SYNAGIS® in the NICU:

CRITICAL PROTECTION
AGAINST SEVERE RSV DISEASE

Preterm infants 29 to 35 wGA may be
hospitalized for RSV soon after birth

82% 1. .
of RSV hospitalizations occur within
60 days of birth hospitalization discharge?

Very preterm infants* <3 months of age
are at high risk for ICU admission and IMV

%
69 s required ICU admission?
41% oo
required IMV?

Please see additional Important Safety Information throughout and on page 8. Please
click here for full Prescribing Information for SYNAGIS, including Patient Information.

INDICATION

SYNAGIS, 50 mg and 100 mg for injection, is indicated for the

prevention of serious lower respiratory tract disease caused

by respiratory syncytial virus (RSV) in pediatric patients:

+ with a history of premature birth (<35 weeks gestational age)
and who are 6 months of age or younger at the beginning

of RSV season
+ with bronchopulmonary dysplasia (BPD) that required
medical treatment within the previous 6 months and who are
24 months of age or younger at the beginning of RSV season
+ with hemodynamically significant congenital heart disease
(CHD) and who are 24 months of age or younger at the
beginning of RSV season

LIMITATIONS OF USE
The safety and efficacy of SYNAGIS have not been established
for treatment of RSV disease.

CONTRAINDICATIONS
Previous significant hypersensitivity reaction to SYNAGIS.

IMPORTANT SAFETY INFORMATION

Hypersensitivity Reactions: Anaphylaxis and anaphylactic
shock (including fatal cases) and other severe acute
hypersensitivity reactions have been reported. Permanently
discontinue SYNAGIS and administer appropriate medication
if such reactions occur.

*Birth prior to 37 wGA is defined as preterm. Birth from 28 to 32 wGA is considered
very preterm, while birth <28 wGA is considered extremely preterm.3#

ICU=intensive care unit; IMV=invasive mechanical ventilation; NICU=neonatal
intensive care unit; RSV=respiratory syncytial virus; wGA=weeks gestational age.

SYNAGIS

FOR OVER 25 YEARS,
PROTECTING MILLIONS OF
HIGHEST RISK INFANTS FROM

ICU ADMISSION
AND MECHANICAL
VENTILATION

DOSE BEFORE CONTINUITY
DISCHARGE OF CARE

RSVH SOON
AFTER BIRTH
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NICU DISCHARGE:
3 STEPS INFORMATION

IMPORTANT SAFETY



https://synagishcp.com/
https://synagishcp.com/synagis.pdf

RSV=respiratory syncytial virus; RSVH=respiratory syncytial virus
hospitalization; wGA=weeks gestational age.

IMPORTANT SAFETY INFORMATION (continued)

Coagulation Disorders: SYNAGIS should be given
with caution to children with thrombocytopenia or any
coagulation disorder.

RSV Diagnostic Test Interference: Palivizumab may

RSV HOSPITALIZATIONS OCCUR SOON AFTER BIRTH* Sich a5 some antigen defecton bssed assas.

Serious Adverse Reactions: The most common
serious adverse reactions occurring with SYNAGIS are
anaphylaxis and other acute hypersensitivity reactions.

Most Common Adverse Reactions: The most common
adverse reactions are fever and rash.

Postmarketing Experience: Severe thrombocytopenia
and injection site reactions have been identified during
post approval use of SYNAGIS.

% Because these reactions are reported voluntarily from a
36%) 82 population of uncertain size, it is not always possible to
i N ; ; 2 reliably estimate their frequency or establish a causal
of birth hospitalization discharge relationship to drug exposure.
These are not all the possible risks associated
with SYNAGIS.
Study design: A multicenter, retrospective and prospective observational study Please click hgre fof full Pr,escribin Info,rmation
of RSV hospitalizations among US infants born at 29-35 wGA not receiving SYNAGIS® for SYNAGIS, including Patient Information.
in the 2014-2015 and 2015-2016 RSV seasons. Infants born at 29-35 wGA (29 weeks, To report suspected adverse reactions, contact
0 days through 35 weeks, 6 days) who were hospitalized =24 hours for laboratory- Sobi North America at 1-866-773-5274 or the
confirmed RSV disease (index RSV hospitalization) that was either community acquired FDA at 1-800-FDA-1088.
0-30 days 31-60 days or nosocomial RSV disease AND who were <12 months of age at the time of index

(=ilsy (W=, RSV hospitalization were included in the study. Of the 1378 eligible preterm infants
with community-acquired RSV hospitalization, 481 infants were enrolled for in-depth
characterization of their hospitalizations.?

[ Time after birth hospitalization j

*Based on a subgroup analysis of the SENTINEL1 study.

'Among infants discharged from their birth hospitalization from November 1 through March 31 (n=267). Among infants in the days since birth hospitalization discharge groups
(61-90 [n=31], 91-120 [n=12], 121-150 [n=4], and 151-180 [n=1]), the proportion of infants hospitalized for RSV disease was 12%, 4%, 1%, and <1%, respectively.>>
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Please see additional Important Safety Information throughout and on page 8. Please
click here for full Prescribing Information for SYNAGIS, including Patient Information.
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’w 3 ; - " . 7 % N ICU=intensive care unit; RSV=respiratory syncytial virus.

> Sax INDICATION

E SYNAGIS, 50 mg and 100 mg for injection, is indicated for the
prevention of serious lower respiratory tract disease caused

by respiratory syncytial virus (RSV) in pediatric patients:

* with a history of premature birth (<35 weeks gestational

RSV LEADS To HIGH RATES OF age) and who are 6 months of age or younger at the

beginning of RSV season
2 + with bronchopulmonary dysplasia (BPD) that required

ICU ADMISSION AND INVASIVE MECHANICAL VENTILATION o oary dyspiasia (BPD) that require

who are 24 months of age or younger at the beginning

of RSV season
+ with hemodynamically significant congenital heart disease

(CHD) and who are 24 months of age or younger at the

beginning of RSV season

INFANTS A

RISK BY GESTATIONAL AGE AMONG VERY PRETERM INFANTS LIMITATIONS OF USE
<3 MONTHS OF AGE The safety and efficacy of SYNAGIS have not been established
KEY for treatment of RSV disease.
Very preterm (29 to 32 wGA) [l Preterm (33 to 34 wGA) CONTRAINDICATIONS
% Previous significant hypersensitivity reaction to SYNAGIS.
56 i4 1] IMPORTANT SAFETY INFORMATION
m Hypersensitivity Reactions: Anaphylaxis and anaphylactic
37% required ‘ W~ required invasive shock (including fatal cases) and other severe acute
o 5 ICU admission A mechanical hypersensitivity reactions have been reported.
28% 28% ® O ventilation Permanently discontinue SYNAGIS and administer
appropriate medication if such reactions occur.
12% 10%
l -_ Earlier gestational age and younger
n=170 n=309 n=160 n=134 n=111 n=114 n=170 n=309 n=160 n=134 n=111 n=114 h I . I . t d -th
<3 months 3to <6 months | 6to <12 months <3 months 3 to <6 months | 6 to <12 months cnrono Oglca age were associatea wi

high rates of ICU admission and need for
L KSAMSSON  INVASVEMECHNCALVENTLATON invasive mechanical ventilation
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Please see additional Important Safety Information throughout and on page 8. Please
click here for full Prescribing Information for SYNAGIS, including Patient Information.
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% a'S AAP=American Academy of Pediatrics; NICU=neonatal intensive care unit;
L J/ ) RSV=respiratory syncytial virus; wGA=weeks gestational age.
-

CMMASMAS  |\1pORTANT SAFETY INFORMATION (continued)

Coagulation Disorders: SYNAGIS should be given with caution
to children with thrombocytopenia or any coagulation disorder.

RSV Diagnostic Test Interference: Palivizumab may
interfere with immunological-based RSV diagnostic tests,

such as some antigen detection-based assays.

Do s E B E FO RE D I sc HARG E Serious Adverse Reactions: The most common
serious adverse reactions occurring with SYNAGIS are
anaphylaxis and other acute hypersensitivity reactions.

Most Common Adverse Reactions: The most common
adverse reactions are fever and rash.

Postmarketing Experience: Severe thrombocytopenia
and injection site reactions have been identified during
post approval use of SYNAGIS.

Because these reactions are reported voluntarily from a

Hospitalized infants at risk for severe RSV infection population of uncertain size, it is not always possible to
rehably estimate their frequency or establish a causal
should receive prophylaxis 48 to 72 hours before discharge [eHOnship (0 1B Sxposire
and every 30 days until the end of the season.®

These are not all the possible risks associated
with SYNAGIS.

Please click here for full Prescribing Information
for SYNAGIS, including Patient Information.
—The American Academy Of Pediatrics To report suspected adverse reactions, contact

Sobi North America at 1-866-773-5274 or the
FDA at 1-800-FDA-1088.

In preterm infants <35 wGA initiated on SYNAGIS as outpatients,
average time to receipt of first dose was 35 days post-NICU discharge’

REFERENCES

Please see additional Important Safety Information throughout and on page 8. Please
click here for full Prescribing Information for SYNAGIS, including Patient Information.
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BPD=bronchopulmonary dysplasia; HS-CHD=hemodynamically significant
congenital heart disease; RSV=respiratory syncytial virus.

INDICATION

SYNAGIS, 50 mg and 100 mg for injection, is indicated for the
prevention of serious lower respiratory tract disease caused
by respiratory syncytial virus (RSV) in pediatric patients:

CONTINUITY OF CARE HELPS ENSU RE THE + with a history of premature birth (<35 weeks gestational

age) and who are 6 months of age or younger at the
HIGHEST RISK INFANTS REMAIN PROTECTED GO e
+ with bronchopulmonary dysplasia (BPD) that required
medical treatment within the previous 6 months and
who are 24 months of age or younger at the beginning
of RSV season
+ with hemodynamically significant congenital heart disease
(CHD) and who are 24 months of age or younger at the
beginning of RSV season

LIMITATIONS OF USE
The safety and efficacy of SYNAGIS have not been established
for treatment of RSV disease.

CONTRAINDICATIONS
Previous significant hypersensitivity reaction to SYNAGIS.

Reduces the time for an infant Tracks infants born out of RSV season who may IMPORTANT SAFETY INFORMATION :
I i i I ) Hypersensitivity Reactions: Anaphylaxis and anaphylactic
to receive the first SYNAGIS® need SYNAGIS at the start of the upcoming season shock (including fatal cases) and other severe acute

hypersensitivity reactions have been reported.
. . Permanently discontinue SYNAGIS and administer
Tracks children with BPD and HS-CHD who appropriate medication if such reactions occur.

remain at high risk during their second RSV season??

dose in the office

:I Initiates coordination between
Sobi representative and
outpatient provider to ensure
continuity of care

1«

Allows for early identification of patients and quick
initiation of SYNAGIS once RSV begins circulating

REFERENCES

Please see additional Important Safety Information throughout and on page 8. Please

click here for full Prescribing Information for SYNAGIS, including Patient Information.
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AAP=American Academy of Pediatrics; EHR=electronic health record;
ICD-10=International Classification of Diseases, Tenth Revision;

NICU=neonatal intensive care unit; RSV=respiratory syncytial virus.

S

N FANTS A R E IMPORTANT SAFETY INFORMATION (continued)

Coagulation Disorders: SYNAGIS should be given
with caution to children with thrombocytopenia or any

coagulation disorder.
N I CU D I SCHARG E: 3 STE Ps RSV Diagnostic Test Interference: Palivizumab may

interfere with immunological-based RSV diagnostic tests,
such as some antigen detection-based assays.

Serious Adverse Reactions: The most common
serious adverse reactions occurring with SYNAGIS are

1 Dose before discharge per AAP guidance anaphylaxis and other acute hypersensitivity reactions.

Most Common Adverse Reactions: The most common
adverse reactions are fever and rash.

Postmarketing Experience: Severe thrombocytopenia
and injection site reactions have been identified during
post approval use of SYNAGIS.

CEIVING
ECTION

Initiate the SYNAGIS® transition of care
2 process to ensure continuity of care e

%
22):
Add the appropriate ICD-10 codes
to the patient's EHR

Forward the postdischarge summary EHR Patient SYNAGIS
Identification Slim Jim Coding Resource

Because these reactions are reported voluntarily from a
population of uncertain size, it is not always possible to
reliably estimate their frequency or establish a causal
relationship to drug exposure.

These are not all the possible risks associated
with SYNAGIS.

Follow up with caregivers Please click here for full Prescribing Information

. . for SYNAGIS, including Patient Information.
3 Provide the discharge folder or SYNAGIS, includ atient Informatio
h . n , To report suspected adverse reactions, contact
Remind caregivers to schedule their baby's next Sobi North America at 1-866.773-5274 or the
dose within 28 to 30 days of the previous dose FDA at 1-800-FDA-1088.
Discharge Folder
[ ]

e SYNAGIS*—OVER 25 YEARS OF REAL-WORLD EVIDENCE

REFERENCES

Please see additional Important Safety Information throughout and on page 8. Please

click here for full Prescribing Information for SYNAGIS, including Patient Information.
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Please see additional Important Safety Information throughout and on page 8. Please
click here for full Prescribing Information for SYNAGIS, including Patient Information.
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SYNAGIS°—OVER 25 YEARS OF REAL-WORLD EVIDENCE
Proven protection against severe RSV disease

* SYNAGIS is a monoclonal antibody with a monthly dosing
regimen that allows HCPs to dose-adjust based on'®:

— An infant's weight as they grow
— The unpredictable timing and duration of the RSV season

* Each SYNAGIS dose provides enough antibodies to protect
the highest risk infants for 28 to 30 days™

IDENTIFY YOUR HIGHEST RISK INFANTS
AND PROVIDE THEM WITH PROTECTION AGAINST SEVERE RSV DISEASE WITH SYNAGIS

SYNAGIS

FOR
PROTECTING MIL
HIGHEST RISK INFAN

INDICATION

SYNAGIS, 50 mg and 100 mg for injection, is indicated for the

prevention of serious lower respiratory tract disease caused

by respiratory syncytial virus (RSV) in pediatric patients:

+ with a history of premature birth (<35 weeks gestational age)
and who are 6 months of age or younger at the beginning of
RSV season

+ with bronchopulmonary dysplasia (BPD) that required medical
treatment within the previous 6 months and who are 24 months
of age or younger at the beginning of RSV season

+ with hemodynamically significant congenital heart disease (CHD)
and who are 24 months of age or younger at the beginning of
RSV season

LIMITATIONS OF USE

The safety and efficacy of SYNAGIS have not been established
for treatment of RSV disease.

CONTRAINDICATIONS

Previous significant hypersensitivity reaction to SYNAGIS.

IMPORTANT SAFETY INFORMATION

Hypersensitivity Reactions: Anaphylaxis and anaphylactic shock
(including fatal cases) and other severe acute hypersensitivity
reactions have been reported. Permanently discontinue SYNAGIS
and administer appropriate medication if such reactions occur.

Coagulation Disorders: SYNAGIS should be given with caution to
children with thrombocytopenia or any coagulation disorder.

@ Ssobl

rare strength — mmm  Learn more about us at SOBl.com

SYNAGIS is a registered trademark of Arexis AB c/o Swedish Orphan Biovitrum AB (publ)
©2023 Swedish Orphan Biovitrum. All rights reserved. PP-18323 06/23

RSV Diagnostic Test Interference: Palivizumab may interfere
with immunological-based RSV diagnostic tests, such as some
antigen detection-based assays.

Serious Adverse Reactions: The most common serious adverse
reactions occurring with SYNAGIS are anaphylaxis and other
acute hypersensitivity reactions.

Most Common Adverse Reactions: The most common
adverse reactions are fever and rash.

Postmarketing Experience: Severe thrombocytopenia and
injection site reactions have been identified during post
approval use of SYNAGIS.

Because these reactions are reported voluntarily from a
population of uncertain size, it is not always possible to reliably
estimate their frequency or establish a causal relationship to
drug exposure.

These are not all the possible risks associated with SYNAGIS.

Please click here for full Prescribing Information
for SYNAGIS, including Patient Information.

To report suspected adverse reactions, contact

Sobi North America at 1-866-773-5274 or the FDA

at 1-800-FDA-1088.

Colorado prescribers, please click here
for additional information.

Allimagery is for illustrative purposes only.

RSV=respiratory syncytial virus.
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