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DUPIXENT 300mg solution for injection
DUPIXENT 200mg solution for injection

dupilumab 300mg/2ml (150 mg/ml) :7'vo nIn
dupilumab 200mg/1.14ml (175 mg/ml) :7'vo nin
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Atopic Dermatitis

DUPIXENT is indicated for the treatment of patients aged 6 years and older with moderate-to severe atopic dermatitis
whose disease is not adequately controlled with topical prescription therapies or when those therapies are not
advisable.

DUPIXENT can be used with or without topical corticosteroids.

Asthma

DUPIXENT is indicated as an add-on maintenance treatment of adult and pediatric patients aged 6 years and older
with moderate-to-severe asthma characterized by an eosinophilic phenotype or with oral corticosteroid dependent
asthma.

Limitation of Use:

DUPIXENT is not indicated for the relief of acute bronchospasm or status asthmaticus.
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Chronic Rhinosinusitis with Nasal Polyposis
DUPIXENT 300mg is indicated as an add-on maintenance treatment in adult patients with inadequately controlled
chronic rhinosinusitis with nasal polyposis (CRSwNP).
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Eosinophilic Esophagitis
DUPIXENT 300mg is indicated for the treatment of adult and pediatric patients aged 12 years and older, weighing at
least 40 kg, with eosinophilic esophagitis (EoE).
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2. THERAPEUTIC INDICATIONS
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2.4 FEosinophilic Esophagitis

DUPIXENT 300meg is indicated for the treatment of adult and pediatric patients aged 12 vears
and older, weighing at least 40 ke, with eosinophilic esophagitis (EoE).

3. DOSAGE AND ADMINISTRATION
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Use of Pre-filled Pen or Pre-filled Syringe

The DUPIXENT pre-filled pen is for use in adult and pediatric patients aged 6 years and older.
The DUPIXENT pre-filled syringe is for use in adult and pediatric patients aged 6 years and older.

A caregiver or patient 12 years of age and older may inject DUPIXENT using the pre-filled syringe or pre-filled pen.
In pediatric patients 12 to 17 years of age, administer DUPIXENT under the supervision of an adult.

In pediatric patients 6 years to less than 12 years of age, administer DUPIXENT by a caregiver.
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Dosage in Pediatric Patients 6 to 11 Years of Age

The recommended dosage of DUPIXENT for pediatric patients 6 to 11 years of age 1s specified
in Table 3.

Table 3: Dosage of DUPIXENT in Pediatric Patients 6 to 11 Years of Age with

Asthma
Body Weight Initial* and Subsequent Doses
15 to less than 30 kg Dl s o s saan s LITET,
=T
300 mg every four weeks (Q4W)
=30 kg 200 mg every other week (Q2W)

# For pediatric patients 6 to 11 years of age with asthma. no mitial loading dose is recommended.

For pediatric patients 6 to 11 years of age with asthma and co-morbid moderate-to-severe AD,
follow the recommended dosage as per Table 1 which includes an initial loading dose.

3.6 Recommended Dosage for Eosinophilic Esophagitis

The recommended dosage of DUPIXENT for adult and pediatric patients 12 years of age and
older. weighing at least 40 ke. 1s 300 mg given every week (QW).
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5. WARNINGS AND PRECAUTIONS
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Among subjects with EoE, the frequency of conjunctivitis and keratitis was 0% and 0% in the DUPIXENT group
and 2% and 0% in the placebo group, respectively [see Adverse Reactions (6.1)].

6. ADVERSE REACTIONS
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Eosinophilic Esophagitis

A total of 239 adult and pediatric subjects 12 to 17 years of age, weighing at least 40 kg, with EOE were evaluated
in a randomized, double-blind, parallel-group, multicenter, placebo-controlled trial, including two 24-week
treatment periods (Parts A and B) and received either DUPIXENT 300 mg QW or placebo [see Clinical Studies
(12.4)].

The proportion of subjects who discontinued treatment due to adverse events was 2% of the placebo group and
2% of the DUPIXENT 300 mg QW group.

Table 7 summarizes the adverse reactions that occurred at a rate of at least 2% in subjects treated with
DUPIXENT and at a higher rate than in their respective comparator group in Parts A and B.

Table 7: Adverse Reactions Occurring in >2% of Patients with EoE Treated with DUPIXENT in a
Placebo Controlled Trial (Parts A and B; 24-Week Safety Pool)

Parts A and B
. DUPIXENT 300 mg QW Placebo
Adverse Reaction N=122 N=117
n (%) n (%)
Injection site reactions® 46 (38%) 39 (33%)
Upper respiratory tract infections® 22 (18%) 12 (10%)
Arthralgia 3 (2%) 1 (1%)
Herpes viral infections® 3 (2%) 1 (1%)

2 Injection site reactions are composed of several terms including, but not limited to, injection site swelling, pain, and bruising.

b Upper respiratory tract infections are composed of several terms including, but not limited to, COVID-19, sinusitis, and upper
respiratory tract infection.

¢ Herpes viral infections are composed of oral herpes and herpes simplex.

The safety profile of DUPIXENT in 72 pediatric subjects 12 to 17 years of age, weighing at least 40 kg, and adults
in Parts A and B was similar.
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Among subjects with EoE, the frequency of conjunctivitis and keratitis was 0% and 0% in the DUPIXENT group
and 2% and 0% in the placebo group, respectively.
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Among subjects with CRSwWNP or EOE there were no reported cases of herpes zoster or eczema herpeticum.
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An increase from baseline in blood eosinophil count was not observed in subjects with EoE treated with DUPIXENT

as compared to placebo’
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In the 24-week placebo-controlled trial in subjects with EoE (Parts A and B), there were no cases of cardiovascular
thromboembolic events (cardiovascular deaths, non-fatal myocardial infarctions, and non-fatal strokes) reported in
any treatment arm.
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Eosinophilic Esophagitis
Approximately 1% of subjects with EOE who received DUPIXENT 300 mg QW for 24 weeks developed antibodies to
DUPIXENT.
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7. USE IN SPECIFIC POPULATIONS
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EoE

The safety and effectiveness of DUPIXENT for the treatment of EoE have been established in pediatric patients 12
years of age and older, weighing at least 40 kg. Use of DUPIXENT in this population is supported by an adequate
and well-controlled study in adults (Parts A and B) which included 72 pediatric patients 12 to 17 years of age,
weighing at least 40 kg, and additional pharmacokinetic data. The safety and effectiveness in adults and pediatric
patients were similar [see Adverse Reactions (6.1), Clinical Pharmacology (10.3) and Clinical Studies (12.4)].

The safety and effectiveness of DUPIXENT for the treatment of EoE in pediatric patients less than 12 years of age
and weighing less than 40 kg have not been established.
EE T T TTTITTTETTEITTILILFTTTTTTLTEETTTTTILIZETETTTILILTTTTTTITTITETTEE T

Clinical studies of DUPIXENT in EoE did not include sufficient numbers of subjects aged 65 years and over to
determine whether they respond differently from younger adult subjects.

I I E I E E R E E EE E F E E E E R E R E L
:2"n 300 vIoP'OIT V'WONN W DOXY [I7Va

?09Nna NI an? .1

HUHARBHBHHARHABRHBRHARRHARH BB HAARHARRAARBRBRHARRAARHARHAARHARHARHHARHS
40 nin97? 0'771ww ,01Y 12 7'an D'T7'21 DNAIANA NY'OIITRR LYI D771 719'07 nwunwn 1"n 300 vio'oIT e
A

.DT'RNVOIP'VNIR DI'RY ,0'0'VNTTZI NIY7 D719'0 :N'OISIN AXIAP
TN'DIVKR Y NPT NPV T'RON N7 W' NP7T 7Y 2107 0'MIIan 0RIA7N W Y nn'on T 7y NI VIoP'OIT
JY'91TIRR DY NR7TAI XA 0'TI9'719 DY NYIND N7TIA ,NANNOXA L, (0'0'UNNT 2'91I0R/NNTEN)

N9NN1 win'wa 19% .2

S I E I I I I R I E E EE F E  F E E E L
o"aanni Ty

.019v 6 7% NNNN 0772 NMNNOKAI N'OIVK 1Y NPZ7TA 719'07 NTVIM N1'R N9NNN

.01v 18 7% NnNNN D"NAANNAI D772 XA O'TID'71D9 DY NN N7TIA 719107 NTYIM NI'R NONNN

A" 40 nin®? 0'PIv CWRI DY 12 912% DNNN D772 DY7'DIRITRR VY1 NR'7TA 719'07 NTYIM NA'R N9INNN

4/6



®
qo n o fl NnI'nsinn |2 J'\IJIAJ'\/J'II'!PNWU]'N
®

,APINY IX X917 72 7V 190 ,NITN '90INI DWAN K77 NI9INN 771D NNNKR NIDINN ,NINNXYT NNEY DX IR ,NPI7 ANX DX
DX TNIM2

.NORYA IN MIN WIN'Y1 ,NY'71] NIFTRNVOIZ'0NIZ NIDSNN 701 )10 @
.NNNONA 719'07 NISNN 7011 12N MANOXR Y7 W' @

.NNNONX DAl N'7'9NITRR DYWI NPT IX X2 O'TI9719 DY NND N1 N'DIOX W NPT 7w e
707 DNA7 217V DT .XONN DY NIXYI'NA K77 ,17W DNNOXN NIDINN IX 17 DFT'RINVOIZ'0IIPN NN 710'7 7'09N IX MWD I8

Q1Y Y9I ,NNNONY? N9NNN IX N'T'RAVOIR'OVAIPZN NSNNN NN NL7WA I'N MDY ,NNNK NIYOINY
HHHBHBH R R B R BB BB BB R R BB R R R R R R R R AR HHHHHHHHHHRHHRHARRAR R AR SRS H S S HHHH

091NN Ynnvwn 1Y .3

ANIZ'D NN IX NAIAN T2V NN VI0'DIT NPTY Y'min ,nyni 01w 12 a0 077 11y
Mo0on T 7Y N1'A7 NdMIX VI0'OIT NPT, 0N 12 727 TV DIw 6 7'an DT Ny

InT ANd YUN71 Pta? VI0P'OIT NND
.T2%2 RO TV AR 719'00 [9INI [11'RN
.(a"n 300) vaojaIT 7w NNX NI 7'on a"n 300 viaoP'OIT W T D

:0'0'VUNNT P'OIVN DY DNAIANY Y'MIn n'n

(2"n 300 7¢ nijp T 'Mw) 2"n 600 YU N'N7NNn NN e
.0"ynw 75 1"'n 300 pn NK7 e

10'0'VNTT P'OIVX DY DY 17 TY DY 6 7'an DT YnIn jia'n

NPy N N'M7NNN nonyn NN Qi 77wn
nwinw 4 ' a"n 300 300 2w nip11 'nw) a"n 600 A" 30-n nin® TV A"R 15
(A"n
D"yiaw 73 a"n 200 200 ¢ nizt 'nw) a"n 400 A" 60-n mino TV 2" 30
()")’]
D"viaw 73 a"n 300 300 2w nip11 'nw) a"n 600 anr X 2a"p 60
(A"n

:NNNOX DY a7yni 0w 12 7'an 0 17°1 D'AIANY Ynin n'n

NIAFIY NN N'M7NNN NoNyn NN
D'"'y1avy 72 1"n 200 (2"n 200 2w nip1 'nw) 2"'n 400
IN
D"yiaw 252 2"n 300 | (2"n 300 7w nip1 'nw) 2"n 600

TN'DIVN Y NR7TI NANON DY 0'7IN7 IX N9 T D'T'RINVOIP'VIIPZA 0VI7NY NANOK DY 0'7IN7 |11'N
QN2 0'TI9'719 DY NN N1 7W NI N7Nn DY 0NA1IAN7 I NYINN TV 111 NI
D"y 72 1"n 300 | (2"n 300 2w nij1 'Mw) a"n 600

:NNNoX oy 02w 11 TV 6 7'an D' 17" Y'in [1'n

nIFI NN ntmnnn nan Qi 77wn
niviaw 4 95 1"n 300 2" 30-n nino 1y 15
D"viaw 72 a"n 200 A Ix2"p 30

J'M7NNN nonyn Nan NxX7nim X7 ,nnnox oy naw 11 Ty 6 12 017 ay*

NIN DRI N7200 INKR AUPYY7 W' MmN TV N1 N7 NIDI0K Y D777 nnnox oy 0w 11 Tv 6 2 017 Wy
JI'M7NNN NoNYN NN N71DN ,0'0'0NT P'9I0X DY DY 17 Ty 01w 6 7'an D' T7'7 Y7nimn jn'mn

5/6



®
S O n o fl QX2 0'7TI9'719 DY N"IND NYTI DY DMAIANY

.0"yiw 73 2"n 300 x'n Y7nman jn'nn

:OVIIN 7V N'7'ONRTIRK NPT QY n7yni DY 12 '7'an 07121 D2AIAnY '

vnw 9 2"n 300 xin A"z 40 ning? o'7pivn ,n7yni 01w 12 720 0T 0Naan? ymman jnmn

BHR BB BE R BB R B B R BB R BB BB B R R B B R B R BB R BB R BB R BB R BB BB BB B BB BB BB R BB R BB R B H#H
N7 niyoin .4

HHHBHBH R R BB BB BB BB R R BB R R R R R R R HRHHHHHHHHHHHRHARRHAARAR R AR SRS # S HHHH

0107917 2¥ AN NN 'RITA NIYDIN

NPATNN MNX NN
NNIYN NN'wan 'O 0InT

NYLYION DX DY D'NY97 , TN NIN'DY ,NIMIMTR 7710 ,019Y9ya1 0*'V] N7 T
091NN ON'I MIN'T

(V72 and) M and

D"NOYII NOA I 'VXD

(n"7'912'TIXX) D'MA'ION D27 DT 'KN 7W NNIAA NN'90

'yl n"'wp

D'")'W 2ND

na'yya N

D'j?715N 'AXd

'yna 0"'7'ou DMIN'T

HUERBHB R BB B R R R B H BB HHHRHHHHHHHHHHHRHHARAARAHR R R R R R AR BB R B R R BB R R R RRHY

NYTNN 2'INN YIN'YY Dany 19X 1A' ,0'"77apn 0Ty D71 ,2"n 200 v1o!'SIT V'WONN W PIXY |17Ya
.07 |2'Y7 D'VIAN DI'RYI

,MdMA
n"ya 7Y 0'0AIR-'91IN0 NNAN

6/6



