As a

UROLOGIST

you understand your patients,
you’re an expert in prostate disease,
and you know ultrasound

ExactVu™ micro-ultrasound system is available for sale in the European Union (CE Mark),
the United States (FDA 510(k) clearance), and in Canada (Health Canada license).

... so why not use
the world’s highest-resolution

micro-ultrasound

that lets you
target your biopsies
and maintain control of your patients?
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micro-ultrasound system for
real‑time targeted prostate biopsies
A revolution in ultrasound resolution,
operating up to 29 MHz
ExactVu’s resolution is comparable to MRI and provides a 300%
improvement in resolution over conventional ultrasound

Unmatched real-time resolution
Visualize suspicious regions and target biopsies in real-time

PRI-MUS™ scale
for characterizing prostate tissue
Evidence-based scale to help quickly identify low risk
or suspicious regions and target biopsies accordingly
PRI-MUS = Prostate Risk Identification using Micro-Ultrasound
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300%

Visualize clinically-significant details
and tissue characteristics

improvement

27

mm
The ExactVu micro-ultrasound system is a true breakthrough in ultrasound resolution.

Right Transition Zone
Hypoechoic Lesion*

The system operates at 29 MHz. That translates to a 300% increase in resolution
over conventional ultrasound systems and resolution comparable to MRI.

Originally developed to visualize
microscopic pre-clinical targets, the
ExactVu system enables resolution
of 70 microns or 0.07 of a millimeter.
Because prostate cancer is a diffuse
disease, urologists can use this
“micro‑ultrasound” to see new levels
of detail in the prostate including
differentiating and discerning
suspicious features that aren’t visible
at conventional frequencies.
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The ExactVu micro-ultrasound system
allows the urologist to carefully
visualize, characterize and then
target suspicious regions for
biopsy — all in real-time, in their
office, and with micro-ultrasound.
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*Gleason 8 Lesion (4+4, 60%) verified by pathology
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Visualize old and new biopsy needle tracks
to guide new biopsies

Visualize small hypoechoic significant lesions
to target new biopsies at suspicious regions
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PRI-MUS 5
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Small Hypoechoic Gleason 8*
Lesion (0.49 cm x 0.61 cm)

New Needle Track
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Old Needle Track
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*Gleason 8 verified by pathology
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Breakthrough
High-Resolution
29 MHz Transducer
World’s first
high-resolution
transducer enabling
unmatched resolution
and visualization of
the prostate and the
surrounding anatomy.

Complete urological
platform. World’s first
system supporting
both high-resolution
and conventional
transducers
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Conventional resolution
transducers for abdominal
imaging* (kidney and
bladder) and large prostate
procedures.

DICOM compatibility
for access to patient
files and data.

The practical solution
for targeted prostate biopsies

The current ExactVu
hardware platform will
be forward compatible to
support forthcoming modes
and applications.

The ExactVu micro-ultrasound platform provides the most practical solution as a new
tool for urologists to perform targeted biopsies within a standard urological workflow.

Multi-Function Touch
Screen for Advanced
Features
Advanced settings,
image controls and
extended parameters
are easily accessible.

29 MHz transducer for
targeted and systematic
biopsy procedures.

DICOM Compatibility*

ExactVu Platform
Expandable for
Forthcoming Modes
and Applications

Same Hardware
Platform for FusionVu™

Fast

Urologist-controlled

Targeted Biopsies

15 minutes for total procedure,
including real-time targeting

procedure

in real-time

Single Procedure

Differentiate
Suspicious Regions

The same ExactVu hardware
platform is used for FusionVu.
No additional hardware
needs to be purchased,
learned or supported.
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The world’s first

29MHz

Targeted biopsies in
1 patient visit

assisted by the PRI-MUS
evidence-based scale

Target in real-time
Urologists visualize suspicious
regions and target biopsies
with micro-ultrasound

micro-ultrasound system
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*Products available shortly
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Transducers

Transperineal Targeted Biopsies*

The ExactVu system operates both high‑resolution

Whether performing real-time transperineal targeted biopsies or transperineal-based

29 MHz transducers for targeted transrectal ultrasound

FusionVu micro-ultrasound/MRI fusion procedures, transperineal procedures with

biopsies, as well as conventional resolution transducers

the ExactVu™ system are fast, accurate and easily guided by the system’s 70-micron

for abdominal (bladder and kidney) scanning.

resolution.

A conventional resolution transrectal transducer is also
available for performing biopsies on very large prostates
(e.g. prostate volumes over 120 cc).

High Resolution
29 MHz High-Resolution Transrectal Side-fire Transducer (Linear) | EV29L Transducer
APPLICATION

FIELD OF VIEW

High-resolution transrectal transducer for
targeted and systematic prostate biopsies

5.0 cm

Exact Imaging’s single‑use transperineal
clip‑on guide* ensures that the needle is always
aligned to the imaging plane. The sliding
action of the needle tower allows for maximum
flexibility and control of the needle insertion.
An articulating arm, stepper system and cradle
adaptor for the EV29L transducer (bottom left
image) are also available for stable and easy
transperineal procedures.

Conventional Resolution
9 MHz End-fire Prostate Transrectal Transducer (Curved) | EV9C Transducer
APPLICATION

FIELD OF VIEW

End-fire transrectal transducer for targeted and
systematic prostate biopsies for large prostates

8.0 cm

(Left) Exact Imaging’s single-use clip-on guide for transperineal
targeted biopsies, shown with the 29 MHz EV29L transducer.

5 MHz Abdominal Transducer (Curved) | EV5C Transducer*
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APPLICATION

FIELD OF VIEW

Curved array abdominal transducer
for bladder and kidney imaging

18 cm

*Not yet approved and not yet available for sale in any jurisdiction

*Not yet approved and not yet available for sale in any jurisdiction
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FusionVu™ is ExactVu™’s application for leveraging MRI on the ExactVu micro-ultrasound system. For the vast
majority of cases, targeting of biopsies is performed on the ExactVu system—in real-time, quickly using
micro‑ultrasound and with comparable detection rates to MRI. When MRI is required, FusionVu allows either
Cognitive Assist or full FusionVu micro-ultrasound guidance. The application runs on the same ExactVu platform
– there is no new hardware to purchase, support or learn.
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PRI-MUS 4
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Left Apex
Hypoechoic Lesion

22

Cognitive Assist™ allows the urologist to

FusionVu™ allows for the quick import, alignment

perform the fastest, simplest cognitive fusion with
the benefit of 70 micron real-time resolution.
Simply select the MRI-identified lesions from a
PI‑RADS report and they appear on the ExactVu
screen. Scan through the prostate and the MRI
lesions appear in the scout image. The live microultrasound image can be evaluated for the lesion.

and targeting of MRI-identified lesions. Again,
because of the ExactVu system’s 70 micron
real‑time resolution, most MRI lesions are seen on
the micro‑ultrasound. Targeting is very precise
because the actual lesions can be seen in real‑time
detail. FusionVu™ with ExactVu™ is the fastest,
simplest real-time targeting platform.
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MRI (left top) shows PI-RADS 4 lesion. The same lesion is easily seen in real-time and identified as PRI-MUS 4
on micro-ultrasound (main image).
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MRI Targets
12

Cognitive Assist screen shows two Gleason 7 lesions seen live on
micro-ultrasound and correlate to PI-RADS chart of the same lesions.

2

MRI identified a PI-RADS 4 lesion in the left Transition Zone. The MRI
PI‑RADS 4 lesion was a negative sample. Apical / Anterior zone PRI‑MUS
4 lesion was identified on Micro‑Ultrasound. Gleason 3+4 Cancer was
identified within the sample.
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Comprehensive
Scale:

PRI‑MUS™
Evidence-based scale

SYSTEMATIC BIOPSY

TARGET SUSPICIOUS REGION

1

2

3

4

5

PRI-MUS 1

PRI-MUS 2

PRI-MUS 3

PRI-MUS 4

PRI-MUS 5

1 “Swiss Cheese”

2 Hyper, ductal patches

4 Bright Echoes “Starry Sky”

3 Mild hetero, bright echoes
in hyper tissue

5 Irregular Shadowing

to help urologists
identify relevant tissue
characteristics using
micro‑ultrasound
Benign

PRI‑MUS™ (prostate risk
identification using micro‑ultrasound)
is an evidence-based scale
(like PI‑RADS™ for MRI) for
characterizing sonographic
features of the prostate under
micro-ultrasound. For PRI‑MUS
1 and 2 features — which are
characteristically benign, the
urologist might just take a
systematic biopsy. For PRI‑MUS
4 and 5 features, the urologist
might target those areas which
are highly correlated to significant
disease. PRI‑MUS 3 characteristics
could be supported by targeted or
systematic biopsy, depending on
the suspiciousness of the tissue.

Benign

1 “Swiss Cheese”

Benign

Benign

Gleason 7

Benign

2 Hyper, ductal patches

Gleason 7

The initial PRI-MUS protocol was validated with data from 400 micro-ultrasound biopsy-based cineloops
matched to pathological results.

Gleason 8

Gleason 9

5 Hypoechoic Lesion with
Irregular Prostate border

Gleason 7

4 Bright Echoes (“Starry Sky”)

Gleason 7

Gleason 7

5 Mixed Echo Lesion with
Irregular Prostate border

4 “Smudgy/Mottled”

3 Mild hetero, bright echoes
in hyper tissue

Benign

Gleason 8

4 “Cauliflower”

3 Mild hetero, bright echoes
in hyper tissue

2 Hyper, ductal patches

1 “Swiss Cheese”

Benign

3 Mild hetero, bright echoes
in hyper tissue

2 Hyper, ductal patches

1 “Swiss Cheese”

Benign
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Benign

Gleason 7

Gleason 8

5 Mixed Echo Lesion

Gleason 7

REFERENCE: Ghai, S. et al., “Assessing Cancer Risk in Novel 29 MHz Micro-Ultrasound Images of the Prostate: Creation of the Protocol of Prostate Risk Identification
Using Micro‑Ultrasound”, Journal of Urology, 2016 Aug;196(2):562-9, www.jurology.com/article/S0022-5347%2816%2900027-6/abstract
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Easy-to-learn Protocol
Exact Imaging has developed PRI-MUS™ (prostate risk identification using
micro-ultrasound), an easy-to-learn evidence-based* scale for characterizing
sonographic features of the prostate under micro-ultrasound.
There is a 3-step training program to quickly and effectively teach urologists to use the 
ExactVu system and the PRI-MUS scale. Successful targeting of biopsies is quickly possible.

Step 1

Step 2

Step 3

1-2

2-3
HOURS

PATIENTS

e-Learning course

In-clinic Training

Supervision of use o
f

on PRI-MUS:

using PRI-MUS and

ExactVu system and

Online Assessments

Technique Optimization

PRI-MUS Protocol

HOURS

10

Exact Imaging also provides a Customer QA Program to allow our application specialists to ensure a
urologist’s ongoing mastery of the PRI-MUS protocol. Simple remote access to the ExactVu platform,
images (of the biopsies) and correlated pathology will enable verification of PRI-MUS accuracy and
targeting technique. Ongoing on-site and remote training is readily available as needed.
*Ghai, S. et al., Journal of Urology, 2016 Aug;196(2):562-9, www.jurology.com/article/S0022-5347%2816%2900027-6/abstract
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Extensive
Training & Support

Product
Specifications

Question 2
This is a medial view of the
prostate in micro-ultrasound.

Complete On-Site Training
All ExactVu™ systems include comprehensive
on-site training on system operation,
procedure optimization and on the use of the
PRI-MUS scale to identify suspicious regions
and optimizing targeted biopsies.

1. Locate the peripheral
zone on the image by
clicking on the correct
area

ExactVu™
Micro-Ultrasound
Imaging System
(120V)

ExactVu™
Micro-Ultrasound
Imaging System
(220V)

ExactVu™
Micro-Ultrasound
Imaging System
(100V)*

Product Part Number

EV-SYS-120

EV-SYS-220

EV-SYS-100

Voltage Operating Range & Frequency

110-120V / 50 /60 Hz

220-240V / 50 /60 Hz

100V / 50 /60 Hz

2. Click “Submit”

E-Learning courses and online assessments

E-Learning Program
Exact Imaging provides access to its
expansive E-Learning tools, including
web-based content and assessments.
Regular images and case s tudies are
made available for on-going refreshers.
Video Training Modules
Video modules focused on technique
optimization are available online to all
customers. The video library will continue
to grow as new features and updates to
the PRI-MUS protocol are made available.

Video Module
Step-by-step overview of
Micro-Ultrasound Guided Prostate Biopsy

PC

Intel CORE i7 processor (3.1GHz, 4 cores, 8MB cache),
8GB of DDR3 RAM, and 32 GB SSD/500GB HDD

Thermal Printer

Optional

Monitor

24” LCD Monitor (60 cm (604 mm) diagonal) & 10” (24.5 cm) Touchscreen

Number of Transducer Ports

3

Duration: 17 minutes

System Dimensions and Weight
Video training modules

Global System Support
Exact Imaging has established service
locations in North America and Europe to
provide comprehensive, responsive technical
and applications support for all our customer
sites. Phone, email, and remote system
support (available shortly) and diagnostics
via the internet are also provided.

Height (Retracted / Fully Extended)

53.5” / 63.8” (136 cm / 162 cm)

Width x Depth

21.3” x 34.6” (54 cm x 88 cm)

Weight

330 lb. (150 Kg)

Connectivity

3x USB 2.0 (and 2x USB 3.0 - available shortly) Ports and 1x Ethernet -LAN RJ45 Port

Exact Imaging reserves the right to make changes in product specifications and features, or discontinue products without prior notice or obligation.
Please contact Exact Imaging for the most current information.

Remote support for internet-connected systems (available shortly)
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*Not yet approved and not yet available for sale in any jurisdiction
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...and the

clinical evidence is growing

In 280 subjects at 5 sites, micro-ultrasound had

significantly higher sensitivity

“...micro-ultrasound

changed diagnosis in 21% of cases”;

than mpMRI (95% vs 83%)

First 67 consecutive biopsy cases by 3 urologists at Cleveland Clinic

Lughezzani et al, “Comparison of Micro-Ultrasound and Multi-parametric MRI Imaging for
Prostate Cancer: An International Meta-Analysis “, European Urology Supplements 17(13):e2766

Abouassaly et al, “Improving Standard Transrectal Prostate Biopsy Results Using High-Resolution MicroUltrasound for Real-Time Targeting of Suspicious Areas”, European Urology Supplements 17(14):e2807

“...micro-US had

94% relative sensitivity

60% greater sensitivity
to detect significant PCa than conventional ultrasound;

compared to mpMRI...” 104 patient study vs. mpMRI

1,676 patients in 5-site RCT

Lughezzani, et al., “Comparison of the Diagnostic Accuracy of Micro-ultrasound and MRI/Ultrasound
Fusion Targeted Biopsies for the Diagnosis of CSPCa”, European Urology Oncology, 2018, in press

Pavlovich, et al., “A multi-institutional RCT comparing novel first generation high-resolution microultrasound with conventional frequency ultrasound for transrectal prostate biopsy”, Scientific Poster
- 11th Intl. Symposium on Focal Therapy 2019, Kyoto, Japan

Sensitivity
to detect clinically significant PCa was

similar for mpMRI
and micro-ultrasound

“...initial

learning curve of 15 cases...”

Hyndman, et al, “Prospective validation of PRI-MUS™, the Prostate Risk Identification using Micro-Ultrasound
protocol for real-time detection of prostate cancer using high-resolution micro-ultrasound imaging”, The Journal
of Urology, 199(4s), p. e733

Sensitivity was 100% for micro-ultrasound
(82% for mpMRI) in 87 patient cases
Staerman et al., “Initial Clinical Experience with 29 MHz Micro-Ultrasound for Real-Time Targeted
Prostate Biopsies“, European Urology Supplements 17(14):e2808
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View complete list of papers and posters citing the ExactVu
micro-ultrasound at www.exactimaging.com/papers-and-publications
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Exact Imaging
7676 Woodbine Avenue, Unit 15
Markham, ON L3R 2N2
T: +1.905.415.0030
info@exactimaging.com
www.exactimaging.com
ExactVu™ micro-ultrasound system is available for sale in the
European Union (CE Mark), the United States (FDA 510(k) clearance),
and in Canada (Health Canada license).
© Exact Imaging Inc. 2019 | ExactVu™, Exact Imaging™, FusionVu™, Cognitive Assist™,
Micro Doppler™ and PRI-MUS™ are trademarks of Exact Imaging.
PN 6953 Rev 1.0
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