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HEDIS audits. The 2016 HEDIS audit will give credit 
for Cologuard tests completed beginning in 2014, 
when Cologuard received FDA approval and was made 
available to patients.

“The fact that Cologuard is now accounted for in 
your HEDIS measures is huge for health plans,” said 
Troy Caraway, chief executive officer of Physicians 
Plus Insurance Corporation. “If one or two early-
stage cancers are detected because more people have 
a Cologuard test, we are far ahead as a health plan.”

“With Cologuard, the scientific evidence is there, 
the compliance service is there, and now it counts 
toward our colon cancer screening quality credit,” said 
Anas Daghestani, M.D., CEO of Austin Regional Clinic 
(ARC) and medical director for ARC’s Population 
Health and Clinical Quality. “Adopting a test like 
Cologuard allows me to push my screening rate for 
colon cancer very high, very quickly without investing 
a lot of internal resources.”

The HEDIS measures directly impact the CMS Star 
Ratings, which use HEDIS as the primary data source to 
guide quality measures for Medicare Advantage plans. 
The public comment period for the 2018 Star Ratings 
is expected to be announced in November 2016.  The 
updated Star Ratings are expected to be published in 
February 2017.

NCQA’s update to the colorectal cancer screening 
measure aligns HEDIS with the preeminent colorectal 
cancer screening guidelines, including those of the 
U.S. Preventive Services Task Force, American Cancer 
Society, National Comprehensive Cancer Network and 
the American College of Gastroenterology.  
About Cologuard 
Cologuard was approved by the FDA in August 2014 and 
results from Exact Sciences’ prospective 90-site, point-
in-time, 10,000-patient pivotal trial were published in 
the New England Journal of Medicine in March 2014. 
Cologuard is included in the recommendations of the 
U.S. Preventive Services Task Force (2016) and the 
American Cancer Society’s (2014) colorectal cancer 
screening guidelines. Stool DNA is included in the 
combined screening guidelines of the American Cancer 
Society/U.S. Multi-Society Task Force/American 
College of Radiology (2008), the American College 
of Gastroenterology guidelines (2009) and the National 
Comprehensive Cancer Network (2016). Cologuard 
is indicated to screen adults of either sex, 50 years or 
older, who are at average risk for colorectal cancer. 
Cologuard is not for everyone and is not a replacement 

EXACT SCIENCES ANNOUNCES INCLUSION OF 
COLOGUARD® IN HEDIS QUALITY MEASURES
Cologuard Offers Opportunity for Health Plans, Systems & 
Providers to Improve Quality Ratings
MADISON, WI – Exact Sciences Corp. (Nasdaq: 
EXAS) announced that Cologuard® is now included in 
the 2017 Healthcare Effectiveness Data and Information 
Set (HEDIS) quality measures for colorectal cancer 
screening. The new quality measures were published 
by the National Committee for Quality Assurance 
(NCQA). More than 90 percent of America’s health 
plans measure quality based on HEDIS.

“Cologuard’s inclusion in the preeminent quality 
measures and its standing as an A-graded service in a 
leading screening guideline are critical steps toward 
becoming a standard of care for colon cancer screening,” 
said Kevin Conroy, chairman and CEO of Exact 
Sciences. “Quality measures rate health care providers, 
systems and payers on metrics, including colon cancer 
screening compliance and patient satisfaction. These 
quality scores influence the level of reimbursement 
providers receive under value-based health care 
structures. Providers can now receive quality credit 
when their patients are screened using Cologuard, and 
Exact Sciences’ comprehensive compliance program 
encourages completion of screening following a 
physician’s prescription.”

The HEDIS quality measures promote evidence-
based health care and quality service to patients by 
assessing the performance of health plans on multiple 
measures. Colorectal cancer screening compliance and 
patient satisfaction are two measures that are evaluated 
to generate an overall quality score. Cologuard continues 
to achieve a nearly 70-percent compliance rate1 and 
survey data shows that 88 percent of patients have a 
very positive experience2 using Cologuard and engaging 
Exact Sciences’ compliance program. Conversely, 
colonoscopy and fecal blood testing compliance rates 
are typically much lower. 

“Including Cologuard in HEDIS creates incentives 
for health plans and providers to adopt the test by 
helping them achieve compensation goals and establish 
marketing opportunities,” Conroy said. “We also 
believe that because patients like using Cologuard, 
they are more likely to rate their experience with their 
prescribing health care provider favorably.”

Cologuard’s inclusion in HEDIS with a three-year 
interval provides payers, health systems, and providers 
quality credit for a three-year lookback period during 
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for diagnostic colonoscopy or surveillance colonoscopy 
in high-risk individuals. False positives and false 
negatives do occur. Any positive test result should be 
followed by a diagnostic colonoscopy. Following a 
negative result, patients should continue participating 
in a screening program at an interval and with a method 
appropriate for the individual patient. Cologuard 
performance when used for repeat testing has not been 
evaluated or established.

For more information about Cologuard, visit:
 www.CologuardTest.com

About Exact Sciences Corp.
Exact Sciences Corp. is a molecular diagnostics 
company focused on the early detection and prevention 
of the deadliest forms of cancer. The company has 
exclusive intellectual property protecting its non-
invasive, molecular screening technology for the 
detection of colorectal cancer.

For more information, please visit: 
www.exactsciences.com

1. Cologuard’s patient compliance rate is derived from the number of valid 
tests reported divided by the number of collection kits shipped to patients 
during the 12-month period ending 60 days prior to June 30, 2016. 

2. Exact Sciences Laboratories patient satisfaction survey data is cumula-
tive; n = 2,799

ALLERGAN PARTNERS WITH SONARMD® TO DEVELOP 
INNOVATIVE IBS-D PATIENT ENGAGEMENT PLATFORM 
FOR BETTER IDENTIFICATION AND CARE OF IBS-D 
PATIENTS
DUBLIN – Allergan plc (NYSE: AGN) announced a 
collaboration with SonarMD®, a leader in population 
health management, on the development of clinical 
decision support (CDS) and patient engagement tools 
which can be used to facilitate physician identification 
of patients suffering from Irritable Bowel Syndrome 
with Diarrhea (IBS-D) in clinical practice and monitor 
their treatment outcomes. Moreover, the companies will 
establish a patient engagement platform which can be 
used to evaluate symptoms and health outcomes among 
patients with IBS-D in a real-world clinical setting.

This platform allows healthcare practitioners to 
securely engage, monitor, and manage IBS-D patients 
between visits via ongoing health assessments evaluating 
patient symptoms, quality of life, and treatment impacts. 
Data from these assessments can alert physicians to 
any change in a patient’s condition that may require 
intervention, which could lead to improved health 
outcomes for patients and decreased costs of care. This 
platform will also provide an opportunity to generate 
real-world data on the impact of current treatment 

options for patients with IBS-D.
SonarMD is the developer of a cloud-based 

care management platform – created by noted 
gastroenterologist Lawrence Kosinski, MD, MBA 
and Managing Partner, Illinois Gastroenterology 
Group – that supports improved patient access, care 
coordination and healthcare management for patients 
with chronic illnesses. The SonarMD platform delivers 
care management algorithms to help providers and 
patients dramatically improve the management of 
chronic diseases in the new era of value-based care. 
SonarMD has previously applied this technology to 
support patients with Crohn’s Disease, combining the 
use of clinical metrics derived from CDS tools with 
patient reported outcomes.

Allergan and SonarMD will leverage the Sonar 
platform for use with IBS-D patients with the goal 
of optimizing efficient diagnosis and effective use of 
treatment options to manage IBS-D in clinical practice. 
This represents the first application of the SonarMD 
platform for IBS.

“The collaboration with SonarMD is a further 
demonstration of Allergan’s long-term commitment 
to improving the lives of patients with IBS-D through 
better patient care and access to innovative treatments,” 
said Gavin Corcoran, M.D., chief medical officer, 
Allergan. “The sooner patients can be effectively 
identified and diagnosed, the sooner they can receive 
the treatments they need to alleviate the burdensome 
symptoms of IBS-D.”

“Traditionally, the limited diagnostic and 
therapeutic options available for patients suffering 
from irritable bowel syndrome, combined with the 
reluctance of those patients to discuss their symptoms 
with healthcare practitioners, has presented a major 
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barrier to providing them with the most effective care. 
The collaboration between SonarMD and Allergan is 
focused on developing tools which will help providers 
more efficiently identify IBS-D patients, deliver quality 
care and, simultaneously, foster meaningful patient 
engagement,” said Jonathan Rosenberg, SonarMD’s 
Medical Director. “I am excited about the potential for 
this project to generate meaningful patient reported data 
which will lead to better care outcomes for all IBS-D 
sufferers through more effective care delivery from 
their providers.”
About IBS-D
Irritable bowel syndrome with diarrhea (IBS-D) is a 
functional bowel disorder characterized by chronic 
abdominal pain and frequent diarrhea, which affects 
approximately 15 million patients in the U.S.  Although 
the exact cause of IBS-D is not known, symptoms are 
thought to result from a disturbance in the way the 
gastrointestinal tract and nervous system interact.

IBS-D can be debilitating and there are limited 
therapeutic options for managing the chronic symptoms. 
IBS-D is associated with economic burden in direct 
medical costs and indirect social costs such as 
absenteeism and lost productivity, along with decreased 
quality of life.

About SonarMD®
SonarMD, a Rolling Meadows, Illinois based 
Delaware LLC, is committed to the development of 
Care Management Algorithms for the management 
of patients with chronic disease. Its leadership team 
combines some of the nation’s top leaders in clinical 
medicine with the technology strength of Mutare, Inc. 
Together they intend to bring the leadership and tools 
for providers to succeed in Population Health and 
deliver better patient outcomes. For more information, 
visit sonarmd.com or call 847-370-8878.

About Allergan plc
Allergan plc (NYSE: AGN), headquartered in Dublin, 
Ireland, is a bold, global pharmaceutical company and 
a leader in a new industry model – Growth Pharma. 
Allergan is focused on developing, manufacturing and 
commercializing branded pharmaceuticals, devices and 
biologic products for patients around the world.

Allergan markets a portfolio of leading brands 
and best-in-class products for the central nervous 
system, eye care, medical aesthetics and dermatology, 
gastroenterology, women’s health, urology and anti-
infective therapeutic categories.

Allergan is an industry leader in Open Science, the 
Company’s R&D model, which defines our approach to 
identifying and developing game-changing ideas and 
innovation for better patient care.  This approach has led 
to Allergan building one of the broadest development 
pipelines in the pharmaceutical industry with 65+ mid-
to-late stage pipeline programs in development.

Our Company’s success is powered by our more 
than 16,000 global colleagues’ commitment to being 
Bold for Life. Together, we build bridges, power ideas, 
act fast and drive results for our customers and patients 
around the world by always doing what is right.

With commercial operations in approximately 
100 countries, Allergan is committed to working with 
physicians, healthcare providers and patients to deliver 
innovative and meaningful treatments that help people 
around the world live longer, healthier lives.

For more information, visit Allergan’s website: 
www.Allergan.com

SYNERGY PHARMACEUTICALS PRESENTS LONG-TERM 
DATA FOR PLECANATIDE IN CHRONIC IDIOPATHIC 
CONSTIPATION AT THE AMERICAN COLLEGE OF 
GASTROENTEROLOGY (ACG) ANNUAL SCIENTIFIC 
MEETING
NEW YORK – Synergy Pharmaceuticals Inc. 
(NASDAQ:SGYP) presented new long-term safety data 
of plecanatide, its investigational, orally-administered 
compound currently being evaluated by the U.S. Food 
and Drug Administration (FDA) for the treatment of 
chronic idiopathic constipation (CIC) and irritable 
bowel syndrome with constipation (IBS-C). These 
data, which were presented at the American College 
of Gastroenterology (ACG) annual scientific meeting, 
showed that plecanatide was associated with low 
adverse events and low discontinuation rates in patients 
with CIC who received plecanatide (3 mg or 6 mg) 
once-daily for up to 72 weeks.

Plecanatide is the first investigational therapy 
designed to replicate the activity of uroguanylin, a 
naturally occurring human gastrointestinal (GI) peptide, 
by working locally in the proximal small intestine to 
stimulate digestive fluid movement and support regular 
bowel function.

In this long-term study, which evaluated 2,370 
patients, the most common adverse events in both dose 
groups were diarrhea (7.1%) and urinary tract infection 
(2.2%). The remainder of adverse events occurred 
in less than 2% of patients treated with plecanatide. 
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Adverse events leading to discontinuation occurred 
in 5.3% of patients treated with plecanatide, with 
discontinuation due to diarrhea occurring in 3.1% of 
patients. In addition, this study asked patients about 
level of treatment satisfaction and desire to continue 
treatment. The median score for treatment satisfaction 
was 4.0 (4=quite satisfied) and for continuation of 
treatment was 4.0 (4=quite likely).

“Chronic idiopathic constipation is a complex and 
often debilitating condition, and there remains an unmet 
need for new, effective therapies for the millions of 
Americans who may not have found a treatment option 
with which they are satisfied,” said Satish S.C. Rao, 
M.D., PhD, Professor of Medicine, Division Chief 
Fellowship Program Director and Director, Digestive 
Health Center at Augusta University. “The data presented 
today at ACG provide additional information regarding 
the Phase 3 efficacy and safety clinical trials and support 
the long-term safety of plecanatide, reinforcing the 
potential of plecanatide as a new treatment option for 
this condition.”

Synergy also presented plecanatide data from 
an integrated efficacy and safety analysis which are 
consistent with findings of two previously presented 
double-blind, placebo-controlled Phase 3 trials 
that evaluated more than 2,600 patients with CIC 
over a 12-week treatment period. These additional 
analyses confirmed a significantly greater response 
rate of durable overall complete spontaneous bowel 
movements (CSBM) — a primary endpoint defined by 
the FDA for regulatory approval in CIC—in each of 
the two plecanatide dose groups (3 mg, 20.5%; 6 mg, 
19.8%) when compared to the placebo group (11.5%, 
p<0.001 for both doses). These significant increases in 
CSBMs with both plecanatide dose groups were seen 
as early as the first week and maintained through the 
treatment period compared with placebo. Results at 12 
weeks also found:
• Secondary endpoints (stool consistency, straining 

and bloating) were significantly improved compared 
to placebo.

• Adverse event rates were similar across plecanatide-
treatment groups and placebo (30.6% in 3 mg and 
31.1% in 6 mg dose groups compared to 28.7% in 
placebo), Diarrhea was the most common adverse 
event (4.6% in 3 mg and 5.1% in 6 mg compared 
to 1.3% in placebo).

• Discontinuation rates were low across all treatment 
groups (3 mg, 4.1%; 6 mg, 4.5%; and placebo, 
2.2%).

“Synergy has pioneered a different way to think 
about constipation, which is reflected in our approach 
to plecanatide,” said Patrick H. Griffin, MD, FACP, 
Executive Vice President and Chief Medical Officer 
of Synergy Pharmaceuticals. “We are excited to bring 
these new data to gastroenterologists at ACG. We 
are committed to developing and bringing to market 
novel therapies that offer the potential to significantly 
improve the lives of patients living with CIC and other 
GI conditions.”
The Prescription Drug User Fee Act (PDUFA) target 
action date for plecanatide in CIC is January 29, 2017.

In addition, Synergy has already completed patient 
recruitment for the two double-blind, placebo-controlled 
Phase 3 clinical trials with plecanatide in IBS-C and 
remains on-track to report top-line data from both trials 
in the fourth quarter of this year. Pending approval in 
the CIC indication, Synergy plans to file a New Drug 
Application Supplement with Clinical Data (sNDA) for 
plecanatide in IBS-C in the first quarter of 2017 and 
expects a 10-month review period from submission.
About Chronic Idiopathic Constipation (CIC)
CIC affects 14 percent of the population in North 
America, disproportionately affecting women and older 
adults. People with CIC have persistent symptoms of 
difficult and infrequent bowel movements. CIC can 
severely impact people’s daily lives, increasing stress 
levels and anxiety.
About Plecanatide
Plecanatide is a peptide made up of 16 amino acids and, 
with the exception of a single amino acid substitution, 
it is identical to uroguanylin. Plecanatide is the first 
investigational drug designed to replicate the function 
of uroguanylin, a naturally occurring and endogenous 
human GI peptide which acts in a pH-dependent manner 
targeting GC-C receptors primarily in the proximal 
small intestine. Plecanatide stimulates fluid secretion 
and promotes stool consistency necessary to support 
normal bowel function.
About Synergy Pharmaceuticals
Synergy is a biopharmaceutical company focused 
on the development and commercialization of novel 
GI therapies. The company has pioneered discovery, 
research and development efforts around uroguanylin 
analogs for the treatment of functional GI disorders 
and inflammatory bowel disease. Synergy’s proprietary 
uroguanylin analog technology platform includes two 
lead product candidates – plecanatide and dolcanatide.

For more information, please visit:
www.synergypharma.com


