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Siemens Healthineers Adds Fentanyl Assay to its Menu to Help
Laboratories Address Greater Demand for Opioid Testing

o Siemens Healthineers now distributes the ARK Fentanyl Assay which extends the
detection window by screening for the metabolite norfentanyl.

¢ Fentanyl testing enables clinicians to confirm a patient’s exposure to fentanyl for more
effective triaging.

o Drugs of abuse testing can now be consolidated on many automated clinical chemistry

analyzers from Siemens Healthineers including on the Atellica® Solution.

Siemens Healthineers is now distributing the ARK™ Fentanyl Assay?, providing laboratories
with a greater window to screen for fentanyl to more effectively triage patients who have
been exposed to the dangerous opioid. The U.S. Centers for Disease Control and Prevention
describes fentanyl as a synthetic opioid that is 50 times more potent than heroin and 100

times more potent than morphine.?

There are two types of fentanyl: Pharmaceutical fentanyl is prescribed to manage severe
pain in cancer and surgical patients and end-of-life palliative care. Non-pharmaceutical
fentanyl, or illicitly manufactured fentanyl, is often mixed with heroin and/or cocaine—with
or without the user’s knowledge. Addictive cocktails incorporating illicitly manufactured

fentanyl have created the leading cause of drug overdose death.?

Both the potency of fentanyl and the alarming rise in misuse and abuse poses an overdose
danger, thereby increasing the need for effective diagnostic tests that can confirm the
presence of fentanyl.? Fentanyl can be absorbed into the body several different ways and
pose a risk to anyone, including first responders and healthcare personnel, who come into

contact with the drug.*
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The ARK Fentanyl Assay extends the detection window to provide the information clinicians
need to triage their patients more appropriately. This is important because fentanyl
absorption occurs at different rates depending upon the type of exposure, and during this
time a patient will typically face suppressed respiratory function and should be closely
monitored.> When consumed, fentanyl is metabolized to norfentanyl and other
metabolites. About 90 percent of the dose is excreted in urine as norfentanyl, while parent
fentanyl accounts for less than 7 percent. Because fentanyl metabolizes quickly, assays
measuring solely the parent fentanyl typically have a shorter window for detection. The
ARK Fentanyl Assay from ARK Diagnostics, Inc. can detect both norfentanyl and the parent

fentanyl, enabling laboratories to identify more true positives.

Identifying more true positives also supports patients seeking addiction treatment. Many
healthcare facilities do not currently have fentanyl testing on their assay menu which is
hindering patients’ ability to seek detox support. Insurance providers often require a
positive drug test to cover treatment costs, or patients can be denied admission

completely.®

“Fentanyl testing provides necessary clinical information for more effective patient care
where a gap currently exists. Adding the ARK Fentanyl Assay to the Atellica Solution menu
offers laboratories an extensive drugs-of-abuse testing menu which can be run efficiently
on a single instrument,” said Deepak Nath, PhD, President of Laboratory Diagnostics,
Siemens Healthineers. “It also empowers laboratories to help identify exposure and
addiction in their communities, and aid clinicians in getting patients on the path to

treatment.”

The ARK Fentanyl Assay is 510(k) cleared by the FDA and is CE Marked. It is available on
automated clinical chemistry analyzers offered by Siemens Healthineers including on the
Atellica® Solution, Viva Systems, Dimension and Dimension Vista Systems. Using the ARK
Fentanyl Assay, opioid testing can be consolidated with other Siemens Healthineers assays,
including Oxycodone, Buprenorphine, 6-Acetylmorphine, Methadone, and Opiates. For

more information, visit https://www.siemens-healthineers.com/laboratory-

diagnostics/assays-by-diseases-conditions/drugs-of-abuse-assays/ark-fentanyl-assay.
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1 Manufactured by ARK Diagnostics and distributed by Siemens Healthineers

2 CDC Synthetic Opioid Overdose Data https://www.cdc.gov/drugoverdose/data/fentanyl.html

3 LaRue, et. al. Rate of Fentanyl Positivity Among Urine Drug Test Results Positive for Cocaine or Methamphetamine. JAMA
Netw Open. 2019 Apr 5;2(4):e192851. doi: 10.1001/jamanetworkopen.2019.2851.
4 CDC The National Institute for Occupational Safety and Health.

https://www.cdc.gov/niosh/topics/fentanyl/healthcareprevention.html

5 https://whyy.org/articles/many-seeking-detox-are-denied-treatment-because-hospitals-dont-test-for-fentanyl/

Contact for journalists
Kimberly Nissen, Siemens Healthineers

Phone: +1 610 440-6355; Email: Kimberly.Nissen@siemens-healthineers.com

Siemens Healthineers AG (listed in Frankfurt, Germany: SHL) is shaping the future of Healthcare. As a leading medical
technology company headquartered in Erlangen, Germany, Siemens Healthineers enables healthcare providers worldwide
through its regional companies to increase value by empowering them on their journey towards expanding precision
medicine, transforming care delivery, improving the patient experience, and digitalizing healthcare. Siemens Healthineers is
continuously developing its product and service portfolio, with Al-supported applications and digital offerings that play an
increasingly important role in the next generation of medical technology. These new applications will enhance the company’s
foundation in in-vitro diagnostic, image-guided therapy, and in-vivo diagnostics. Siemens Healthineers also provides a range of
services and solutions to enhance healthcare providers’ ability to provide high-quality, efficient care to patients. In fiscal 2019,
which ended on September 30, 2019, Siemens Healthineers, which has approximately 52,000 employees worldwide,
generated revenue of €14.5 billion and adjusted profit of €2.5 billion.

Further information is available at www.siemens-healthineers.com.
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