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Measure Mix Half and Half

Measure your dose with Mix your dose in 2 to 4 For Sucraid® to be most
the measuring scoop ounces of water, milk, or effective, half of your
provided. Do not use a i infant formula. Sucraid® | dosage must be taken at
kitchen teaspoon or other i should not be dissolved | the beginning of each
measuring device since it in or taken with fruit juice. ! meal or snack and the
will not measure an Do not heat Sucraid or put remainder of your dosage
accurate dose. it in warm or hot beverages | must be taken during the
or infant formula. meal or snack.

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

B Sucraid® may cause a serious allergic reaction. If you notice any swelling or have difficulty
breathing, get emergency help right away.

B 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.

Please see additional Important Safety Information and full Prescribing Information on back.

SucraidASSIST"

Providing affordable access to Sucraid® (sacrosidase) Oral Solution therapy
Phone: 1-800-705-1962 - Fax: 1-866-777-7097 * sucraid@qolmed.com
2020 QOL MEDICAL, LLC. ALL RIGHTS RESERVED. SUC20.1021 06/2020

Patient
Resources

Drug

Information about Sucraid® can be found at
Sucraid.com.

Additional Resources
To order product, contact U.S. Bioservices.
Phone: 1-833-800-0122
Fax: 1-866-850-9155
usbioservices.com

Disease Information

Sucraid.com
Information on CSID (Congenital Sucrase-lsomaltase
Deficiency) and Sucraid®

SucraidASSIST.com

Product updates, access and support services

ADDITIONAL SAFETY INFORMATION

W 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.

W 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.

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

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

Bl 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.

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

PRESCRIBING INFORMATION

Sucraid® (sacrosidase) Oral Solution:

DESCRIPTION

Sucraid® (sucrosiduse) Oral Solution is un enzyme replucement
therapy for the freutment of geneficully defermined sucruse deficiency,
which is purt of congenitul sucruse-somattuse deficiency (CSID).

CHEMISTRY

Sucrdid is u pule yellow o colorless, clear solution with a pleusunt
sweet tusfe, Euch millliter (ML) of Sucraid contuins 8,500 Inferhutional
Units (LU.) of the enzyme sucrosiduse, the uctive ingredient. The chemicul
naume of this enzyme is B D-fructofurunoside fructohydroluse. The enzyme
is derived from buker's yeust (Succharomyces cerevisive).

Ithus been reported thut the primary umino ucid structure of this profein
consists of 513 umino ucids with un uppurent moleculur weight of
100,000 y/mole for the ylycosyluted monhomer (runge 66,000-116,000
g/mole). Reports ulso sugyest that the protein exists in solution us u
monomer, dimer, tefrumer, und octomer runging from 100,000 y/mole
0 800,000 y/mole. It hus un isoelectric point (ul) of 4.5.

Sucrdid muy contain small umouhts of papain, Papain is known fo
cuuse ullergic reuctions in some people. Pupuinis u protein-cleuving
enzyme thut is infroduced in the munufucturing process to
digest the cell wall of the yeust und may not be completely removed
during subseyuent process stejs.

Sucruid contuins sucrosiduse in  vehicle comprised of glycerol (50%
wi/wi), water, und citric ucid to maintain the pH ut 4,010 4.7, Glycerol
(glycerin) in the umount consumed in the recommended doses of
Sucruid hus no expected toxicity.

This enzyme prepurdtion is fully soluble with water, milk, und infunt
formulu, DO NOT HEAT SOLUTIONS CONTAINING SUCRAID. Do not put
Sucraid in warm or hot liquids.

CLINICAL PHARMACOLOGY

Congenitul sucruse-somattuse deficiency (CSID) s u chronic, autosomal
recessive, inherited, phenotypicdlly heterogeneous diseuse with very
varidble enzyme activity. CSID is usudlly churacterized by u complete
or ulmost complete luck of endogenous sucruse uctivity, u very marked
reduction in isomuituse uctivity, u moderute decreuse in multuse
uctivity, und hormal luctuse levels.

Sucrase is naturally produced in the brush border of the smallintestine,
frimarily the distal duodenum und jejunum. Sucrase hydrolyzes the
disucchuride sucrose into ifs component Mmonosucchurides,
dlucose und fructose. Isomultuse breuks down disuccharides from
starch into simple sugurs. Sucrdid does nof contuin isomaltuse.

In the ubsence of endogenous human sucruse, us in CSID, sucrose is
not metubolized. Unhydrolyzed sucrose und sturch ure not ubsorbed
from the intestine und their presence in the infestinal lumen may lead
fo osmotic retention of water. This may result in loose stools.

Unubsorbed sucrose in the colon is fermented by bucteridl fioru to
produce increused umounts of hydrogen, methune, und wauter. Asu
conhseyuence, excessive yus, blouting, ubdominal crumjs, nuused,
und vomiting may oceur.

Chronic maldbsorption of disucchurides may result in malnufrition.
Undiugnosed)/untreuted CSID putients offen fuil fo thrive und full behind
in their expected growth und development curves. Previously, the
freutment of CSID hus reyuired the continudl use of ustrict sucrose-free diet.

CSIDis often difficult fo diugnose. Approximately 4% to 10% of pedidtric
putients with chronic diurheu of unknown origin have CSID.
Meusurement of expired breuth hydrogen under controlled conditions
following ¢ sucrose challenge (u meusurement of excess hydrogen
excreted in exhalution) in CSID putients hus shown levels us greut us 6
times that in normal subjects.



PRESCRIBING INFORMATION

A generdlly uccepted clinical definifion of CSID is u condifion
churucterized by the followiny: stool pH < 6, un increuse in breuth
hydrogen of > 10 ppm when chullenged with sucrose uffer fusting
und u neyutive luctose breuth test. However, becuuse of the
difficulties in diugnosing CSID, it muy be waurrunted to conduct u short
therapeutic tridl (e.y., one week) fo ussess response in putients
suspected of having CSID.

CLINICAL STUDIES

Atwo-phuse (dose response preceded by u breuth hydrogen phuse)
double-blind, mutti-site, crossover triul wus conducted in 28 putients
(uged 4 months fo 11.5 yeurs) with confirmed CSID. During the dose
response phuse, the putients were chullenged with un ordinary
sucrose-contuining diet while receiving euch of four doses of sucrosiduse:
full strength (9000 1.U./mL) und three dilutions (1:10 (900 1.U./mL), 1:100
(901.U./mL), und 1:1000 (9 L.U./mL)) in random order for u period of 10
duys, Putients who weighed ho more thun 16 ky received 1 mL per
meul; those weighing more than 15 ky received 2 ML per medl. The
dose did not vary with uge or sucrose intuke. A dose-response
relutionship was shown between the two higher und the two lower
doses. The two higher doses of sucrosiduse were ussociuted with
significantly fewer fotdl stools und higher proportions of putients
having lower totul symptom scores, the primary efficucy end-uoints.
In addition, higher doses of sucrosiduse were ussociuted with u
significuntly greuter number of hard und formed stools us well us with
fewer wutery und soft stools, the secondury efficucy end-points.

Andlysis of the overdll symptomatic response us u function of uge
indicuted that in CSID putients up to 3 yeurs of uge, 86% becume
usymptomatic. In putients over 3 yeurs of uye, 77% becume
usymptomutic. Thus, the therupeutic response did not differ
significuntly uccording fo uge.

A second sfudy of similur design und execution us the first used 4
different dilutions of sucrosiduse: 1:100 (90 .U./mL), 1:1000 (9 LU./mL),
1:10,000 (0.9 1.U./mb), und 1:100000 (0.09 LU./mL). There were
inconsistent resulfs with regards fo the frimary efficucy purumeters,

In both triuls, however, putients showed u marked decreuse in breuth
hydrogen output when they received sucrosiduse in comparison fo
plucebo.

INDICATIONS AND USAGE

Sucruid® (sucrosiduse) Ordl Solution is indicuted us oral replucement
therupy of the yeneticully determined sucruse deficiency, which is
purt of congenitul sucruse-isomulfuse deficiency (CSID).

CONTRAINDICATIONS
Putients known fo be hypersensitive fo yeust, yeust products, glycerin
(dlycerol), or pupain.

WARNINGS

Severe wheeziny, 90 minutes ufter u second dose of sucrosiduse,
necessituted udmission info the ICU for u 4-yeur-old boy. The wheezing
wus probubly cuused by sucrosiduse. He hud usthma und waus being
freuted with steroids. A skin test for sucrosiduse wus postive.

Other serious events have ot been linked to Sucruid.

PRECAUTIONS

Cure should be tuken fo udminister initiul doses of Sucraid hear (within
u few minutes of travel) u facility where ucute hypersensifivity
reuctions cun be udeyuutely freuted. Alfernatively, the putient may
be tested for hypersensitivity to Sucraid through skin ubrasion testing.
Should symptoms of hypersensitivity uppedr, discontinue medicution
und inifiute symptomatic und supportive therapy.

Skin testing us u rechullenye hus been used to verify hypersensitivity
in one usthmaitic child who displuyed wheezing ufter oral sucrosiduse.

PRESCRIBING INFORMATION

GENERAL

Although Sucraid provides replucement therapy for the deficient
sucruse, it does hot provide specific replucement therapy for the
deficient isomuttuse. Therefore, restricting sturch in the diet may stil be
necessury to reduce symptoms us much us possible. The need for
dietary sturch resfriction for putients using Sucraid should be evuluated
in euch putient.

It may sometimes be clinicully inuppropriute, difficult, orinconvenient
fo perform u smull bowel biopsy or breuth hydrogen test to make u
definitive diugnosis of CSID. If the diugnosis is in doubt, it may be
wurrunted fo conduct u short therupeutic triul (e.y., one week)
with Sucruid to ussess response in u putient suspected of sucruse
deficiency.

The effects of Sucruid huve not been evaluuted in putients with
secondury (ucyuired) disucchariduse deficiencies.

INFORMATION FOR PATIENTS

See Putient Puckuge Insert. Putients should be instructed to discurd
bottles of Sucruid 4 weeks ufter opening due to the potentiul for
bucterial growth. For the sume reuson, putients should be udvised fo
finse the mewusuring scoop with wuter ufter euch use.

Sucruid is fully soluble with water, milk, und infunt formula, but it is
importunt to hote that this product is sensitive to heat. Sucraid should
not be reconstituted or consumed with fruit juice, since ifs ucidity may
reduce the enzyme uctivity.

USE IN DIABETICS

The use of Sucrcid will endble the roducts of sucrose hydrolysis, glucose
und fructose, fo be ubsorbed. This fuct must be curefully considered in
plunning the diet of diubetic CSID putients using Sucraid.

LABORATORY TESTS
The definifive test for diugnosis of CSID is the meusurement of intestinal
disucchuriduses following small bowel biopsy.

Other fests used ulohe muy be inuccurdte: for exumple, the breuth
hydrogen fest (high incidence of fulse heyutives) or ordl sucrose
folerunce test (high incidence of fulse positives). Differential urinary
disuccharide fesfing hus been reported fo show good ugreement
with small infestinul biopsy for diugnosis of CSID.

DRUG INTERACTIONS

Neither drug-drug nor drug-food inteructions ure expected or huve
been reported with the use of Sucrcid. However, Sucraid should hot
be reconstituted or consumed with fruit juice, since its ucidity muy
reduce the enzyme uctivity.

CARCINOGENESIS, MUTAGENESIS, IMPAIRMENT OF FERTILITY

Long-ferm studies in unimals with Sucraid huve not been performed
fo evaluute the curcinoyenic potential. Studies to evuluute the effect
of Sucruid on fertility or its mutugenic pofential have not been
performed.

PREGNANCY

Terutogenic effects. Pregnuncy Cutegory C. Animal reproduction
studies huve not been conducted with Sucraid. Sucraid is hot
expected fo cause fetul harm when udministered fo u preghunt
womun or to uffect reproductive cupucity. Sucrdid should be given
fo u pregnunt woman only if cleurly needed.

NURSING MOTHERS

The Sucrdid enzyme is broken down in the stomach und infesfines,
und the component umino ucids und peptides ure then ubsorbed
us nufrients.

PEDIATRIC USE
Sucrdid hus been used in putients us young us 5 months of uge.

Evidence in one controlled fridl in primariy pediatric patients shows
thut Sucraid is sufe und effective for the treutment of the yeneticully
ucyuired sucruse deficiency, which is part of CSID.

ADVERSE REACTIONS
Adverse experiences with Sucrdid in clinicul fridls were yenerally minor
und were freyuently ussociuted with the underlying diseuse.

In clinicul studies of up fo 54 months duration, physiciuns freated u
fotul of 52 putients with Sucruid. The udverse experiences und respective
number of putients reporting euch event (in purenthesis) were Us follows:
ubdominal pain (4), vomiting (3), nauseu (2), diarthed (2), constipution
(2),insomniu (1), heuduche (1), nervousness (1), und dehydration (1).

Note: diurheu und dbdominal puin cun be u purt of the clinical
presentution of the genetically determined sucrase deficiency, which
is pourt of congenitul sucruse-isomaltuse deficiency (CSID).

One usthmutic child experienced u serious hypersensifivity reaction
(wheezing) probubly reluted to sucrosiduse (see Warnings). The event
resulted in withdrawal of the putient from the frial but resolved with no
sequelue.

OVERDOSAGE
Overdosuye with Sucraid hus hot been reported.

DOSAGE AND ADMINISTRATION

The recommended dosuge is 1 or 2 mL (8,500 fo 17,0001.U.) or 1 or2
full meusuring scoops (euch full meusuring scoop eyudls 1 mL; 28
drops from the Sucruid contuiner tip equdls 1 mL) tuken orally with
euchmeul or shuck diluted with 2 fo 4 ounces (60 to 120 mL) of wuter,
milk, or infunt formulu. The beveruge or infunt formulu should be
served cold or ut room temperuture, The beverage or infunt formula
should not be wurmed or heuted before or ufter uddition of Sucraid
becuuse heuting is likely to decreuse potency. Sucrdid should not be
reconstituted or consumed with fruit juice since ifs ucidity muy reduce
the enzyme uctivity.

It is recommended that upproximately half of the dosage be tuken
ut the beginning of the medl or snuck und the remainder be tuken
during the meul or snuck.

The recommended dosuge is us follows:

1 mL (8,500 L.U.) (one full meusuring scoop or 28 drops) jer meul or
snuck for putients up to 15 ky in body weight.

2mL (17,000 .U.) (fwo full meusuring scoops or 56 drops) per meul or
snuck for putients over 15 ky in body weight.

Dosuge muy be meusured with the 1 mL meusuring scoop (provided)
or by drop count method (1 mL eyuuls 28 drojs from the Sucrid con-
fainer fip).

HOW SUPPLIED

Sucrdid® (sucrosiduse) Orul Solution is uvailuble in 118 mL (4 fluid
ounces) frunslucent plustic bottles, puckuged two bottles per box.
Euch mL of solution contfuins 8,500 Internutional Unifs (LU.) of
sucrosiduse. A 1 mL meusuring scoop is provided with euch boftle.
Afull meusuring scoop is 1 mL.

Store in u refrigerator ut 2°- 8° C (36 46°F). Discurd four weeks uffer
first opening due fo the potentiul for bucteriul growth. Profect from
heut und light.

Rxonly.

Distributed by: QOL Medicul, LLC, Vero Beuch, FL 32963
To order, or for uny yuestions, cull 1-866-469-3773
www.sucraid.com

NDC# 67871-111-04

PATIENT PACKAGE INSERT

INFORMATION FOR PATIENTS I

Sucraid® (sacrosidase) Oral Solution
Pleuse reud this leuflet curefully before you tuke Sucraid®
(sucrosiduse) Orul Solution or yive Sucruid fo u child. Pleuse do
not throw uwuy this leuflet. You muy need to reud it uguin ut u later
dute. Thisleuflef does not contuin ull the informution on Sucraid. For
further information or udvice, usk your doctor or pharmacist.

BEFORE TAKING SUCRAID

WARNING: Sucruid muy cuuse u serious ullergic reuction. If you
nofice uny swelling or have difficulty breathing, get emergency
help right uwuy. Before tuking your first und second doses, be sure
that there are hedith professionuls nearby (within o few minutes
of fravel) just in cuse there is un dllergic reuction.

INFORMATION ABOUT YOUR MEDICINE
The nume of your medicine is Sucruid® (sucrosiduse) Oral Solution.
It cun be obtuined only with u prescription from your doctor.

The purpose of your medicine:

Sucrdid is un enzyme replucement therapy for the freatment of the
yeneticully determined sucruse deficiency, which is purt of congenital
sucruse-isomultuse deficiency (CSID). CSID is u condition where your
body lucks the enzymes needed to breuk down und ubsorb sucrose
(fuble sugur) und other sugurs from starch.

The symptoms of CSID offen include frequent wutery diarrheu,
ubdominal puin, blouting, und gus. In muny cuses, the symptoms
of CSID ure similur to other medicul problems. Only your doctor cun
muke u definite diugnosis of CSID.

Sucruid cun help improve the breukdown und ubsorption of sucrose
(tuble sugur) from the intestine und cun help relieve the
gustrointestinal symptoms of CSID.

Sucruid does hot breuk down some sugurs resulting from the
digestion of sturch. Therefore, you muy need to restrict the umount
of sturch in your diet. Your doctor will tell you if you should restrict
the umount of starch in your diet.

Discuss the following important information with your doctor before
you begin to take Sucraid:

Tell your doctor if you ure dllergic to, huve ever hud u reuction
to, or huve ever hud difficulty tuking yeust, yeust products,
fupain, or ylycerin (glycerol).

Tell your doctor if you have diubetes. With Sucraid, sucrose (tuble
sugur) cun be ubsorbed from your diet und your blood ylucose
levels muy chunge. Your doctor will tell you if your diet or diubetes
medicines heed to be chunyed.

Side effects to watch for:

Some putients muy huve worse ubdominal puin, vomiting, nuuseu,
or diarrheu, Constipution, difficulty sleeping, heuduche, hervoushess,
und dehydration have ulso occurred. Other side effects may dlso
occur. If you notice these or uny other side effects during treutment
with Sucraid, check with your doctor.

Stop tuking Sucruid und yet emergency help immediutely if uny of
the following side effects occur: difficulty breuthing, wheezing, or
swelling of the fuce.

How to take your medicine:

Euch bottle of Sucruid is supplied with u plustic screw cup which
covers u dropper dispensing tip. Remove the outer cup und
meusure out the reyuired dose. Resedl the bottle ufter each use by
replucing und twisting the cup until tight.

Write down the dute the seuled bottle is first opened in the spuce

provided on the bottle lubel. Alwuys throw uwuy the bottle four
weeks ufter first opening it becuuse Sucruid contuins ho
preservutives. For the sume reason, you should rinse the meusuring
scoop with wuter ufter euch time you finish using it.

To yet the full benefits of this medicine, it is very importunt fo tuke
Sucraid s your doctor hus prescribed. The usuul dosuge is 110 2
milliiters (ML) with euch medul or shuck: 1mL = 1 full meusuring
scoop (28 drops from the boftle tip) und 2 mL = 2 full meusuring
scoops (56 drops from the bottle fip).

Meusure your dose with the meusuring scoop provided (see
Figure 1). Do not use u kitchen feuspoon or other medsuring device
since it will hot meusure un uccurute dose.

Figure 1. Measure dose with measuring scoop.

Mix your dose in 2 to 4 ounces of water, milk, or infunt formula (see
Figure 2). Sucraid should not be dissolved in or fuken with fruit juice.

NEVER HEAT SUCRAID OR PUT IT IN WARM OR HOT BEVERAGES OR INFANT
FORMULA. Heuting Sucruid cuuses if fo lose its effectiveness. The
beveruge or infunt formulu should be tuken cold or ut room
femperature.

Figure 2. Mix dose in beverage or infant formula.
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It is recommended thut upproximutely hulf of your dosuge be
tuken ut the beyinning of euch meul or snuck und the remuinder
of your dosuge be fuken during the meal or snuck.

Storing your medicine:

Sucruid is uvailuble in 4 fluid ounce (118 mL) see-through plustic
bottles, puckuyed two bottles per box. A 1 mL meusuring scoop
is provided with euch boftle. Always sfore Sucruid in u refrigerator ut
36°F - 46°F (2°C - 8°C). Protect Sucruid from heut und light.

If your bottle of Sucruid hus expired (the expiration dute is printed
on the bottle lubel), throw it away.

Keep this medicine in u sufe pluce in your refrigerator where
children cannot reach if.

QOL Medicul, LLC, Vero Beuch, FL 32963
www.sucruid.com For yuestions cull 1-866-469-3773
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