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today builds on the already strong CIC label and 
further establishes TRULANCE as the first and 
only uroguanylin analog.”

With the exception of a single amino 
acid substitution for greater binding affinity, 
TRULANCE is structurally identical to human 
uroguanylin and is the only treatment thought to 
replicate the pH-sensitive activity of uroguanylin.

TRULANCE Phase 3 IBS-C Program
Design
The Phase 3 IBS-C program included two 
randomized, 12-week, double-blind, placebo-
controlled trials evaluating the efficacy and safety of 
TRULANCE in adult patients with IBS-C. Across 
the two trials, more than 2,100 patients received a 
once-daily tablet of TRULANCE (3 mg or 6 mg 
doses) or placebo. Both trials included a two-week, 
pre-treatment baseline period, a 12-week treatment 
period, and a two-week, post-treatment follow-
up period. Patients who were enrolled in these 
trials fulfilled Rome III IBS-C criteria related to 
abdominal pain and stool changes. The company 
only sought approval for the 3 mg dose.

Primary Endpoint
The primary endpoint for both trials was the 
percentage of patients who are Overall Responders 
during the 12-week treatment period. An Overall 
Responder, as defined by the FDA, was a patient 
who fulfilled both ≥ 30% reduction in worst 
abdominal pain and an increase of ≥ 1 complete 
spontaneous bowel movement (CSBM) from 
baseline, in the same week, for at least 50% of the 
12 treatment weeks.

Results
In both Phase 3 IBS-C trials, TRULANCE met the 
primary endpoint as compared with placebo (Study 
1: 30.2%; 17.8% in placebo; p<0.001. Study 2: 
21.5%; 14.2% in placebo; p=0.009).

In both studies, patients who received 
TRULANCE experienced significantly reduced 
abdominal pain and improvements in stool 
frequency, stool consistency, and straining with 
bowel movements during the 12-week treatment 
period as compared to placebo.

In both studies, the most common adverse 
event was diarrhea (4.3%; 1.0% at placebo), with 

SYNERGY PHARMACEUTICALS ANNOUNCES FDA 
APPROVAL OF TRULANCE® (PLECANATIDE) FOR 
THE TREATMENT OF IRRITABLE BOWEL SYNDROME 
WITH CONSTIPATION (IBS-C) IN ADULTS
 NEW YORK – Synergy Pharmaceuticals Inc. 
(NASDAQ:SGYP) announced that the U.S. Food 
and Drug Administration (FDA) has approved 
TRULANCE® (plecanatide) 3 mg tablet for the 
once-daily treatment of irritable bowel syndrome 
with constipation (IBS-C) in adults. This is the 
second indication for TRULANCE, which is 
already approved for the treatment of adults with 
chronic idiopathic constipation (CIC).

 “The IBS-C approval is a pivotal milestone 
for Synergy, representing the second approved 
indication for TRULANCE in the past 12 months,” 
said Troy Hamilton, Pharm.D., CEO of Synergy 
Pharmaceuticals Inc. “This approval demonstrates 
our unwavering commitment to provide a safe and 
effective treatment option for those patients living 
with these chronic GI disorders.”

TRULANCE is the only prescription 
medication for adults with CIC and now IBS-C 
that can be taken once-daily, with or without food, 
at any time of the day. TRULANCE is packaged 
in a unique, 30-day calendar blister pack.

“Approximately 1 in 20 Americans are living 
with IBS-C, many of whom are not satisfied 
with currently available treatment options,” said 
William D. Chey, M.D., Professor of Medicine, 
Director of the GI Physiology Laboratory, and 
Co-Director of the Michigan Bowel Control 
Program at the University of Michigan. “With 
this second indication for TRULANCE, patients 
and physicians will have a much-needed, new 
treatment option with an established safety profile 
that can effectively address abdominal pain and 
constipation experienced by patients with IBS-C.”

“The TRULANCE label reflects the strong and 
remarkably consistent efficacy and safety profile 
TRULANCE has demonstrated in treating over 
4,700 patients across both CIC and IBS-C clinical 
trials,” said Patrick H. Griffin, MD, Chief Medical 
Officer of Synergy. “To-date, real world patient 
experience has supported the clinical trial data, 
highlighted by a post-marketing diarrhea rate of 
less than 0.5% and no reports of severe diarrhea 
requiring hospitalization since the launch of the 
TRULANCE CIC indication. The IBS-C approval 
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• Use of TRULANCE should be avoided in 
patients 6 years to less than 18 years of age. 
Although there were no deaths in older juvenile 
mice, given the deaths in young mice and the 
lack of clinical safety and efficacy data in 
pediatric patients, use of TRULANCE should 
be avoided in patients 6 years to less than 18 
years of age.

Diarrhea
• Diarrhea was the most common adverse reaction 

in the four placebo-controlled clinical trials for 
CIC and IBS-C. Severe diarrhea was reported in 
0.6% of TRULANCE-treated CIC patients, and 
in 1% of TRULANCE-treated IBS-C patients.

• If severe diarrhea occurs, the health care 
provider should suspend dosing and rehydrate 
the patient.

 Adverse Reactions
• In the two combined CIC clinical trials, the 

most common adverse reaction in TRULANCE-
treated patients (incidence ≥2% and greater than 
in the placebo group) was diarrhea (5% vs 1% 
placebo).

• In the two combined IBS-C clinical trials, the 
most common adverse reaction in TRULANCE-
treated patients (incidence ≥2% and greater than 
in the placebo group) was diarrhea (4.3% vs 
1% placebo).

Please also see the full Prescribing Information, 
including Box Warning, 

for additional risk information:
content.stockpr.com/synergypharma/files/

pages/synergypharma/db/147/description/03+
Plecanatide+label_clean_2017-01-19.pdf

For more information, please visit:
synergypharma.com

severe diarrhea reported in 1% of patients. Overall 
discontinuation rates were low among patients 
treated with TRULANCE and placebo (2.5%; 0.4% 
at placebo) and the most common adverse reaction 
leading to discontinuation was diarrhea (1.2%; 0% 
in placebo).

Indications and Usage
TRULANCE (plecanatide) 3 mg tablets is indicated 
in adults for the treatment of Chronic Idiopathic 
Constipation (CIC) and Irritable Bowel Syndrome 
with Constipation (IBS-C).

IMPORTANT SAFETY INFORMATION
WARNING: 
RISK OF SERIOUS DEHYDRATION IN PEDIATRIC PATIENTS
TRULANCE® is contraindicated in patients less 
than 6 years of age; in nonclinical studies in young 
juvenile mice administration of a single oral dose 
of plecanatide caused deaths due to dehydration. 
Use of TRULANCE should be avoided in patients 
6 years to less than 18 years of age. The safety and 
efficacy of TRULANCE have not been established 
in pediatric patients less than 18 years of age.

Contraindications
• TRULANCE is contraindicated in patients less 

than 6 years of age due to the risk of serious 
dehydration.

• TRULANCE is contraindicated in patients with 
known or suspected mechanical gastrointestinal 
obstruction.

Warnings and Precautions
• Risk of Serious Dehydration in Pediatric Patients
• TRULANCE is contraindicated in patients less 

than 6 years of age. The safety and effectiveness 
of TRULANCE in patients less than 18 years of 
age have not been established. In young juvenile 
mice (human age equivalent of approximately 1 
month to less than 2 years), plecanatide increased 
fluid secretion as a consequence of stimulation 
of guanylate cyclase-C (GC-C), resulting in 
mortality in some mice within the first 24 hours, 
apparently due to dehydration. Due to increased 
intestinal expression of GC-C, patients less 
than 6 years of age may be more likely than 
older patients to develop severe diarrhea and 
its potentially serious consequences.

practicalgastro.com
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TAKEDA UTILIZES SOCIAL MEDIA ANALYSIS AND 
SURVEY IN A STUDY TO BETTER UNDERSTAND 
PATIENT PREFERENCES WHEN SEEKING 
TREATMENT FOR INFLAMMATORY BOWEL DISEASE
Study shows treatment decision-making is highly 
personalized, with close to 98% of patients expressing 
unique decision-making profiles; online support tool 
resulting from study supports personalized treatment 
selection for patients with providers
Takeda Pharmaceuticals, U.S.A., Inc. (“Takeda”) 
announced today that a special “Putting Patients 
First” January issue of The American Journal 
of Gastroenterology published its analysis of 
patients with inflammatory bowel disease (IBD), 
which shows their highly personalized approach 
to choosing treatments. Takeda and Cedars-Sinai 
researchers conducted the study in two phases 
by first analyzing social media to understand 
what factors influence how patients with IBD 
seek treatment, and then fielding an adaptive 
choice-based survey to patients that ranks the 
importance of biologic attributes in their treatment 
decision-making. The survey results informed 
the development of an online tool that generates 
personalized discussion guides for patients to 
support shared decision-making when discussing 
treatment options with their provider. Through a 
grant from Takeda, Cedars-Sinai has since made 
the tool, called IBD&me (ibdandme.org), publicly 
available for any patient with IBD to use. 

“Takeda is proud that Cedars-Sinai has made 
IBD&me available to any patient with IBD. It’s 
an innovative online tool that may help the IBD 
patient and provider communities as they evaluate 
which biologic treatment options are best for 
individuals,” said Karen Lasch, M.D., Medical 
Head, GI Specialty, U.S. Medical Office, Takeda. 
“We are committed to driving innovation within the 
digital space that will benefit the IBD community.”

Takeda Medical Affairs and researchers at 
Cedars-Sinai in Los Angeles began with an initial 
review of public online conversation among 
patients with ulcerative colitis (UC) and Crohn’s 
disease (CD). The social media analysis revealed a 
wide range of themes governing their experiences 
and choices with biologics, and a need for improved 
communication between patients and providers 
when discussing options. Common considerations 
included efficacy and safety profiles as well as 
overall experience with biologics and how they 

are administered.
The second step was to administer an adaptive 

choice-based survey to patients that ranks the 
importance of biologic attributes (e.g., efficacy, 
side-effect profile, mode of administration, 
mechanism of action) in decision-making. While 
averages showed slightly varied responses 
between patients with UC and CD, the results 
demonstrated that biologic decision-making is 
highly personalized, with close to 98 percent of 
640 patients expressing unique decision-making 
profiles. The article detailing these results, titled 
“Optimizing Selection of Biologics in Inflammatory 
Bowel Disease: Development of an Online Patient 
Decision Aid Using Conjoint Analysis,” was 
first published online in December 2017 and is 
in print this month in The American Journal of 
Gastroenterology.

Several effective biologic IBD therapies are 
currently available and have provided a range 
of important options that can improve disease 
management. However, in the absence of head-
to-head trials, patients and their physicians often 
face challenges evaluating the complex differences 
between therapies and selecting one that fits their 
unique preferences due to a lack of comparative 
effectiveness data. IBD&me (ibdandme.org) was 
developed to help simplify that process. The online 
tool asks a series of questions to patients about what 
they prefer across a range of therapy attributes from 
method of delivery to the efficacy and safety profile 
and time between doses. The patients then receive 
a personalized report clearly outlining treatment 
factors they consider most important, which can 
be used in discussions with their physicians as they 
evaluate options.

“Digital health tools are becoming increasingly 
important in enabling healthcare providers to better 
understand their patients with IBD and provide 
personalized care, especially as more treatment 
options become available,” said Brennan Spiegel, 
M.D., Director, Health Services Research, Cedars-
Sinai, Los Angeles, and principal investigator of 
the study. “IBD&me empowers patients with 
IBD by identifying what treatment attributes may 
be most important to them and supporting more 
open dialogue and shared decision-making with 
providers.”

(continued on page 46)
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oncology, and vaccines.
Takeda Pharmaceuticals U.S.A., Inc. is located 

in Deerfield, Ill., and is the U.S. marketing and 
sales organization of Takeda Pharmaceutical 
Company Limited.

Additional information about Takeda 
is available through its corporate website: 
takeda. com and additional information about 
Takeda Pharmaceuticals U.S.A., Inc. is available 
through its website: takeda.us.

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. Takeda’s growth is 
being fuelled by products, especially in oncology 
and gastroenterology, as well as its presence in 
emerging markets. 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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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 
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 often 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.

Takeda’s Commitment to Gastroenterology 
Takeda is driven to improving the lives of patients 
with GI diseases through innovative medicines, 
dedicated patient disease management support and 
the evolution of the healthcare environment. Takeda 
is leading in gastroenterology through the delivery 
of innovative medicines. With more than 25 years 
of experience in this area, our broad approach to 
treating many diseases that impact the GI system 
and our global network of collaborators, Takeda 
aims to advance how patients manage their disease.

About Takeda Pharmaceuticals U.S.A., Inc.
Takeda is a research-based global company with 
its main focus on pharmaceuticals. As the largest 
pharmaceutical company in Japan and one of the 
global leaders of the industry, Takeda is committed 
to strive towards better health for people worldwide 
through leading innovation in medicine.

The company has a commercial presence 
covering around 70 countries, with particular 
strength in Asia, North America, Europe and 
fast-growing emerging markets including 
Latin America, Russia-CIS and China. Areas 
of R&D focus include central nervous system, 
cardiovascular and metabolic, gastroenterology, 

(continued from page 44)


