MEDICAL BULLETIN BOARD
COMPULINK SHOWCASES BEST-OF-BREED
TECHNOLOGY FOR GASTROENTEROLOGISTS
AT ACG 2017
MACRA-ready All-in-One solution includes unique
OneTabTM EHR to streamline physician workflow and
report writer replacement for Olympus EndoWorks
Thousand Oaks, CA, November 2017 — Compulink
Business Systems, Inc., a recognized leader in EHR
and Practice Management solutions, demonstrated
the latest enhancements to its Gastroenterology
AdvantageTM system at the 2017 American College of
Gastroenterology Annual Scientific Meeting (ACG)
meeting.
Committed to providing GI-specific solutions and
services that help providers improve efficiency and
increase revenue, innovations showcased included:
• All-in-One database solution — supports the entire practice workflow — clinical, business, and
endoscopy center—with features including EHR,
practice management, ASC/Endowriter, patient
portal, and telehealth service.
• OneTabTM EHR — allows providers to chart
entire exam from a single screen.
• AdvantageRCMSM — expert billing service increases collections and lowers operating costs.
• MACRA Analytics — real-time monitoring and
reporting of performance to enable providers to
maximize their MIPS score.
In a related announcement, the company announced
its Advantage EHR has earned ONC 2015 Edition
Certification. This stamp of approval designates that
Compulink’s solutions offer functionality to help
providers meet the ever-evolving clinical practice
improvement and care coordination activities that are
required for successful participation in CMS payment
and incentive programs including the Medicare Quality
Payment Program (QPP) and the Medicaid EHR
Incentive Program.
“This new certification continues our long tradition
of delivering software well ahead of compliance
deadlines,” said Link Wilson, CEO and founder of
Compulink. “Meeting our clients’ needs is always our
top priority and we are proud to offer them the industry’s
leading all-in-one solution, now certified to meet quality
reporting requirements for 2018 and beyond.”
Attendees at ACG 2017 in Orlando, Florida were
able to demo Gastroenterology Advantage

64

About Compulink

A proven partner for 32 years, Compulink is a leader
in specialty specific EHR and Practice Management
solutions. We provide everything you need to deliver
value-based care and achieve financial success.

For more information, visit:
compulinkadvantage.com

NEW META-ANALYSIS PROVIDES A
COMPREHENSIVE VIEW OF REAL-WORLD DATA AND
FURTHERS UNDERSTANDING OF ENTYVIO AS AN
IMPORTANT TREATMENT OPTION FOR PATIENTS
WITH ULCERATIVE COLITIS OR CROHN’S DISEASE
Takeda Pharmaceutical Company Limited (TSE: 4502)
(“Takeda”) announced the presentation of real-world
evidence from two analyses evaluating the safety
profile of Entyvio® (vedolizumab), during the 25th
United European Gastroenterology (UEG) Week in
Barcelona, Spain (October 28-November 1). It included
a systematic review and meta-analysis of real-world
safety outcomes reported for Entyvio in ulcerative colitis
(UC) or Crohn’s disease (CD), as well as a database
analysis of the real-world use of immunosuppressive
(IM) therapy in people living with inflammatory bowel
disease (IBD) who initiated Entyvio treatment in the
U.S.
A systematic review and meta-analysis of realworld outcomes screening 218 published studies
(continued on page 66)
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from MEDLINE-, Cochrane-, and EMBASE-indexed
publications and conference abstracts from May 1, 2014
- January 10, 2017 examined safety events reported
after use of Entyvio in patients with UC or CD. A
total of 33 studies reported data on 2,857 Entyviotreated patients (CD: 1,532; UC: 829) over an Entyvio
exposure/follow-up period ranging 0.5-18 months. In
the meta-analysis, pooled adverse event (AE) rates in
Entyvio-treated patients were reported for infections,
serious AEs and serious infections. These reported rates
were consistent with previous vedolizumab clinical trial
results in patients with moderate to severe UC or CD
and support the long-term safety profile of Entyvio in
clinical practice.
“Real-world data furthers our understanding of the
efficacy and safety signals we see in placebo-controlled
registration trials, which have strict selection criteria
and may not be illustrative of the patient population
seen in clinical practice. A meta-analysis adds stability
to such real-world observations, especially when based
on very large patient numbers. In this case, vedolizumab
real-world data were systematically collected and
analyzed with the rates of serious infections, infusionrelated reactions and malignancies consistent with
data previously reported in clinical trials in patients
with moderate to severe UC or CD,” said Stefan
Schreiber, M.D., Ph.D., Professor of Medicine and
Gastroenterology, Translational Inflammation Research,
Christian Albrechts University, Kiel, Germany.
Results from a second U.S-specific analysis
assessing the real-world use of immunosuppressives
(IM) across a total of 567 patients, identified via The
Explorys Universe database, also provide information
on the safety profile of Entyvio. Of the 567 patients
(58.6% female; 41.4% male), 68.4% had CD and
31.6% had UC. The mean age at index was 44 and
on average, patients initiated vedolizumab 4.5 years
following their initial diagnosis. The findings report,
in real-world clinical practice, of the 45.4% of patients
without a history of IM therapy, 87% of patients treated
with Entyvio were not on IM therapy during follow-up.
Of the 54.6% of patients with a history of IM therapy,
61% of patients treated with Entyvio were not on IM
during maintenance treatment during follow-up. In this
analysis, lower rates of healthcare resource utilization
were observed among patients without a history of
IM use.
“These data provide additional insight on the usage
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patterns, long-term safety profile and outcomes of
Entyvio use in real-world clinical practice,” said Mona
Khalid, Senior Director, Head of Evidence and Value
Generation, Takeda Pharmaceuticals. “We look forward
to the continued expansion of our body of knowledge
on the safety profile of Entyvio treatment in ulcerative
colitis and Crohn’s disease, and are pleased to present
these real-world results at the UEG Week in Barcelona.”
In addition to these real-world analyses, other
Takeda-sponsored posters presented at the UEG Week
meeting include evaluations of post-marketing safety,
risk factors for postoperative infection following lower
gastrointestinal surgery, treatment discontinuation,
flares and hospitalizations among biologic-naïve IBD
patients, as well as post-hoc analyses of GEMINI 1, a
pivotal Phase 3 placebo-controlled study of Entyvio
induction and maintenance treatment in patients with
moderately to severely active UC.
For a full list of poster titles and authors, visit :
ueg.eu/week/programme/scientific-programme
About Entyvio® (vedolizumab)
Vedolizumab is a prescription medicine approved for
adults with moderate to severe ulcerative colitis (UC)
or Crohn’s disease (CD). In people with UC and CD,
there’s an increased number of inflammatory white
blood cells entering the mucosal lining of the bowel.
The presence of these inflammatory cells can lead to
the symptoms most commonly seen in people who
have UC or CD. Vedolizumab is designed to reduce
this inflammation by blocking the movement of the
white blood cells into the inflamed gut tissue. Mucosal
addressin cell adhesion molecule 1 (MAdCAM-1) is
preferentially expressed on the endothelial lining of
blood vessels in the lymphoid tissue of the bowel. The
alpha4beta7 (α4β7) integrin is expressed on a subset of
circulating white blood cells. Vedolizumab specifically
binds to the α4β7 integrin and blocks its interaction with
MAdCAM-1, therefore inhibiting the white blood cells
from entering the inflamed gut tissue, thus decreasing
inflammation.
About Ulcerative Colitis and Crohn’s Disease
Ulcerative colitis (UC) and Crohn’s disease (CD)
are two of the most common forms of inflammatory
bowel disease (IBD). Both UC and CD are chronic,
relapsing, remitting, inflammatory conditions of the
gastrointestinal (GI) tract that are often progressive
(continued on page 68)
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in nature. UC only involves the large intestine as
opposed to CD which can affect any part of the GI
tract from mouth to anus. CD can also affect the entire
thickness of the bowel wall, while UC only involves the
innermost lining of the large intestine. UC commonly
presents with symptoms of abdominal discomfort,
loose bowel movements, including blood or pus. CD
commonly presents with symptoms of abdominal pain,
diarrhea and weight loss. The cause of UC or CD is
not fully understood, however recent research suggests
hereditary, genetics, environmental factors and/or an
abnormal immune response to microbial antigens in
genetically predisposed individuals can lead to UC
or CD.
Therapeutic Indications
Ulcerative Colitis
Vedolizumab is indicated for the treatment of adult
patients with moderately to severely active ulcerative
colitis who have had an inadequate response with, lost
response to, or were intolerant to either conventional
therapy or a tumor necrosis factor-alpha (TNFα)
antagonist.
Crohn’s Disease
Vedolizumab is indicated for the treatment of adult
patients with moderately to severely active Crohn’s
disease who have had an inadequate response with, lost
response to, or were intolerant to either conventional
therapy or a tumor necrosis factor-alpha (TNFα)
antagonist.
Important Safety Information
Contraindications
Hypersensitivity to the active substance or to any of
the excipients.
Special warnings and special precautions for use
Vedolizumab should be administered by a healthcare
professional equipped to manage hypersensitivity
reactions including anaphylaxis, if they occur.
Appropriate monitoring and medical support
measures should be available for immediate use when
administering vedolizumab. Observe all patients during
infusion and until the infusion is complete.
Infusion-related Reactions
In clinical studies, infusion-related reactions (IRR) and
hypersensitivity reactions have been reported, with
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the majority being mild to moderate in severity. If a
severe IRR, anaphylactic reaction, or other severe
reaction occurs, administration of vedolizumab must
be discontinued immediately and appropriate treatment
initiated (e.g., epinephrine and antihistamines). If a
mild to moderate IRR occurs, the infusion rate can
be slowed or interrupted and appropriate treatment
initiated (e.g., epinephrine and antihistamines). Once the
mild or moderate IRR subsides, continue the infusion.
Physicians should consider pre-treatment (e.g., with
antihistamine, hydrocortisone and/or paracetamol) prior
to the next infusion for patients with a history of mild
to moderate IRR to vedolizumab, in order to minimize
their risks.
Infections
Vedolizumab is a gut-selective integrin antagonist with
no identified systemic immunosuppressive activity.
Physicians should be aware of the potential increased
risk of opportunistic infections or infections for which
the gut is a defensive barrier. Vedolizumab treatment
is not to be initiated in patients with active, severe
infections such as tuberculosis, sepsis, cytomegalovirus,
listeriosis, and opportunistic infections until the
infections are controlled, and physicians should consider
withholding treatment in patients who develop a severe
infection while on chronic treatment with vedolizumab.
Caution should be exercised when considering the use
of vedolizumab in patients with a controlled chronic
severe infection or a history of recurring severe
infections. Patients should be monitored closely for
infections before, during and after treatment. Before
starting treatment with vedolizumab, screening for
tuberculosis may be considered according to local
practice. Some integrin antagonists and some systemic
immunosuppressive agents have been associated
with progressive multifocal leukoencephalopathy
(PML), which is a rare and often fatal opportunistic
infection caused by the John Cunningham (JC)
virus. By binding to the α4β7 integrin expressed on
gut-homing lymphocytes, vedolizumab exerts an
immunosuppressive effect on the gut. Although no
systemic immunosuppressive effect was noted in
healthy subjects, the effects on systemic immune
system function in patients with inflammatory bowel
disease are not known. No cases of PML were reported
in clinical studies of vedolizumab however, healthcare
professionals should monitor patients on vedolizumab
(continued on page 70)
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for any new onset or worsening of neurological signs
and symptoms, and consider neurological referral if they
occur. If PML is suspected, treatment with vedolizumab
must be withheld; if confirmed, treatment must be
permanently discontinued. Typical signs and symptoms
associated with PML are diverse, progress over days to
weeks, and include progressive weakness on one side of
the body, clumsiness of limbs, disturbance of vision, and
changes in thinking, memory, and orientation leading to
confusion and personality changes. The progression of
deficits usually leads to death or severe disability over
weeks or months.
Malignancies
The risk of malignancy is increased in patients
with ulcerative colitis and Crohn’s disease.
Immunomodulatory medicinal products may increase
the risk of malignancy.
Prior and Concurrent use of Biological Products
No vedolizumab clinical trial data are available for
patients previously treated with natalizumab. Caution
should be exercised when considering the use of
vedolizumab in these patients. No clinical trial data
for concomitant use of vedolizumab with biologic
immunosuppressants are available. Therefore, the use
of vedolizumab in such patients is not recommended.
Vaccinations
Prior to initiating treatment with vedolizumab all patients
should be brought up to date with all recommended
immunizations. Patients receiving vedolizumab may
receive non-live vaccines (e.g., subunit or inactivated
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for quantities of 100 or more.
For further details email us at:
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vaccines) and may receive live vaccines only if the
benefits outweigh the risks.
Adverse Reactions Include:
Nasopharyngitis, Headache, Arthralgia, Upper
respiratory tract infection, Bronchitis, Influenza,
Sinusitis, Cough, Oropharyngeal pain, Nausea, Rash,
Pruritus, Back pain, Pain in extremities, Pyrexia, and
Fatigue. Please consult with your local regulatory
agency for approved labeling in your country.
Takeda’s Commitment to Gastroenterology
Gastrointestinal (GI) diseases can be complex,
debilitating and life-changing. Recognizing this unmet
need, Takeda and our collaboration partners have
focused on improving the lives of patients through
the delivery of innovative medicines and dedicated
patient disease support programs for over 25 years.
Takeda aspires to advance how patients manage their
disease. Additionally, Takeda is leading in areas of
gastroenterology associated with high unmet need, such
as inflammatory bowel disease, acid-related diseases
and motility disorders. Our GI research & development
team is also exploring solutions in celiac disease and
liver diseases, as well as scientific advancements
through microbiome therapies.
About Takeda Pharmaceutical Company

Takeda Pharmaceutical Company Limited is a global,
R&D-driven pharmaceutical company committed to
bringing better health and a brighter future to patients
by translating science into life-changing medicines.
Takeda focuses its research efforts on oncology,
gastroenterology and central nervous system therapeutic
areas. It also has specific development programs in
specialty cardiovascular diseases as well as late-stage
candidates for vaccines. Takeda conducts R&D both
internally and with partners to stay at the leading edge
of innovation. New innovative products, especially in
oncology and gastroenterology, as well as its presence in
emerging markets, fuel the growth of Takeda. More than
30,000 Takeda employees are committed to improving
quality of life for patients, working with our partners
in health care in more than 70 countries.
For more information, visit:
takeda.com/news
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SALIX PHARMACEUTICALS
ADDRESSES IBS-D AT WCOG
In an effort to educate and open a dialogue between
healthcare providers and patients about irritable
bowel syndrome with diarrhea (IBS-D), Salix
Pharmaceuticals partnered with Access Health on
Lifetime Television to develop a segment bringing
attention to this issue.
The World Congress of Gastroenterology
(WCOG) at the American College of
Gastroenterology in Orlando provided the
opportunity for Salix to share the Access Health
episode with leading physicians in the field.
The segment educated the audience on how the
disease impacts a patient’s quality of life, the toll
it takes on the healthcare system and discussed

The event took place at Itta Bena Restaurant
in Orlando, Florida and was attended by the
two patients from the Access Health segment,
gastroenterologists, Salix Pharmaceuticals and
members of the media.
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the treatment options that are available beyond
over-the-counters. The segment has since aired on
Lifetime, and features two patients sharing their
personal IBS-D stories and Dr. Mark Pimentel,
Executive Director, Medically Associated Science
and Technology (MAST) Program at Cedars-Sinai
Medical Center who is at the forefront of medicine
in gastroenterology providing his expertise to the
condition.
The viewing event was well attended, and Salix
is committed to continue exploring barriers to proper
IBS-D diagnosis while building relationships with
medical professionals.
THE CROHN’S & COLITIS FOUNDATION INVITES YOU
TO JOIN US AND TAKE STEPS FOR CURES
Walk With Our IBD Community!
Never has there been a more exciting time for the
Crohn’s & Colitis Foundation than right now. We are
on the brink of game-changing breakthroughs for our
patients. We fund nearly 200 research projects a year. To
date, the Foundation has invested $298 million in IBD
research. Approximately 70,000 new cases of Crohn’s
disease and ulcerative colitis are diagnosed each year.
Each year people will hear for the very first time that
they have a chronic disease and there is no cure.
We have 50 Take Steps events across the country
and it’s not too late to register! Will you register and
fundraise with us so that, together, we can make a
difference?
By joining Take Steps, you become part of the IBD
community. Members of this nationwide community
not only provide support to each other, but also actively
raise money to support the Crohn’s & Colitis Foundation
in funding research for better treatments and ultimately
cures for IBD.
Register Your Team Today!
cctakesteps.org/spring
Remember, the IBD Help Center is also here to
help. If you are newly diagnosed or need additional
resources to support your IBD journey, the IBD Help
Center is staffed with specialists who can provide
specific resources, referrals to other organizations, and
answers to questions you can’t find anywhere else.
You can contact them at:
1-888-694-8872
or info@crohnscolitisfoundation.org
(continued on page 74)
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FINDINGS OF NIH-FUNDED PILOT STUDY
SUGGEST HOME-DELIVERED NUTRITIONAL
MEALS MAY LOWER PATIENT READMISSION
RATES AND IMPROVE HEALTH OUTCOMES

November, 2017 – Des Moines, IA. New findings
from a pilot clinical trial, GOURMET-HF (Geriatric
Out-of-Hospital Randomized Meal Trial in Heart
Failure), suggest that the delivery of low-sodium
prepared meals to patients’ homes following hospital
discharge resulted in fewer instances of readmission
and generally improved health outcomes.
The pilot, spearheaded by Dr. Scott Hummel,
M.D., M.S., University of Michigan cardiologist,
was the first randomized clinical trial to test the
effects of nutritionally complete, home-delivered
low-sodium prepared meals on patient recovery
following hospital discharge of elderly patients for
acute decompensated heart failure. And the results
are encouraging.
Sixty-six patients, each at least 55 years of age,
were randomly divided into two categories — usual
post-care routine and weekly delivery of prepared
meals. The meals, produced and delivered by Mom’s
Meals NourishCare (PurFoods, LLC) of Ankeny, IA,
were compliant with the Dietary Approaches to Stop
Hypertension (DASH-SRD) diet, with no more than
1,500 mg of sodium per day. Most Americans eat
about 3,400 mg of sodium a day, most of it coming
from processed foods.
“Past research has shown that when patients with
heart failure try to follow a low sodium diet, overall
calorie and nutrient consumption often goes down.
This means that well-intentioned patients trying to
reduce their salt intake might be hurting their overall
nutrition,” said Dr. Hummel. “An important part of
this study was learning whether we could provide
nutritionally complete meals that patients liked
and would stick with eating.” That turned out to be
the case. A wide variety of meals were available,
catering to individualized personal tastes, and as a
result, more than three quarters of the participants
enjoyed the meals at least 80 percent of the days.
It wasn’t only the flavor of the meals that made
this study a success. “This study worked well not
just because of the content of the meals, but also the
platform,” said Dr. Hummel. “Offering convenient
home-delivery made proper nutrition easily available
to patients. The assortment of condition-appropriate
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prepared meals and ability of patients to choose
their favorites increased compliance, and likely
contributed to the findings in the study.”
Initial results included:
• Strong trend toward improvement in symptoms
and physical limitations related to heart failure
in the meal home-delivery group, compared
to the usual-care group
• 11 heart failure readmissions in the usual care
group, compared to three in the meal homedelivery group, after 30 days
• 22 readmissions in the usual care group,
compared to 13 in the meal home-delivery
group, after 84 days
“While not statistically significant in this small
study, these findings suggest that nutritional support
has the potential to improve functional limitations
and reduce heart failure readmissions,” continued
Dr. Hummel. “There is reason to further investigate.”
The GOURMET-HF pilot clinical trial was
conducted in partnership with Columbia University
and the Ann Arbor Veterans Affairs Health System,
and was funded by National Institutes of Health
(NIH)/National Institute on Aging and PurFoods
LLC. In-kind support was provided by PurFoods
LLC’s Mom’s Meals NourishCare.
“Our mission is to provide a wide variety of
nutritionally balanced condition-appropriate prepared
meals to seniors, those managing chronic conditions,
and patients recovering at home after a hospital stay.”
said Catherine Macpherson, a Registered Dietitian
and Chief Nutrition Officer for Mom’s Meals
NourishCare. “Therefore, our participation in this
clinical trial was a natural fit and we are delighted to
see the resulting positive effects on patient health.”
About Mom’s Meals NourishCare
Mom’s Meals NourishCare is a leading nationwide
provider of refrigerated, home-delivered prepared
meals for long term services and supports,
chronic care, post-discharge care and self-pay
individuals. Menus support major health conditions,
such as heart disease, diabetes and more.
For more information, visit:
MomsMeals.com
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