
Risk Evaluation and Mitigation Strategy (REMS) Document

GATTEX (teduglutide) REMS Program

I. Administrative Information

Application Number: NDA 203441
Application Holder: Shire-NPS Pharmaceuticals, Inc.
Initial REMS Approval: 12/2012
Most Recent REMS Update: 07/2020

II. REMS Goals

The goals of the GATTEX REMS are to mitigate the risks of possible acceleration of neoplastic growth and
enhancement of colon polyp growth, gastrointestinal obstruction, and biliary and pancreatic disorders
associated with GATTEX by:

1. Informing patients about the risks listed above associated with the use of GATTEX

2. Informing healthcare providers about the risks listed above associated with GATTEX

III. REMS Requirements

Shire-NPS Pharmaceuticals, Inc. must provide training to healthcare providers who prescribe
Gattex.
The training includes the following educational materials: Prescribing Information, Medication Guide, Dear
Healthcare Professional Letter, Prescriber Education Slide Deck, Post-Training Knowledge Assessment
Questions, and Patient and Caregiver Counseling Guide. The training must be available online via the
REMS website www.GATTEXREMS.com, by calling the REMS Program Call Center, during prescriber visits
by Shire representatives, at professional society meetings, and at medical educational venues where Shire
has a presence. In addition, the Prescriber Education Slide Deck must be part of training/educational
programs provided by medical science liaisons.

Target Audience Communication Materials & Dissemination Plans
Healthcare providers
who are likely to
prescribe GATTEX

REMS Letter: Dear Healthcare Professional Letter with attachment:
Prescriber Education Slide Deck

1. Mail or email to prescribers within 60 calendar days of their initial
prescription who are identified as untrained, and again 12 and
24 months later.

2. Mail or email to healthcare providers who inquire about how to
become trained and request hard copies of the training materials.

3. Mail or email to healthcare providers who have not written a
prescription for GATTEX within 12 months of completing the REMS
training.
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To support REMS Program operations, Shire-NPS Pharmaceuticals, Inc. must:

1. Establish and maintain a REMS Program website, www.GATTEXREMS.com. The REMS Program
website must include the capability to complete prescriber training online, and the option to print
the Prescribing Information, Medication Guide, and REMS materials. All product websites for
consumers and healthcare providers must include prominent REMS-specific links to the REMS
Program website. The REMS Program website must not link back to the promotional product
website(s).

2. Make the REMS Program website fully operational and all REMS materials available through the
REMS website and REMS call center within 60 calendar days of REMS modification.

3. Establish and maintain a REMS Program call center for REMS participants at 1-855-5GATTEX
(1-855-542-8839).

4. Establish and maintain a validated, secure database of all healthcare providers who have
completed training for the GATTEX REMS Program.

5. Ensure healthcare providers are able to report completion of training by fax at 1-855-359-3393
and online.

IV. REMS Assessment Timetable

Shire-NPS Pharmaceuticals, Inc. must submit REMS Assessments at 12 months from the date of the initial
REMS (12/21/2012) and annually thereafter. To facilitate inclusion of as much information as possible
while allowing reasonable time to prepare the submission, the reporting interval covered by each
assessment should conclude no earlier than 60 calendar days before the submission date for that
assessment. Shire-NPS Pharmaceuticals, Inc. must submit each assessment so that it will be received by
the FDA on or before the due date.

V. REMS Materials

The following materials are part of the GATTEX REMS:

Training and Educational Materials
Prescriber:

1. Prescriber Education Slide Deck
2. Dear Healthcare Professional Letter
3. Post-Training Knowledge Assessment Questions

Patient:
4. Patient and Caregiver Counseling Guide

Other Materials
5. REMS website
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IMPORTANT DRUG WARNING 
FDA-Required REMS Safety Information 

Dear Healthcare Professional: 

The purpose of this letter is to remind you about the serious risks associated with GATTEX®  
(teduglutide) for Injection and the need for ongoing monitoring for these risks. 

The FDA has determined that a Risk Evaluation and Mitigation Strategy (REMS) is necessary to ensure 
that the benefits of GATTEX outweigh the potential risks.

Serious Risks: 

Acceleration of neoplastic growth and enhancement of colon polyp growth 

Possible Acceleration of Neoplastic Growth

Based on the pharmacologic activity and findings in animals, GATTEX has the potential to cause 
hyperplastic changes including neoplasia.  

Possible Small Bowel Neoplasia

Based on benign tumor findings in the mouse and rat carcinogenicity studies, patients should be 
monitored clinically for small bowel neoplasia.  If a benign neoplasm is found, it should be 
removed.  In case of small bowel cancer, GATTEX therapy should be discontinued.

Colorectal Polyps

Colorectal polyps were identified during the clinical studies. In adults, colonoscopy of the entire 
colon with removal of polyps should be done within 6 months prior to starting treatment with 
GATTEX. A follow-up colonoscopy (or alternate imaging) is recommended at the end of 1 year 
of GATTEX. Subsequent colonoscopies should be done every 5 years or more often as needed. In 
children and adolescents, fecal occult blood testing should be performed prior to initiating 
treatment with GATTEX. Colonoscopy/sigmoidoscopy is required if there is unexplained blood 
in the stool. Perform subsequent fecal occult blood testing annually in children and adolescents 
while they are receiving GATTEX. Colonoscopy/sigmoidoscopy is recommended for all children 
and adolescents after 1 year of treatment, every 5 years thereafter while on continuous treatment 
with GATTEX, and if they have new or unexplained gastrointestinal bleeding.

Risks associated with GATTEX:
Possible acceleration of neoplastic growth and enhancement of colon polyp growth
GI obstruction 
Biliary and pancreatic disorders 
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Gastrointestinal obstruction

Intestinal obstruction has been reported in clinical studies. In patients who develop intestinal or 
stomal obstruction, GATTEX should be temporarily discontinued while the patient is clinically 
managed and restarted when the obstructive presentation resolves, if clinically indicated.

Biliary and pancreatic disorders

Gallbladder and Biliary Tract Disease

Cholecystitis, cholangitis, and cholelithiasis, have been reported in clinical studies.  
For identification of the onset or worsening of gallbladder/biliary disease, patients should 
undergo laboratory assessment of bilirubin and alkaline phosphatase within 6 months prior to 
starting GATTEX, and at least every 6 months while on GATTEX; or more frequently if needed.  

Pancreatic Disease

Pancreatitis has been reported in clinical studies.  For identification of onset or worsening of 
pancreatic disease, patients should undergo laboratory assessment of lipase and amylase within 
6 months prior to starting GATTEX, and at least every 6 months while on GATTEX; or more 
frequently if needed. 

Appropriate Patient Selection, Counseling, and Monitoring 

Prescribers should select the appropriate patients to receive GATTEX in accordance with the approved 
Prescribing Information (PI), discuss the benefits and risks of GATTEX with patients or caregivers, and 
monitor patients as specified in the approved (PI). The Patient and Caregiver Counseling Guide is 
available for use in discussing GATTEX with patients.  The guide can be accessed via 
www.GATTEXREMS.com or by contacting 1-855-5GATTEX (1-855-542-8839).  

GATTEX Healthcare Provider Training   

As part of the REMS, healthcare providers who intend to prescribe GATTEX, should access 
www.GATTEXREMS.com to review the Prescriber Education Slide Deck and complete the Post-
Training Knowledge Assessment Questions. Training can be completed either online or through a paper-
based process:

1) Online: visit www.GATTEXREMS.com to review the REMS materials and follow the 
instructions to complete the Post-Training Knowledge Assessment Questions online.

2) Paper-based: review the REMS materials and fax the completed Post-Training Knowledge 
Assessment Questions to 1-855-359-3393.  

Indication

GATTEX is indicated for the treatment of adults and pediatric patients 1 year of age and older with Short 
Bowel Syndrome (SBS) who are dependent on parenteral support. 
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Reporting Adverse Events

Report all suspected adverse events associated with the use of GATTEX, at
1-855-5GATTEX (1-855-542-8839); or to the FDA MedWatch program at 1-800-FDA-1088 (1-800-332-
1088), or via the website at https://www.fda.gov/Safety/MedWatch/default.htm

Please see the enclosed PI for GATTEX for additional safety information. 

Enclosures:

Prescriber Education Slide Deck
Post-Training Knowledge Assessment Questions
GATTEX Prescribing Information
Medication Guide 
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id
 a

bs
or

pt
io

n 
as

so
ci

at
ed

 w
ith

 
GA

TT
EX

. W
ha

t i
s t

he
 re

co
m

m
en

de
d 

m
an

ag
em

en
t f

or
 

pa
tie

nt
s r

eg
ar

di
ng

 fl
ui

d 
ov

er
lo

ad
? 

 
A.

Pa
tie

nt
s s

ho
ul

d 
be

 m
on

ito
re

d 
w

ith
 re

ga
rd

 to
 fl

ui
d 

ov
er

lo
ad

, e
sp

ec
ia

lly
 

du
rin

g 
in

iti
at

io
n 

of
 th

er
ap

y.
  

B.
If 

flu
id

 o
ve

rlo
ad

 o
cc

ur
s,

 p
ar

en
te

ra
l s

up
po

rt
 sh

ou
ld

 b
e 

ad
ju

st
ed

 a
nd

 
th

e 
ne

ed
 fo

r c
on

tin
ue

d 
GA

TT
EX

 tr
ea

tm
en

t s
ho

ul
d 

be
 re

as
se

ss
ed

.  

C.
If 

sig
ni

fic
an

t c
ar

di
ac

 d
et

er
io

ra
tio

n 
de

ve
lo

ps
 w

hi
le

 o
n 

GA
TT

EX
, t

he
 

ne
ed

 fo
r c

on
tin

ue
d 

GA
TT

EX
 tr

ea
tm

en
t s

ho
ul

d 
be

 re
as

se
ss

ed
.  

D.
Al

l o
f t

he
 a

bo
ve

. 

6 

Reference ID: 4640332



As
se

ss
m

en
t Q

ue
st

io
n:

  
In

cr
ea

se
d 

Ab
so

rp
tio

n 
of

 C
on

co
m

ita
nt

 O
ra

l M
ed

ic
at

io
n 

 
 

GA
TT

EX
 m

ay
 in

cr
ea

se
 a

bs
or

pt
io

n 
of

 c
on

co
m

ita
nt

 o
ra

l m
ed

ic
at

io
ns

. 
Al

te
re

d 
m

en
ta

l s
ta

tu
s i

n 
as

so
ci

at
io

n 
w

ith
 G

AT
TE

X 
ha

s b
ee

n 
ob

se
rv

ed
 in

 p
at

ie
nt

s o
n 

be
nz

od
ia

ze
pi

ne
s i

n 
cl

in
ic

al
 st

ud
ie

s.
 W

hi
ch

 
of

 th
e 

fo
llo

w
in

g 
st

at
em

en
ts

 is
 tr

ue
? 

 

A.
Pa

tie
nt

 o
n 

co
nc

om
ita

nt
 o

ra
l d

ru
gs

 re
qu

iri
ng

 ti
tr

at
io

n 
or

 w
ith

 a
 n

ar
ro

w
 

th
er

ap
eu

tic
 in

de
x 

m
ay

 re
qu

ire
 d

os
e 

ad
ju

st
m

en
t w

hi
le

 o
n 

GA
TT

EX
.  

B.
O

ra
l m

ed
ic

at
io

ns
 re

qu
iri

ng
 ti

tr
at

io
n 

or
 th

at
 h

av
e 

a 
na

rr
ow

 
th

er
ap

eu
tic

 in
de

x 
sh

ou
ld

 b
e 

di
sc

on
tin

ue
d 

pr
io

r t
o 

st
ar

tin
g 

GA
TT

EX
.  

C.
N

o 
do

se
 a

dj
us

tm
en

t c
on

sid
er

at
io

ns
 a

re
 n

ee
de

d,
 b

ut
 p

at
ie

nt
s o

n 
or

al
 

m
ed

ic
at

io
ns

 sh
ou

ld
 b

e 
m

on
ito

re
d 

ca
re

fu
lly

.  
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