations of Tumor and Tumor-like Conditions: Evaluation with Advanced Imaging". New
York University Section of Neuroradiology, Visiting Professor, New York, NY, May 2015. (Lecture)

2. "Unusual Cases in Neuroradiology". North Shore / Long Island Jewish Medical Center Department
of Radiology, Visiting Professor, Manhasset, NY, July 2015. (Lecture)

3.  "Advanced Imaging in Tumors and Tumor-like Conditions". University of Vermont Department of
Radiology, Grand Rounds, Burlington, VT, August 2015. (Lecture)

4. "Advanced Brain Tumor Imaging". Tufts Medical Center Department of Radiology, Visiting
Professor, Boston, MA, September 2015. (Lecture)

5.  "Cutting-edge MRI". Eastern Neuroradiological Society, 27th Annual Meeting of the Eastern
Neuroradiological Society, Newport, RI, September 2015. (Oral Presentation)

6. "Zebras and Unicorns: Rare and Exotic Cases in Neuroradiology". Stanford University Section of
Neuroradiology, Visiting Professor, Palo Alto, CA, October 2015. (Lecture)

7. "Select Cases with MR Perfusion and Spectroscopy". Visiting Professor, San Francisco, CA, October
2015. (Lecture)

8. "Advanced Neuro-Imaging of Brain Lesions". University of South Alabama Department of
Radiology, Grand Rounds, Mobile, AL, April 2016. (Lecture)

9. "Zebras and Unicorns in Neuroradiology". Visiting Professor, New York, NY, June 2016. (Lecture)

10. '"Difficulties in Glioblastoma Treatment Assessment". Massachusetts General Hospital / Harvard
Medical School Section of Neuroradiology, Visiting Professor, Boston, MA, March 2018. (Lecture)

11. "Challenges in Glioblastoma Imaging: 2018". Columbia University Department of Radiology, Visiting
Professor, New York, NY, May 2018. (Lecture)

12. "Providing Added Clinical Value in Imaging of Glioblastoma". University of California San Francisco
Department of Radiology & Biomedical Imaging, Visiting Professor, San Francisco, CA, September
2018. (Lecture)

13. "Defeating Glioblastoma: The Terminator". Stanford University Section of Neuroradiology, Visiting
Professor, Palo Alto, CA, September 2018. (Lecture)

14. "Business in Radiology". Diagnostic Radiology Residency Training Program at Bridgeport Hospital,
Bridgeport Hospital Diagnostic Radiology Noon Lecture, Bridgeport, CT, April 2024. (Lecture)

15. "PET Imaging for Head and Neck Cancer". University of California, Midwest Head and Neck Imaging
Conference 2024, Chicago, IL, April 2024. (Lecture)

16. "Opportunities in Imaging Glioblastoma: PET and Advanced MRI". Zucker School of Medicine at
Hofstra/Northwell, Zucker School of Medicine at Hofstra/Northwell Residency in Diagnostic
Radiology Conference Series, Hempstead, NY, September 2024. (Lecture)

17. "Cutting-edge Innovations in Advanced Brain Tumor Imaging". Massachusetts General Hospital /

Harvard Medical School Neuroradiology Grand Rounds, Boston, MA, October 2024. (Lecture)
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Peer-Reviewed Presentations Given at Meetings Not Affiliated With Yale:

International/National

1. Johnson JM . Performance assessment of dynamic susceptibility contrast versus dynamic contrast
enhanced perfusion imaging in distinguishing between true progression and pseudoprogression in
a series of patients with high-grade glial neoplasm. European Society of Neuroradiology, 38th
European Society of Neuroradiology Annual Meeting, Naples, Campania, September 2015. (Oral
Presentation)

2. Johnson JM . Clinical performance characteristics of multivoxel magnetic resonance spectroscopy
in distinguishing between true progression and pseudoprogression in a series of patients with high-
grade glial neoplasm. Radiological Society of North America, 101st Radiological Society of North
America Scientific Program and Annual Meeting, Chicago, IL, November 2015 - December 2015.
(Oral Presentation)

3. Johnson JM . Pearls and pitfalls of multivoxel magnetic resonance spectroscopy in the evaluation
of true progression versus pseudoprogression of high-grade glial neoplasm. Radiological Society of
North America, 101st Radiological Society of North America Scientific Program and Annual
Meeting, Chicago, IL, November 2015 - December 2015. (Poster Presentation)

4. Bronson Ciavarra, Johnson JM . Delayed FDG-PET in differentiating recurrent cerebral metastatic
disease from radiation necrosis following stereotactic radiosurgery. European Society of
Neuroradiology , European Society of Neuroradiology 41st Annual Meeting, Rotterdam, ZH,
September 2018. (Oral Presentation)

Regional

1. Ayesha Masood, Johnson JM . Accuracy of ultrasound-guided 18-gauge fine-needle aspiration in
the detection of persistent lymph node metastasis after chemoradiation. Western
Neuroradiological Society, Western Neuroradiological Society , Austin, TX, October 2016. (Oral
Presentation)

Professional Service:
Journal Services

Editorial boards

2023 - Present Editorial Board Member, Frontiers in Neuroimaging
Reviewer

2020 - Present Reviewer, American Society of Neuroradiology

Professional Organizations

American Society of Functional Neuroradiology - Clinical Practice Committee
2022 - 2025 Committee Member, American Society of Functional Neuroradiology - Clinical
Practice Committee
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American Society of Functional Neuroradiology - Membership Committee Member

2024 - 2027 Committee Member, American Society of Functional Neuroradiology -
Membership Committee Member, Three-year term as a member of the ASFNR
Membership Committee

American Society of Functional Neuroradiology - Research Committee Member
2022 - 2025 Committee Member, American Society of Functional Neuroradiology - Research
Committee Member

American Society of Neuroradiology - Computer Science & Informatics Committee
2023 - Present Committee Member, American Society of Neuroradiology - Computer Science &
Informatics Committee, Computer Science & Informatics Committee Member

American Society of Neuroradiology - Diversity & Inclusion Committee Member
2023 - Present Committee Member, American Society of Neuroradiology - Diversity & Inclusion
Committee Member, Diversity & Inclusion Committee Member

American Society of Neuroradiology - Research Committee Member
2023 - Present Committee Member, American Society of Neuroradiology - Research Committee
Member, Research Committee Member

American Society of Pediatric Neuroradiology - Research Committee Member
2015-2018 Committee Member, American Society of Pediatric Neuroradiology - Research
Committee Member, Research Committee Member

North American Skull Base Society
2024 - Present Member, North American Skull Base Society

Radiological Society of North America - Education Exhibits Awards Committee, Nuclear Medicine &

Molecular Imaging

2024 - 2025 Committee Member, Radiological Society of North America - Education Exhibits
Awards Committee, Nuclear Medicine & Molecular Imaging

Yale University / Hospital System

Department
2024 - 2025 Member, Diagnostic Radiology Resident Selection Committee
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Public Service / Media Presence

Public Service

2014 - Present Volunteer, Houston Livestock Rodeo Health Committee

2017 - 2019 Executive Board Member, Houston Livestock Rodeo Health Committee - Captain
Bibliography:

Peer-Reviewed Original Research
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