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Refer Your Patients - Your Way
Save time and refer your patients directly through your EHR system, 
online at oregonclinic.com/refer, or by phone.

Our work with the Providence Cancer 
Center, recently recognized as one of 
30 National Pancreas Centers in the US, 
affords us opportunities for research 
in both oncologic disease and now 
pancreatitis. EUS directed placement of 
fiducials for image guided stereotactic 
body radiation therapy is an exciting new 
addition to the comprehensive treatment 
of pancreatic malignancy under study at 
the center.

As Providence Health System merges 
with St. Joseph Health and Swedish 
Health systems, it becomes the third 
largest not-for-profit health system in the 
US. We are rapidly experiencing many 
new collaborations and opportunities. 
These are now being grouped under a 
heading of a Digestive Health Institute, 
with the intent of using the collective 
knowledge and resources to develop 
these centers of excellence further.
 
Thank you again for letting us assist you 
and your patients, we take great pride 
and pleasure in providing excellent care.

In addition to the theraputic procedures 
available at many of The Oregon Clinic 

centers, a new Advanced Endoscopy 
Center (AEC) is now open at Providence 
Portland Medical Center (PPMC). The 
Oregon Clinic physicians already offer 
advanced endoscopic services at 
Providence St. Vincent Medical Center, 
Providence Newberg Hospital, Legacy 
Meridian Park Hospital and Providence 
Portland Medical Center. Through 
collaboration with many Oregon Clinic 
physicians and Providence hospital 
services, the new, state-of-the-art, six 
room advanced endoscopy center 
recently opened. 

The combination of staff expertise, 
availability of specialized equipment 
and coordinated research will facilitate 
advancements in the care of our patients. 
This is only possible through cooperation 
between surgical, oncologic, radiologic, 
and research services from both The 
Oregon Clinic and Providence to offer 
comprehensive access to some of the 
best care in the region. 

Advanced 3D Fluoroscopy
A Philips MultiDiagnost Digital 3D 
Fluoroscopy room provides more 
detailed assessment of ductal anatomy 
in real-time, 360 degree digital imaging 
acquisition and review. Examples of 
clinical scenarios where this detail and  
recall of small anatomic changes are 
useful include: 

• access to intrahepatic ducts 
• assessment of resectability for hilar 

lesions 
• complex anatomy

In concert with other new advancements, 
such as radiofrequency ablation 
of intraductal tumors, digital 
cholangioscopy, tissue acquisition, 

and a variation of EUS and IR guided 
rendezvous procedures, the imaging 
enhancement allows for examination and 
treatment in a more comprehensive and 
accurate manner. 
 
Further, as the volume of 
pancreaticobiliary surgery grows, the 
need for endoscopic management in 
post-surgical anatomy has lead to the 
development of “long-length” ERCP via 
enteroscopy, which is also now available 
for our patients.

Advanced 3D 
fluoroscopic 
imaging 
also allows 
for the best 
management of 
intrapancreatic 
disease such 
as stones 

or strictures, while complementing 
ampullectomy and minor papilla 
cannulation and therapy. 

The management of pancreatic fluid 
collections and walled-off pancreatic 
necrosis continues to evolve due to 
both multidisciplinary care and new 
echoendoscopic tools. The team-based 
approach provides opportunities for 
“step up” treatment to best manage the 
risk and benefits of various modalities of 
intervention.

Collaboration
The Oregon Clinic’s minimally invasive 
foregut surgery team has also been 
instrumental in pushing the boundaries 
of care. Together, recent new advances 
for the treatment of Barrett’s dysplasia 
or palliation of esophageal carcinoma 
are now available with TruFreeze liquid 
nitrogen cryotherapy. 

Advanced Endoscopy Center 
at Providence Portland Medical Center

Dr. Michael Owens 
is a board-certified 
Gastroenterologist.
(503) 297-8081

This year, The Oregon Clinic Gastroenterology 
specialty sponsored the 2016 Colon Cancer 

Alliance (CCA) Undy Run. The 5k walk and 
run raised money for colon cancer prevention, 
awareness and research. 

Instead of a t-shirt, participants were given a pair 
of boxers to wear. The event was held at Portland 
Meadows and had a great turnout despite being 
a new event in Portland. 

To learn more about the CCA, donate, or learn 
more about the event, visit  www.ccalliance.org

Read more about our community involvement at oregonclinic.com/in-the-community

NEW

“Cooperation between many 
services allows us to provide 
access to some of the best 
care in the region.”
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Save time and refer your patients directly through 
your EMR system, online at oregonclinic.com/refer, 
or by phone.

Refer Your Patients - Your WayHelp Us Improve
We are always looking to improve 
the way we connect with our 
referring providers and create a 
better referral process.

Please take our Satisfaction Survey:
oregonclinic.com/physician-
feedback
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On April 6, 2016, the FDA approved 
Inflectra (infliximab-dyyb), a 

Remicade (infliximab) biosimilar for 
several indications including adult 
patients and pediatric patients (ages 
six years and older) with moderately to 
severely active Crohn’s disease who 
have had an inadequate response 
to conventional therapy, and adult 
patients with moderately to severely 
active ulcerative colitis who have had 
an inadequate response to conventional 
therapy. 

What are biosimilars?
Biosimilars are large, complex 
drugs designed and proven to be 
pharmacologically very similar, but are 
not exact replicas, of existing biologic 
drug products.  

Where do biosimilars come from?
Biosimilars are derived from living cells 
or organisms and have heterogeneous 
and complex molecular compositions.  
Inherently, they are immunogenic. For 
example, Prometheus Laboratories 
Inc. announced in May 2016 that the 
Prometheus Anser IFX test has been 
validated for use in patients treated 
with Inflectra in the management of 
inflammatory bowel disease. Validation 
was demonstrated using specimens 
from Inflectra-treated patients with IBD. 

How are biosimilars regulated?
The Biologics Price Competition and 
Innovation Act of 2009 (BPCI Act) 
was passed as part of the Affordable 
Care Act that President Obama signed 
into law in March 2010. The BPCI Act 
created a fast-track licensure pathway 
for biological products shown to be 
“biosimilar” to, or “interchangeable” 
with an FDA-licensed biological 
product, called the “reference product.” 
This abbreviated licensure pathway 
enables a biosimilar product to be 
licensed based on less than the typical 
full complement of product-specific 
preclinical and clinical data.  

A biosimilar product can only be 
approved by the FDA if it has the same 
mechanism(s) of action (but only to the 
extent that the mechanism(s) of action 
are known for the reference product), 
route(s) of administration, dosage 

form(s) and strength(s) as the reference 
product, and only for the indication(s) 
and condition(s) of use that have been 
approved for the reference product. 
The facilities where biosimilars are 
manufactured must also meet the FDA’s 
standards.

The necessary requirements for a 
company manufacturing a biosimilar 
are that the product has similar 
physiochemical characteristics, efficacy 
and safety. Only minor differences 
in presumed clinically inactive 
components are allowable in biosimilar 
products.

It is important to note that biosimilars 
are not typical, generic, small-molecule 
drugs where there is a predictable 
chemical reaction that results in an 
identical active ingredient.

Advantages
The biggest advantage of biosimilars 
is that they may lower the cost of 
treatment. In the US, the estimated 
financial burden of IBD in 2014 was 
$14-$31 billion. Reference biologics 
have revolutionized medicine, providing 
very safe and very effective therapy 
for debilitating diseases. But they can 
cost tens of thousands of dollars per 
year. It is unknown, however, whether 
pharmaceutical companies will 
significantly price reduce biosimilars in 
the US.  

Disadvantages
There are potential pitfalls with 
biosimilars as well. Immunogenicity, 
which is when antibodies to a reference 
drug cross-react with a biosimilar, is a 
concern. Potential adverse effects of 
interchangeability, whereby a patient 
on a reference drug is changed to 
a biosimilar, requires further study. 
Lastly, nonmedical substitutions by 
insurance companies from biologics to 
biosimilars is an area of concern. There 
are likely to be variations in state law 
and formulary committees, regardless 
of FDA rules, about substitutions and 
interchangeability.  
 
Regulation in the US
Inflectra is the second biosimilar 
approved by the FDA, the first being 

Biosimilars in the United States
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(503) 297-8081

Zarxio (filgrastim-sndz) approved in 2015. 
An infliximab biosimilar, Remsima, was 
approved in Europe in 2013, and published 
data and experience at one year is already 
available. A study by the University of 
Szeged in Hungary showed about two-
thirds of patients with ulcerative colitis had 
mucosal healing by the end of induction 
treatment with Remsima.  

In addition to treating inflammatory bowel 
disease, other biosimilars are being 
developed and studied for the treatment of 
rheumatologic and dermatologic diseases, 
as well as cancer.

Our bodies harbor trillions of 
microbial cells which influence 

metabolism, nutrition and immune 
function. There are about ten times 
as many microbial cells as human 
cells in any given individual. The 
gastrointestinal tract contains about 
70% of these microorganisms. 
Disruption of the gut microbiota has 
been thought to be associated with 
a multitude of conditions, including 
irritable bowel syndrome (IBS), 
inflammatory bowel disease (IBD) and 
obesity.

What is gut microbiota?
The gut microbiota is best thought of 
as a functional organ and essential 
component of digestion. We have a 
mutualistic relationship with these gut 
bacteria and they do have a role in 

regulating the development of the gut. 
They carry out metabolic activities, 
including fermentation of unused 
energy substrates, production of 
vitamins (e.g., vitamin K), production 
of amino acids (e.g., lysine), and 
production of hormones that promote 
fat storage. In addition, these microbes 
are involved in immune function, 
including training of the immune 
system and prevention of the growth of 
pathogenic bacteria.

Microbial Imbalance
Disease or metabolic dysfunction is 
speculated to occur in the setting of 
dysbiosis or a “microbial imbalance.” 
There is speculation about the role of 
dysbiosis in chronic fatigue syndrome, 
the metabolic syndrome, seasonal 
allergies, asthma, and certain cancers. 

It has been shown that early life dysbiosis 
affects adult visceral hypersensitivity and may 
be involved in the development of irritable 
bowel syndrome. Inflammatory bowel disease 
patients have been shown to have more 
variations in gut microbes over time. 

Alterations to the composition and metabolic 
capacity of gut microbiota in obesity promote 
adiposity and influence metabolic processes 
in peripheral organs; the release of hormones 
from the gut affects the synthesis, storage, 
and metabolism of lipids in the adipose tissue, 
liver and muscle. Microbial molecules also 
increase intestinal permeability, leading to 
systemic inflammation and insulin resistance 
(and proposed subsequent development of 
NAFLD and NASH). Disrupting dysbiosis (with 
antibiotics) combined with repopulating the 
gut (with bacteriotherapy) has been proposed 
as a way to beneficially alter the microbiome.

Healthy Bacteria
There has been much research looking into 
which microbial enterotypes are the “healthy 
bacteria.” However, it has been shown that 
many patients in good health can have large 
variations in enterotype due to diet, genetics, 
geography, and hygiene. Because of these 
differences, the current thought is that 
“healthy bacteria” may have more to do with 
variability and stability rather than enterotype. 
As our understanding of the gut microbiome 
evolves, we may be able to more effectively 
understand and manipulate the bacterial 
population to our benefit.

Microbiome Composition in Humans
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By 2018, specialty drugs will account for:

of all U.S. 
prescriptions

of all prescription 
costs

250 BILLION$

Could be saved in the next 
decade if more biosimilars are 
approved

The Need for U.S. Biosimilars

U.S. Specialty 
Rx Spend 4X SINCE

2006

Generic drugs were introduced 30 
years ago, saving billions of dollars, 
improving patient access, and 
changing healthcare. Biosimilars hold 
the same potential.


