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healthcare professionals can immediately begin using 
the PROMETHEUS Anser IFX test to monitor their 
IBD patients on INFLECTRA.

About Prometheus
Prometheus Laboratories Inc. is committed to improving 
lives through the development and commercialization 
of novel pharmaceutical and diagnostic products that 
enable physicians to provide greater individualized 
patient care. Prometheus is a leader in applying the 
principles of personalized medicine to the diagnosis and 
treatment of gastrointestinal diseases and is applying 
these principles to oncology. Its strategy includes the 
marketing and delivery of pharmaceutical products 
complemented by proprietary diagnostic testing 
services. By integrating therapeutics and diagnostics, 
Prometheus believes it can provide physicians with 
more targeted solutions to optimize care for their 
patients. Prometheus became part of Nestlé Health 
Science in July 2011. Prometheus’ corporate offices 
are located in San Diego, California.

For more information about Prometheus, 
please visit:

 www.prometheuslabs.com

About Nestlé Health Science
Nestlé Health Science, a wholly-owned subsidiary 
of Nestlé, is a health-science company engaged in 
advancing the role of nutritional therapy to change 
the course of health for consumers, patients, and its 
partners in healthcare. Nestlé Health Science’s portfolio 
of nutrition solutions, diagnostics, devices, and drugs 
targets a number of health areas, such as inborn errors 
of metabolism, pediatric and acute care, obesity care, 
healthy aging as well as gastrointestinal and brain 
health. Through investing in innovation and leveraging 
leading edge science, Nestlé Health Science brings 
forward innovative nutritional therapies with clinical, 
health economic value, and quality of life benefits. 
Nestlé Health Science employs around 3,000 people 
worldwide and is headquartered in Epalinges (near 
Lausanne), Switzerland.

For more information, please visit: 
nestlehealthscience.com

Remicade is a registered trademark of Janssen Biotech, 
Inc. All other trademarks used herein are trademarks of 
their respective owners.
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PROMETHEUS DIAGNOSTIC TEST VALIDATED IN 
ANTICIPATION OF U.S. HEALTHCARE PROVIDER 
DEMAND FOR CELLTRION’S INFLECTRA™ 
(BIOSIMILAR INFLIXIMAB)
Anti-TNF Monitoring Test PROMETHEUS® Anser® IFX 
Demonstrates Equivalence for Measuring INFLECTRA 
Serum Drug and Antidrug Antibody Levels
SAN DIEGO — Prometheus Laboratories Inc. 
announced that the PROMETHEUS Anser IFX test 
has been validated for use in patients treated with 
INFLECTRA (biosimilar infliximab) in the management 
of inflammatory bowel disease (IBD). Validation was 
demonstrated using specimens from INFLECTRA-
treated patients with IBD. 

INFLECTRA — a biosimilar of the U.S. reference 
product, Remicade® — was recently approved by the 
United States (U.S.) Food and Drug Administration 
(FDA) and will be commercialized in the U.S. by Pfizer 
Inc.

“Our data indicate that healthcare providers can 
confidently use the PROMETHEUS Anser IFX test, 
which uniquely measures both serum drug and antidrug 
antibody levels in the presence of INFLECTRA 
(biosimilar infliximab) or Remicade (infliximab) from 
a single serum sample obtained at any time during 
treatment,” said Tharak Rao, Vice President and 
Chief Medical Officer at Prometheus Laboratories 
Inc. “The PROMETHEUS Anser IFX test provides 
critical information that may help a healthcare provider 
optimize an IBD patient’s clinical response to biosimilar 
infliximab or Remicade.”

Equivalence testing was completed so that 
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indication for PillCam(TM) COLON capsule which will 
provide access to more patients who can benefit from 
this technology,” said Vafa Jamali, president, Early 
Technologies business in the  Medtronic Minimally 
Invasive Therapies Group.

PillCam(TM) COLON 2 capsule was previously 
cleared by the FDA for visualization of the colon and 
the detection of colon polyps in patients following an 
incomplete colonoscopy with adequate preparation, and 
a complete evaluation of the colon was not technically 
possible. The PillCam(TM) capsule technology may 
also limit the risk of complications that could occur 
from a standard colonoscopy, such as colon perforation, 
bleeding or cardio-pulmonary complications.

About Medtronic
Medtronic, headquartered in Dublin, Ireland, is among 
the world’s largest medical technology, services and 
solutions companies - alleviating pain, restoring health 
and extending life for millions of people around the 
world. Medtronic employs more than 85,000 people 
worldwide, serving physicians, hospitals and patients in 
approximately 160 countries. The company is focused 
on collaborating with stakeholders around the world to 
take healthcare Further, Together.

Any forward-looking statements are subject to risks 
and uncertainties such as those described in Medtronic’s 
periodic reports on file with the Securities and Exchange 
Commission. Actual results may differ materially from 
anticipated results.
[i] ACS Colorectal Cancer Facts & Figures 2014-2016; http://www.can-

cer.org/acs/groups/content/documents/document/acspc-042280.pdf
[ii] Leiberman D, et al. Colonoscopy utilization and outcomes 2000 to 

2011. Gastrointestinal Endoscopy, 2014.
[iii] Johnson D, Lieberman D, Pochapin M, et al. Occurrence of Delayed 

Non-GI Events Post-Colonoscopy and Patients with Identifiable 
Increased Risk [abstract]. Am J Gastroenterol 2014;109:S647.

For more information visit:
medtronic.com

MEDTRONIC RECEIVES EXPANDED INDICATION 
FROM FDA FOR PILLCAM(TM) COLON 2 CAPSULE
Potentially Reaching More Patients 
at Risk for Colon Cancer 

DUBLIN – Medtronic plc (NYSE: MDT) announced 
that the U.S. Food and Drug Administration (FDA) 
cleared PillCam(TM) COLON 2 capsule for an 
expanded indication for use. The PillCam(TM) COLON 
2 capsule is the only non-invasive diagnostic test that 
directly visualizes the colon for the evaluation of polyps 
in patients who are at major risks for colonoscopy 
or moderate sedation. The PillCam(TM) capsule - a 
vitamin-sized capsule endoscope that is taken orally 
- does not require sedation, anesthesia or radiation, 
which makes it a more convenient procedure than other 
invasive colon exams.

This expanded indication is for the detection 
of colon polyps in patients with evidence of 
gastrointestinal bleeding of lower gastrointestinal (Gl) 
origin. This applies only to patients with major risks 
for colonoscopy or moderate sedation, but who could 
tolerate colonoscopy and moderate sedation in the event 
a clinically significant colon abnormality was identified 
on capsule endoscopy. 

Colon cancer is the third most commonly diagnosed 
cancer and second leading cause of cancer death in both 
men and women combined in the U.S. An estimated 
136,000 people will be diagnosed with colorectal cancer 
each year, but when it is caught at a localized stage, the 
overall 5-year survival rate is 90%.[i]  

According to Gastrointestinal Endoscopy, 14 
million colonoscopies are performed in the U.S. each 
year - of these, more than 3 million are performed for 
lower GI bleeding, and 600 thousand of those patients 
are at elevated risk for complications. [ii] [iii]

“The ability to offer PillCam COLON capsule 
to an expanded patient group represents a significant 
breakthrough in GI healthcare,” said Douglas Rex, M.D., 
Distinguished Professor of Medicine and Chancellor’s 
Professor, Indiana University School of Medicine and 
Director of Endoscopy, IU Health University Hospital. 
“The new indication allows gastroenterologists to 
provide their at-risk patients with a non-invasive and 
radiation free alternative to traditional colonoscopy.”

“We are committed to the early detection and 
treatment of chronic GI diseases and cancers. We are 
pleased with the FDA’s decision to clear this expanded 
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