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•	 Sucraid® does not break down some sugars that 
come from the digestion of starch. You may 
need to restrict the amount of starch in your 
diet. Your doctor will tell you if you should 
restrict starch in your diet.

•	 Tell your doctor if you are allergic to, have ever 
had	a	reaction	to,	or	have	ever	had	difficulty	
taking yeast, yeast products, papain, or glycerin 
(glycerol).

•	 Tell your doctor if you have diabetes, as your 
blood glucose levels may change if you begin 
taking Sucraid®. Your doctor will tell you if 
your diet or diabetes medicines need to be 
changed.

•	 Some patients may have worse abdominal pain, 
vomiting, nausea, or diarrhea. Constipation, 
difficulty	sleeping,	headache,	nervousness,	and	
dehydration have also occurred. Check with 
your doctor if you notice these or other side 
effects.

•	 Sucraid® has not been tested to see if it works 
in patients with secondary (acquired) sucrase 
deficiency.

•	 NEVER HEAT SUCRAID® OR PUT IT IN 
WARM OR HOT BEVERAGES OR INFANT 
FORMULA. Do not mix Sucraid® with fruit 
juice or take it with fruit juice. Take Sucraid® 
as prescribed by your doctor. Normally half 
of the dose of Sucraid® is taken before a meal 
or snack and the other half is taken during the 
meal or snack.

FDA APPROVES NEW MANUFACTURING FACILITY 
IN CLEARWATER, FLORIDA FOR SACROSIDASE, 
ACTIVE INGREDIENT OF SUCRAID® (SACROSIDASE) 
ORAL SOLUTION, FOR THE TREATMENT OF 
CONGENITAL SUCRASE-ISOMALTASE DEFICIENCY
October, 2018, Vero Beach, FL – QOL Medical, 
LLC announced that the U.S. Food and Drug 
Administration (FDA) has approved the company’s 
wholly owned manufacturing facility in Clearwater, 
Florida to manufacture sacrosidase, the drug 
substance used to make Sucraid® (sacrosidase) 
Oral Solution.

The Sucraid® drug shortage has been 
resolved, and this FDA approval eliminates the 
need for informed consents, assents, physician 
acknowledgments, and patient questionnaires 
for all Sucraid® prescriptions. Sucraid® is now 
available as a regular prescription exclusively from 
US Bioservices. Please call 1-833-800-0122 for 
further information.

The long-term supply of Sucraid® continues 
to be QOL Medical’s top priority. QOL Medical 
has developed an improved manufacturing process 
for sacrosidase production, designed and built a 
wholly owned cGMP-compliant manufacturing 
facility, and hired an experienced manufacturing 
and quality team to assure this goal.

About Sucraid®

Sucraid® (sacrosidase) Oral Solution is an 
enzyme replacement therapy for the treatment of 
genetically	determined	sucrase	deficiency,	which	
is	part	of	congenital	sucrase-isomaltase	deficiency	
(CSID). Sucraid® can help improve the breakdown 
and absorption of sucrose (table sugar) from the 
intestine and can help relieve the gastrointestinal 
symptoms of CSID.

INDICATION
Sucraid® (sacrosidase) Oral Solution is an enzyme 
replacement therapy for the treatment of genetically 
determined	sucrase	deficiency,	which	is	part	of	
congenital	sucrase-isomaltase	deficiency	(CSID).

IMPORTANT SAFETY INFORMATION FOR 
SUCRAID® (SACROSIDASE) ORAL SOLUTION
•	 Sucraid® may cause a serious allergic reaction. 
If	you	notice	any	swelling	or	have	difficulty	
breathing, get emergency help right away.

(continued on page 104)
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NEW REAL-WORLD DATA ANALYSES SUPPORT THE 
LONG-TERM USE OF ENTYVIO® (VEDOLIZUMAB) 
IN BIO-NAÏVE PATIENTS FOR THE TREATMENT OF 
MODERATE TO SEVERE ULCERATIVE COLITIS OR 
CROHN’S DISEASE
Deerfield,	 IL,	 October,	 2018	 –	 Takeda	
Pharmaceuticals U.S.A., Inc., (“Takeda”) 
announced the presentation of new long-term 
efficacy	 real-world	data	 analyses	 for	Entyvio® 

(vedolizumab) at ACG 2018 in Philadelphia, PA. 
Studies of note include a retrospective multicentre 
cohort study of biologic-naïve adults with 
ulcerative colitis (UC) and Crohn’s disease (CD), 
two systematic reviews and meta-analyses of real-
world treatment persistence and mucosal healing, 
and a time-trend analysis of Entyvio utilization 
and outcomes across the United States (U.S.). A 
total of 10 Entyvio abstracts were accepted for 
presentation at the meeting.

The retrospective cohort study included 249 
patients (UC: 166; CD: 83) with no prior exposure 
to biologic drugs for the treatment of UC or CD who 
initiated Entyvio treatment. Cumulative probability 
of clinical outcomes and treatment persistence were 
analyzed by Kaplan Meier method. At 18 months, 
78.6% of UC and 74.8% of CD patients persisted 
on Entyvio treatment, and at 24 months, 76.9% 
of UC and 74.8% of CD patients persisted. High 
rates	of	 treatment	persistence	 (≥75%),	clinical	
response, clinical remission and mucosal healing 
are observed in bio-naïve Entyvio patients after 
18 months.

The abstract featuring a systematic review of 
treatment persistence showed similar trends in 
persistence	rates.	This	meta-analysis	 identified	
16 studies that reported Entyvio persistence or 
discontinuation rates in UC and CD patients. At 12 
months, approximately three-quarters and nearly 
two-thirds of UC and CD patients, respectively, 
persisted with Entyvio treatment despite utilization 
in largely biologic-refractory patients. Higher 
Entyvio persistence was seen in bio-naïve patients. 
These	results	will	need	to	be	confirmed	with	a	
larger cohort.

“Treatment persistence rates are important 
indicators of the long-term effectiveness and 
tolerability of a therapy, and these results suggest 
positive patient response with Entyvio among those 
who had not previously taken a biologic,” said 

•	 Sucraid® should be refrigerated at 36°F-46°F 
(2°C-8°C) and should be protected from heat 
and light.

You are encouraged to report negative side effects 
of prescription drugs to the FDA. Visit:

FDA.gov/medwatch 
or call 1-800-FDA-1088

For Sucraid® full prescribing information, visit:
sucraid.net/wp-content/uploads/2018/10/SucPI_

R0918.pdf
About CSID
CSID is a genetic disease caused by mutations in 
the sucrase-isomaltase gene that result in a reduction 
or total absence of sucrase activity and variable 
isomaltase and maltase activity. Patients with CSID 
often experience watery diarrhea due to the osmotic 
effect of malabsorbed sugars as well as gas, bloating, 
and abdominal pain caused by bacterial fermentation 
of undigested sucrose which releases methane and 
hydrogen in the colon. Presentation of CSID in 
adolescents and adults has been characterized by 
symptoms of postprandial dyspepsia, gas, loose stools, 
and diarrhea overlapping with common irritable bowel 
syndrome (IBS) symptoms. In infants, CSID classically 
presents as explosive watery diarrhea, failure to thrive, 
diaper rash, irritability, and acidic stools.
About QOL Medical, LLC
QOL Medical is a specialty biopharmaceutical 
company dedicated to improving clinical outcomes and 
overall quality of life for patients with rare diseases. 
QOL Medical is a patient-centric company founded in 
2003 to focus on the acquisition and commercialization 
of orphan and gastrointestinal products in underserved 
markets.

Learn more at: 
qolmed.com

Sucraid® is a registered trademark of QOL Medical, 
LLC. All rights reserved.

Media Contact: QOL Medical, LLC 
Tiffany Carter 

Phone: 818-720-8557 
Email: tiffany@tlcmarketingpr.com

Corporate Contact: QOL Medical, LLC 
3405	Ocean	Drive 

Vero Beach, FL 32963 
Phone: 866-469-3773 

Email: info@qolmed.com
Specialty Pharmacy: US Bioservices 

Phone: 833-800-0122 
usbioservices.com/contact
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Karen Lasch, M.D., Medical Head, GI Specialty, 
U.S.	Medical	Office,	Takeda.	 “The	 high	 rates	
of treatment persistence, clinical response and 
remission observed with Entyvio in real-world 
settings are important considerations for physicians 
as they evaluate biologic options and when to 
prescribe them for patients with ulcerative colitis 
and Crohn’s disease.”

The mucosal healing systematic review 
analysed 26 studies that reported mucosal healing 
and/or endoscopic improvement rates in patients 
with moderate to severe CD taking Entyvio. The 
most	common	definition	of	mucosal	healing	was	
the absence of all ulcers and/or erosions. Twenty-
six percent of CD patients at six months and 37 
percent at 12 months achieved mucosal healing 
with Entyvio, despite utilization in largely bio-
refractory patients. Higher mucosal healing rates 
were observed in patients naïve to biologic therapy.

An additional Takeda-sponsored poster 
presented at ACG includes a time trend analysis 
examining outcomes associated with shifts in 
Entyvio utilization across the U.S. The analysis 
included a comparison of real-world outcomes 
from	Entyvio	treatment	during	the	first	12	months	
following its U.S. availability in May 2014 versus 
the subsequent 24 months. Results showed a shift 
in positioning Entyvio during the past three years 
toward use in less refractory patients with a more 
pronounced shift toward earlier use in the treatment 
paradigm in UC compared to CD. The shift was 
also accompanied by lower rates of IBD-related 
hospitalization	and	surgery	for	UC.	A	significant	
shift in IBD-related hospitalizations and surgery 
was not observed for CD. Further studies are 
needed to understand if earlier use in CD impacts 
disease-related complications.

“The cumulative real-world evidence presented 
at ACG this year further supports the long-term 
effectiveness of Entyvio for patients with moderate 
to severe ulcerative colitis or Crohn’s disease, 
particularly	 as	 a	 first-line	 biologic	 treatment	
option in bio-naïve patients” said Uthra Sundaram, 
SVP, Specialty Business Unit, Takeda. “Takeda 
is committed to supporting the GI community 
through	scientific	exchange	and	improving	patient	
outcomes, and we are pleased to present this new 
information about the only biologic with a gut-
selective mechanism of action for treatment of 

moderate to severe ulcerative colitis and Crohn’s 
disease at ACG.”

For a full list of poster titles and authors 
presented at ACG, visit:

eventscribe.com/2018/ACG/PosterTitles.
asp?h=Browse%20by%20Title

About Entyvio® (vedolizumab)
Vedolizumab is a gut-selective biologic. It is a 
humanized monoclonal antibody that is designed 
to	specifically	antagonize	the	alpha4beta7	integrin,	
inhibiting the binding of alpha4beta7 integrin 
to intestinal mucosal addressin cell adhesion 
molecule	1	(MAdCAM-1)	and	fibronectin,	but	
not vascular cell adhesion molecule 1 (VCAM-1). 
MAdCAM-1 is preferentially expressed on blood 
vessels and lymph nodes of the gastrointestinal 
tract. The alpha4beta7 integrin is expressed on a 
subset of circulating white blood cells. These cells 
have been shown to play a role in mediating the 
inflammatory	process	in	UC	and	CD.	By	inhibiting	
alpha4beta7 integrin, vedolizumab may limit the 
ability	of	certain	white	blood	cells	to	infiltrate	gut	
tissues.
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 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.

INDICATIONS: ENTYVIO (vedolizumab)
Adult Ulcerative Colitis (UC)
ENTYVIO (vedolizumab) is indicated in adult 
patients with moderately to severely active UC 
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who have had an inadequate response with, lost 
response to, or were intolerant to a tumor necrosis 
factor (TNF) blocker or immunomodulator; or had 
an inadequate response with, were intolerant to, 
or demonstrated dependence on corticosteroids 
for inducing and maintaining clinical response, 
inducing and maintaining clinical remission, 
improving endoscopic appearance of the mucosa, 
and achieving corticosteroid-free remission.
Adult Crohn’s Disease (CD)
ENTYVIO (vedolizumab) is indicated in adult 
patients with moderately to severely active CD 
who have had an inadequate response with, lost 
response to, or were intolerant to a TNF blocker 
or immunomodulator; or had an inadequate 
response with, were intolerant to, or demonstrated 
dependence on corticosteroids for achieving 
clinical response, achieving clinical remission, and 
achieving corticosteroid-free remission.

IMPORTANT SAFETY INFORMATION
•	 ENTYVIO (vedolizumab) for injection is 

contraindicated in patients who have had 
a known serious or severe hypersensitivity 
reaction to ENTYVIO or any of its excipients.

•	 Infusion-related reactions and hypersensitivity 
reactions including anaphylaxis have occurred. 
Allergic reactions including dyspnea, 
bronchospasm,	urticaria,	flushing,	rash,	and	
increased blood pressure and heart rate have 
also been observed. If anaphylaxis or other 
serious allergic reactions occur, discontinue 
administration of ENTYVIO immediately and 
initiate appropriate treatment.

•	 Patients treated with ENTYVIO are at increased 
risk for developing infections. Serious 
infections have been reported in patients treated 
with ENTYVIO, including anal abscess, 
sepsis (some fatal), tuberculosis, salmonella 
sepsis, Listeria meningitis, giardiasis, and 
cytomegaloviral colitis. ENTYVIO is not 
recommended in patients with active, severe 
infections until the infections are controlled. 
Consider withholding ENTYVIO in patients 
who develop a severe infection while on 
treatment with ENTYVIO. Exercise caution 
in patients with a history of recurring severe 
infections. Consider screening for tuberculosis 
(TB) according to the local practice.

•	 Although no cases of PML have been 
observed in ENTYVIO clinical trials, JC 
virus infection resulting in progressive 
multifocal leukoencephalopathy (PML) and 
death has occurred in patients treated with 
another integrin receptor antagonist. A risk of 
PML cannot be ruled out. Monitor patients 
for any new or worsening neurological signs 
or symptoms. Typical signs and symptoms 
associated with PML are diverse, progress 
over days to weeks, and include progressive 
weakness on one side of the body or clumsiness 
of limbs, disturbance of vision, and changes in 
thinking, memory, and orientation leading to 
confusion and personality changes. If PML is 
suspected, withhold dosing with ENTYVIO 
and	 refer	 to	 a	 neurologist;	 if	 confirmed,	
discontinue ENTYVIO dosing permanently.

•	 There have been reports of elevations of 
transaminase and/or bilirubin in patients 
receiving ENTYVIO. ENTYVIO should be 
discontinued in patients with jaundice or other 
evidence	of	significant	liver	injury.

•	 Prior to initiating treatment with ENTYVIO, 
all patients should be brought up to date 
with all immunizations according to current 
immunization guidelines. Patients receiving 
ENTYVIO may receive non-live vaccines 
and	may	receive	live	vaccines	if	the	benefits	
outweigh the risks.

•	 Most common adverse reactions (incidence 
≥3%	 and	 ≥1%	 higher	 than	 placebo):	
nasopharyngitis, headache, arthralgia, nausea, 
pyrexia, upper respiratory tract infection, 
fatigue,	cough,	bronchitis,	influenza,	back	pain,	
rash, pruritus, sinusitis, oropharyngeal pain, 
and pain in extremities.

More information is available at: 
 ENTYVIOHCP.com and ENTYVIO.com

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	

(continued on page 108)
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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 Limited
Takeda Pharmaceutical Company Limited (TSE: 
4502)	is	a	global,	research	and	development-driven	
pharmaceutical company committed to bringing 
better health and a brighter future to patients by 
translating science into life-changing medicines. 
Takeda focuses its R&D efforts on oncology, 
gastroenterology and neuroscience therapeutic 
areas plus vaccines. Takeda conducts R&D 
both internally and with partners to stay at the 
leading edge of innovation. Innovative products, 
especially in oncology and gastroenterology, as 
well as Takeda’s presence in emerging markets, 
are currently fueling the growth of Takeda. 
Around 30,000 Takeda employees are committed 
to improving quality of life for patients, working 
with Takeda’s partners in health care in more than 
70 countries.

For more information, visit: 
takeda.com/newsroom

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

Additional information about Takeda 
Pharmaceuticals U.S.A., Inc. is available through 

its website: 
takeda.us

MAUNA KEA TECHNOLOGIES ANNOUNCES 
THE PUBLICATION IN SURGICAL ENDOSCOPY 
OF POSITIVE RESULTS FROM LARGE U.S. 
PROSPECTIVE MULTI-CENTER CLINICAL TRIAL 
ON DETECTION OF BARRETT’S ESOPHAGUS WITH 
CELLVIZIO®

Results of the 8 non academic center trial publish 
online in Surgical Endoscopy, the official journal of 
SAGES, the Society of American Gastrointestinal 
and Endoscopic Surgeons
Paris and Boston, September, 2018 – Mauna Kea 
Technologies (Euronext: MKEA), inventor of 
Cellvizio®, the multidisciplinary probe and needle-
based confocal laser endomicroscopy (pCLE/
nCLE) platform, announced a new peer-reviewed 
publication in Surgical Endoscopy highlighting 
positive results of utilizing Cellvizio to aid in the 
screening and surveillance of Barrett’s Esophagus. 
The article, entitled “Real-time diagnosis of 
Barrett’s esophagus: a prospective, multicenter 
study comparing confocal laser endomicroscopy 
with	conventional	histology	for	the	identification	
of intestinal metaplasia in new users,” reports 
considerably more sensitive results when using 
pCLE in detecting Barrett’s Esophagus than the 
Seattle Protocol, which is part of the current 
theoretical diagnostic standard. 

Dr Severson, MD, FACS, Co-Director, 
Minnesota	Reflux	and	Heartburn	Center,	and	his	
co-investigators concluded in their publication 
that	“Monitoring	gastroesophageal	reflux	disease	
(GERD) is critical because Barrett’s esophagusis 
associated with increased risk of developing 
esophageal cancer. […] pCLE is considerably more 
sensitive in the detection of Barrett’s esophagus 
than the Seattle Protocol. Overall, pCLE provides a 
promising advance in Barrett's detection which will 
likely	result	in	superior	identification	of	individuals	
at risk for esophageal adenocarcinoma, even when 
performed by novice users.”

The study recruited 172 patients at 8 centers 
and led to the following key results:
•	Novice	 pCLE	 users	 identified	 more	 than	

double the number of patients with intestinal 
metaplasia (or Barrett’s Esophagus) than with 
the Seattle Protocol: 99 vs. 46. This result was 
statistically	significant	(p < 0.0001);

•	A blinded expert review of discrepant results 
(continued on page 110)
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between	Cellvizio	and	biopsies	confirmed	that	
intestinal metaplasia detected by Cellvizio 
was	indeed	present	in	56	of	61	patients	with	
negative biopsies.

•	 There	was	no	statistically	significant	difference	
in performance between novice pCLE users 
and expert review.
“This study appears at a time when the link 

between	reflux	disease,	Barrett’s	Esophagus	and	
esophageal carcinoma is widely publicized by 
gastroenterology professional societies. The study 
demonstrates the broad applicability of pCLE for 
routine esophageal surveillance,” commented 
Sacha Loiseau, Ph.D., CEO and cofounder of 
Mauna Kea Technologies. “This publication 
establishes further validation to Cellvizio’s 
superior sensitivity in the detection of Barrett’s 
Esophagus compared to standard protocol and 
provides a major advancement towards more 
accurate	identification	of	individuals	at	risk	for	
esophageal adenocarcinoma.”
About Mauna Kea Technologies
Mauna Kea Technologies is a global medical device 
company focused on eliminating uncertainties 
related to the diagnosis and treatment of cancer 
and other diseases thanks to real time in vivo 
microscopic	visualization.	The	Company’s	flagship	
product, Cellvizio, has received clearance to sell 
a wide range of applications in more than 40 
countries, including the United States, Europe, 
Japan, China, South Korea, Canada, Brazil and 
Mexico. For more information on Mauna Kea 
Technologies, visit www.maunakeatech.com
Disclaimer
This press release contains forward-looking 
statements concerning Mauna Kea Technologies 
and its activities. Such forward looking statements 
are based on assumptions that Mauna Kea 
Technologies considers to be reasonable. However, 
there can be no assurance that the anticipated events 
contained in such forward-looking statements will 
occur. Forward- looking statements are subject 
to numerous risks and uncertainties including 
the risks set forth in the registration document 
of Mauna Kea Technologies registered by the 
French Financial Markets Authority (Autorité 
des	marchés	financiers	(AMF)	on	April	27,	2018	
under number R.18-0429 and available on the 

Company's website (www.maunakeatech.com), 
and to the development of economic situation, 
financial	markets,	and	the	markets	in	which	Mauna	
Kea Technologies operates. The forward-looking 
statements contained in this release are also subject 
to risks unknown to Mauna Kea Technologies or 
that Mauna Kea Technologies does not consider 
material at this time. The realization of all or part 
of	these	risks	could	lead	to	actual	results,	financial	
conditions, performances or achievements by 
Mauna	Kea	Technologies	that	differ	significantly	
from	the	results,	financial	conditions,	performances	
or achievements expressed in such forward-looking 
statements. This press release and the information 
it contains do not constitute an offer to sell or 
to subscribe for, or a solicitation of an order to 
purchase or subscribe for, Mauna Kea Technologies 
shares in any country
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