How to order the ExoDx™ Prostate
(IntelliScore) EPI-CE Test
For physicians
You can learn about local laboratories offering the ExoDx Prostate
EPI-CE Test or request an EPI-CE sample collection kit by contacting
Exosome Diagnostics with details of your name, clinic, contact
information and mailing address. The collection kit contains
instructions on sample donation and return shipping. The test result
will be sent to the physician/clinic when the result is available.
For more information, contact us at exosomedx.info@bio-techne.com.
STEP

1

Once you’re enrolled, you can order sample collection kits.
Email us at epi-emea@bio-techne.com and include:
• Clinic/physician name
• Shipping address
• Contact information

STEP

2

Upon receipt of your collection kits, place the cold packs
in the freezer. For sample collection, patients should use

Questions?
If you’re a physician or a
laboratory and you need
information regarding the
EPI-CE Test or requesting
a sample collection kit,
please call our customer
service team at

+49 89 416 172 70
We’re here to help!

the included sample collection device and follow the
instructions in the kit.

STEP

3

Complete and sign the Test Requisition Form enclosed
in the kit with all information.
That’s it! Please contact the courier listed in the kit for
sample pickup and delivery to the lab. The test report
will be sent to the ordering physician within 2–3 days
after receipt of the sample.

For laboratories
The ExoDx Prostate (IntelliScore) EPI-CE is intended to be used
by professional users in third-party clinical laboratories competent in
standard molecular biology techniques and methods. If you are with
a laboratory currently providing services to primary care physicians
and urologists, we invite you to contact us for more information about
the ExoDx Prostate (IntelliScore) CE-IVD kit and how it can add value
to your customers.
For more information about performing the EPI-CE
in your own clinical laboratory, please contact
exosomedx.info@bio-techne.com or or visit
exosomedx.com/europe/exodx-prostate-epi-ce-ivd.
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Call us +49 89 416 172 70 Monday through Friday, 9:00 to 17:00.
We’re here for you every step of the way!

Introducing the first and only
exosomal molecular test that relies on
genomic information to provide
risk assessment for HGPCa.
The EPI-CE Test was developed to assist physicians
to reduce unnecessary biopsies,* and can be used as
a risk assessment tool prior to MRI to determine
if biopsy decision is warranted.

The EPI-CE test is based on the well-established
ExoDx™ Prostate Test that has successfully operated
from ExoDx’s CLIA facility in the U.S. since 2016,
and is reimbursed by several leading insurance
providers. Both tests share the same specimen
requirements, exoRNA isolation methodology, RTqPCR detection of biomarkers and algorithm for risk
score calculation. The EPI-CE test has been further
developed for distribution and use in third-party

clinical laboratories in the EU and comprises a readyto-use CE-IVD assay reagent kit and cloud-based
CE-IVD software to facilitate risk score calculation.
The EPI-CE test was developed as a rule-out
test 89% negative predictive value (NPV) and 92%
sensitivity in the initial biopsy cohort) compared
to the U.S. ExoDx Prostate test with a negative
predictive value (NPV) of 91.3% of 92% sensitivity.

EPI atat
a glance
EPI-CE
a glance

Who’s the
test for?

How does
it work?

What does the
test score mean?

Men 50 years
of age or older

Considering an
initial biopsy

PSA levels of
2–10 ng/mL

Gene signature of
exosomal RNA
Non-DRE
urine sample

ERG
PCA3
RT-qPCR
SPDEF

Extraction of
exosomal RNA

EPI-CE
score

Cut point
15.6
0

EPI-CE below cut point:
Low risk or benign
Clinical decision:
Potentially avoid biopsy,
continued monitoring

EPI-CE above cut point:
Higher risk
Clinical decision:
Consider MRI and
possible biopsy

EPI-CE score is based on a value of 0 to 100, with the cut point at 15.6

The 2019 NCCN guidelines include the ExoDx Prostate test (EPI)
for early detection in men for both initial and prior negative biopsy.*

*Data on file, Exosome Diagnostics, 2021.
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