Resource to help you identify, protect, and support
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WELCOME!

The RSV READY KIT includes resources to help you
identify, protect, and support high-risk infants from RSV

ACCESS &
SUPPORT

3

Help patients get
ntinue with

AdILN3al

Protect your high-risk infants with SYNAGIS

7 SYMNAGIS provides antibodies to protect
6 | an infant's lungs from severe infection

caused by RSV—it is not a vaccine’

High-risk infants should receive
monthly doses (every 28-30 days)
throughout the RSV season™*

INDICATION

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

caused by respiratory syneytial virus (RSV) in pedia patients:

« with a history of premature birth (<35 weeks gestational age} and who are 6 months of age or younger at the
beginn of RSV season

+with bronchopulmonary dys plasia (BPD) that required medical treatment within the previous & 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.

IMPORTANT SAFETY INFORMATION

+ SYMAGIS is contraindicated in children who have had a previous

significant hypersensitivity reaction to SYNAGIS S‘YN ﬂ GIS

Please see additional Important Safety Information on
pages 1-58. Click here for full Prescribing Information PALIVIZUMAB @
for SYNAGIS, including Patient Information.

31vonas3

ient identification resources
al information, contact
ur SYNAGIS Clinical Account
Manager or Institutional Director

ss and support information,
ntact your SYNAGIS Field
Reimbursement Senior Manager
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IMPORTANT SAFETY INFORMATION (continued)

« Cases of anaphylaxis and anaphylactic shock, including fatal cases, have been reported following initial
EXposure or re-exposure to SYNAGIS. Other acute hypersensitivity reactions, which may be severe, have
also been reported on initial exposure or re-exposure to SYNAGIS. The relationship between these reactions
and the development of antibodies to SYNAGIS is unknown. If a significant hypersensitivity reaction accurs
with SYMAGIS, its use should be permanently discontinued. If a mild hypersensitivity reaction occurs, clinical
judgment should be used regarding cautious readministration of SYNAGIS

« As with any intramuscular injection, SYNAGIS should be given with caution to children with thrombocytopenia
or any coagulation disorder

. gali\aizpmah rmay interfere with immunological-based RSV diagnostic tests, such as some antigen Academy of Pediatrics

etection-based assays

» Adverse reactions occurring greater than or equal to 10% and at least 1% more frequently than * Guidelines from the National
placebo are fever and rash. In post-marketing reports, cases of severe thrombocytopenia (platelet Perinatal Association
count <50,000/microliter) and injection site reactions have been reported -

DOSING R sY
The recommended dose of SYNAGIS is 15 mg/kg of body weight given monthly by intramuscular injection.
The first dose of SYNAGIS should be administered prior to commencement of the RSV season and the
remaining doses should be administered monthly throughout the RSV season. Children who develop an :
RSV infection should continue to receive monthly doses throughout the RSV season. —_— =
The efficacy of SYNAGIS at doses less than 15 mg/kg, or of dosing less frequently than monthly throughout ¥
the RSV season, has not been established.

Eligibility Grid

Identify high-risk patients
eligible for SYNAGIS

* SYNAGIS criteria

+ Guidance from the American

AdILN3al

patient ID Log

Identify and track patients who
are eligible for SYNAGIS

Please see additional Important Safety Information on pages 1-58.
Click here for full Prescribing Information for SYNAGIS, including Patient Information.

oo, Upda
Aty

31vonas3

- J
- INDICATION
@ Sobl S ! l \|A‘ ;IS 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:
SYNAGIS®Is a registered trademark of Arexis A8 cfo Swedish Orphan Biovitrum AB (publ) »with a history of premature birth (<35 weeks gestational age) and who are 6 months of age or younger at
2021 Swedish Orphan Biovitrum, All rights reserved, PP-10843 04/21 PA LIV IZ U M A B (-) the beginnin; of ‘FJRSV season g ¢ * e
» with bronchopulmonary dysplasia (BPD) that required medical treatment within the previous 6 months W

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 seasan

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

IMPORTANT SAFETY INFORMATION
= SYNAGIS 1s contraindicated in children whao have had a previous
significant hypersensitivity reaction to SYNAGIS

Please see additional Important Safety information on SYNAGIS

pages 1-58. Click here for full Prescribing Information PALIVIZUMAB @
for SYNAGIS, including Patient Information.

1d0ddNs 8 SS320V
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IMPORTANT SAFETY INFORMATION (continued)

+ Cases of anaphylaxis and anaphylactic shock, including fatal cases. have been reported following initial exposure
or re-exposure to SYNAGIS. Other acute hypersensitivity reactions, which may be severe, have also been reported
on initial exposure or re-exposure to SYNAGIS. The relationship between these reactions and the development of
antibodies to SYNAGIS is unknown. If a significant hypersensitivity reaction occurs with SYNAGIS, its use should be
permanently discontinued. If a mild hypersensitivity reaction accurs, clinical judgment should be used regarding
cautious readministration of SYNAGIS

+ As-with any intramuscular injection, SYNAGIS should be given with caution to children with thrombogyiopenia
or any coagulation disorder

+ Palivizumab may interfere with immunological-based RSV diagnostic tests, such as some antigen
detection-based assays

+ Adverse reactions occurring greater than or equal to 10% and at least 1% more frequently than placebo are fever
and rash. In post-marketing reports, cases of severe thrombocytopenia (platelet count <50.000/microliter) and
injection site reactions have been reported

DOSING

The recommended dose of SYNAGIS is 15 mg/kg of body weight given menthly by intramuscular injection. The first

dose of SYNAGIS should be administered prior to commencement of the RSV season and the remaining doses should

be administered monthly throughout the RSV season. Children who develop an RSV infection should continue to
receive monthly doses throughout the RSV season.

The efficacy of SYNAGIS at doses less than 15 mg/kg, or of dosing less frequently than monthly throughout the RSV
season, has not been established,

Piease see additional Important Safety Information on pages 1-58.
Click here for full Prescribing Information for SYNAGIS, including Patient Information.

RSVrespiratory syncytial virus

SYNAGIS

PALIVIZUMABG)
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IDENTIFY high-risk patients eligible for SYNAGIS

—77 | Premature birth (s35 weeks gestational age [wGA] and =6 months of age at
/| startof the upcoming RSV season)

* Early-preterm infants born <29 wGA

* Proterm Iinfants born 29-32 wGA

» Late-preterm infants born 33-34 wGA and =3 months CAwith risk factors (eg, increased number of people
in household, passive smoke exposure, day care attendance)

Patients who meet the following criteria

AdILN3al

— Diuretic

— Corticosteroid therapy

Bronchopulmonary dysplasia/chronic lung disease of prematurity (BPD/CLDP)

» <24 months of age at the start of the upcoming RSV season

+ Within the last 6 months, receiving medical treatments for BPD/CLDP that may include any of the following:
— Supplemental oxygen
— Bronchodilator

Hemodynamically significant congenital heart disease (HS-CHD)
+ =24 months of age at the start of the upcoming RSV season
* H5-CHD, which may include any of the following:

— Is receiving medication to control congestive heart fallure

— Has moderate to severe pulmanary hypertension

— Has acyanotic or cyanotic heartdisease

31vonas3

ological

INDICATION
SYNAGIS, 50 mg and 100 mg
virus (RSV)in pedia
istory of premature b
= with bronchopulmonary dyspla:

younger at the beginning

+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.

IMPORTANT SAFETY INFORMATION

*Cazes is and anaphyl

between

Please see additional Important Safety Information on page 2.
Click here for full Prescribing Information for SYNAGIS, including Patient Information.

injection, Is indicated for the prevention of serious lower respiratory tract disease caused by respiratory
patients:

=35 weeks gestational age) and who are & months of age or younger at the be)
BPD) that required medical treatmentwithin the previcus & menths and who are 24 menths of age or
SV season
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SYNAGIS
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Clinical associations support RSV immunoprophylaxis for high-risk patients

Prematurity

H5-CHD

+ As with any Intramuscula

DOSING

The recammen
admimistered pr
Children who deve

*<1Zmonths of age Is outside the ap,

ded dose of SYNA
O COMMEencer
op an RSV infection
The efficacy of SYNAGIS at dose

FDA-approved Label 2014 AAP Guidance® 2018 NPA Guidelines*

=35 wGA and 6 months of age
at the start of RSV season

524 months of age

at the start of RSV season, and
with medical treéatment requirgd
for BPDYCLD® within the previous
& months

224 months of age
at the start of RSV season

NFORMATION (continued)

i, SYMAGIS sh

GISis 15 mg/kg of body w
nt of the RSV seasc

S tha

et SYNAGH Indk

<29 w@A and <12 menths of age*
with na other qualifying contlitions

29 to 35 wiA
‘with other quabfying conditions

<32 wGA
and requiring =21% oxygen for at
Soast the first 28 days after birth
+ <12months of age
athe start of RSV season
+ 12-24 months of age
at the start of RSV sason, with
requined medical support in the
past & months

<12 months of age
at the start of the RSV season

Consider thie guldelines when |dentifying high-risk patients,

Learn more about access & support at SYNAGISHCP.com

n manthly by intram
g doses sho

athmin

scutar imjection, The firstdose of

<28 07 wiA and <12 months of age*
at the start of RSV season

28047 to 32 0/7 wGA and
<6 months of age
at the start of RSV season

321/7 to 35 6/7 wGA and

<& mariths of age

at the start of RSV season, with
significant provider-ide ntifled risk factors

<24 months of age
at the start of RSV season, and with medical
management required within 6 manths

<24 months of age
at the start of RSW season, unless
cardiclogy waiver obtained

ed monthiy throug

2/kg, or of dosing less frequently than monthly throughout the RSV season, has not been established

Please click here for full Prescribing Information for SYNAGIS, including Patient Information.
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Colorado prescriber, please click here for additional information.
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Learn more about us at SOBl.com

SYNAGIS

PALIVIZUMABO
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RSV season PATIENT ID LOG

This tool will help you track patients who are eligible for SYNAGIS during the upcoming
RSV season, Details include important patient and insurance information, as well as
columns to keep track of monthly doses and appointments.

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 b 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.

IMPORTANT SAFETY INFORMATION
* SYNAGIS is contraindicated in children who have had a previous significant hypersensitivity reaction to SYNAGIS

REM arespirator y syncy

SYNAGIS

PAUVIZUMABO
v

Please see additional Important Safety Information on
pages 1-58. Click here for full Prescribing Information
for SYNAGIS, including Patient Information,

PATIENT ID LOG

AdILN3al

31vonas3
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IMPORTANT SAFETY INFORMATION (continued)

+ Cases of anaphylaxis and anaphylactic shock, including fatal cases, have been reported follawing initial exposure
or re-exposure to SYNAGIS. Other acute hypersensitivity reactions, which may be severe, have also been reported
on initial exposure or re-exposure to SYNAGIS, The relationship between these reactions and the development of
antibodies to SYNAGIS is unknown. If a significant hypersensitivity reaction occurs with SYNAGIS, its use should be
permanently discontinued. If a mild hypersensitivity reaction occurs, clinical judgment should be used regarding
cautious readministration of SYNAGIS

« As with any intramuscular injection, SYNAGIS should be given with caution to children with thrombocytopenia
or any coagulation disorder

* Palivizumab may interfere with immunological-based RSV diagnostic tests, such as some antigen
detection-based assays

+ Adverse reactions occurring greater than or equal to 10% and at least 1% more frequently than placebo are fever
and rash. In post-=marketing reports, cases of severe thrombocytopenia (platelet count <50,000/microliter) and
injection site reactions have been reported

DOSING

The recommended dose of SYNAGIS is 15 mg/kg of body weight given monthly by intramuscular injection, The first
dose of SYNAGIS should be administered prior to commencement of the RSV season and the remaining doses should
be administered monthly throughout the RSV season. Children whao develop an RSV infection should continue to
receive monthly doses throughout the RSV season.

The efficacy of SYNAGIS at doses less than 15 mg/kg, or of dosing less frequently than monthly throughout the RSV
season, has not been established.

Please see additional Important Safety Information on pages 1-58.
Click here for full Prescribing Information for SYNAGIS, including Patient Information.

BEok: SYNAGIS

SYNAGIS

2021

gistered trademark of Arexs ABE /o

Swedish Or
e, PP
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Discussion Guide
Help educate parents/caregivers
about RSV and SYNAGIS

= Explanation of RSV and
seasonality

* Patients who are eligible for
SYNAGIS

- » Facts about SYNAGIS treatment

SYNAGIS is NOT a Vaccine

sinaGisis Provide information about

LT SYNAGIS as a monoclonal

antibody used to help
protect high-risk infants

Z against severe RSV

SYNAGIS

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 & 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.

IMPORTANT SAFETY INFORMATION
= SYMAGIS is contraindicated in children who have had a previous
significant hypersensitivity reaction to SYNAGIS

SYNAGIS

PALIVIZU MABO
,

Please see additional important Safety Information on

pages 1-58. Click here for full Prescribing Information
for SYNAGIS, including Patient Information.

i1vonas3
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IMPORTANT SAFETY INFORMATION (continued)

+ Cases of anaphylaxis and anaphylactic shock, Including fatal cases, have been reported following initial exposire
or re-exposure to SYNAGIS. Other acute hypersensitivity reactions, which may be severe, have also been reported
on initial exposure or re-exposure to SYNAGIS. The relationship between these reactions and the development of
antibodies to SYNAGIS is unknown. If a significant hypersensitivity reaction occurs with SYMAGIS, its use should be
permanently discontinued. If a mild hypersensitivity reaction occurs, dinical judgment should be used regarding
cautious readministration of SYNAGIS
As with any intramuscular injection, SYNAGIS should be given with caution to children with thrombocytopenia
or any coagulation disorder
Palivizumab may interfere with immunological-based RSV diagnostic tests, such as some antigen
detection-based assays
Adverse reactions occurring greater than or equal to 10% and at least 1% more frequently than placebo are fever
and rash. In post-marketing reports, cases of severe thrombocytopenia (platelet count <50,000/micraliter) and
injection site reactions have been reported

DOSING
The recommended dose of SYNAGIS is 15 mg/kg of body weight given monthly by intramuscular injection. The first

dose of SYNAGIS should be administered prior to commencement of the RSV season and the remaining doses should

be administered monthly throughout the RSV season. Children who develop an RSV infection should continue to
receive monthly doses throughout the RSY season.

The efficacy of SYNAGIS at doses less than 15 mg/kg, or of dosing less frequently than monthly throughout the RSV
season, has not been established.

Please see additional Important Safety Information on pages 1-58.
Click here for full Prescribing Information for SYNAGIS, including Patient Information,

SYNAGIS

PALIVIZUMAB )

. DOWNLOAD RESOURCE HERE

DISCUSSION GUIDE FOR NURSE COORDINATORS

RSV is a leading cause of hospitalization
for babies <1 year®

What is RSV and when does it occur?

# e =

RSV is a common virus, 1tisa seasonal virus RSY typically accurs

sily spread, and contracted by nearly from late fall through
y causes cold-tike idre 3 spring, but the season
st 1 24 canvary by gecgraphy
and from year to year!

In some babies, itcan

devalop into a much

more serious infection

Who is at high-risk for RSV?¢

Special populations
@ <22w6Aand

L,
<12 months of age" ” BPD/CLDP W HSCHD
u with no other

qualifying conditions <32 wGA
and requiring =2 1% oxygen for at
20 to 35 wGA least the first 28 days after birth
with other qualifying conditions . ;‘1’5 :;g:;ﬂs of age at the start of
= 12-24 months of age at the start of
RSV season, with required medical
suppart in the past 6 months

<12 months of age
at the start of RSV season

ad on 3 systematie review by the AAP Committes on Infecious Diseases (COD) and the Subcom

of treatment or seeve & » sons, takinginto ac

INDICATION
SYMAGIS, 50 mg and 100 mg for in n, & indicated for the prevention of serious lower respiratory tract disease caused by respiratory
| wiriss (RSV) i pediatric ¢
3 nths of age or younger at the beginning of RSV season
the previous & months and who are 24 months of age
¢ at the beginning of RSV season
* with hemodynamically significant congenttal heart disease (CHD) and wha 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
IMPORTANT SAFETY INFORMATION
* SYNAGIS is contraindicated in children who have had a previous significant hypersensitivity
reaction to SYMAGIS

Piease see additional Important Safety Information on page 2.
Click here for full Prescribing Information for SYNAGIS, including Patient Information.

DISCUSSION GUIDE
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DISCUSSION GUIDE FOR NURSE COORDINATORS

SYNAGIS:

Preventive Therapy for Infants at High-Risk for RSV*

What is SYNAGIS? How does it work?

provides RSY-Ti
1 againsLRSY, it is not

by RSV fior 28-30 days

IDENTIFY

How often is SYNAGIS dosed?

= SYNAGIS does not induce end s antl- H‘.'y'ar"u")cx‘l-es. S0t fnu',r be adminsstered ever ',: 28-30days
t's mportant that high-r 2
& manths from late fall through spring*
Bables should receive t
before RSY season starts to bulld up
thatir protection

first and secand RSV seasons

Parents/caregivers of eligible patients can
pay as little as $0 per dose with the SYNAGIS Copay Program
Learn more about access & support at SYNAGISHCP.com

SYMAGIS B ir for the p 3 of serkus 3t disease caused by R

IMPORTANT SAFETY INFORMATION (continued)
* Casesof mauh;lam and anaphylactic shock, including fatal cases, have been reported foll mmg inital uq_,u, IFe T re-LXp0)
ersenstivity reactions, which may be severe, have also been reported on initi
relationship between these reactions and the devel opment of antitodies to SYNAGIS is A ant hype
with SYNAGIS, its use should be permanentty discontinued. If a mild hypersensitivity reaction accurs, dinical jedgment should be used
administration of SYNAGIS
YNAGIS should be given with caution to children with thrombocytopenia or any coagul sorder
= Palvgzumab may interfere wth mmunalogical-based RSV diagnostic tests, such as some antigen detection-based assays
Teaclions gLourring greater than orequal to 10% and at least 1% moere frequently than placebo are fever and rash, In pest-marketing
115, cases of severe throembocytopenia (platelet count <50,000/microliter) and injection site reactions have been reported
DOSING
The recommended dose of SYNAGIS 5 15 mgfkg of body weight gven monthly by intramuscular injection. The firet dose of SYNAGIS should
be administered prior to commencement of the RSY season and the remaining doses should be administered month
season. Cf en who develop an RSV infection should continue to receive monthly doses throughout the RSY se
The efficacy of SYNAGIS at doses less than 15 mg/kg, or of dosing less freguently than monthly thrs hout the RSV season, has not been established,

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

Refemnres 1. Lead

Colorado prescriber, please click here for additional information.

cm—— | 2arn more about us at SOBl.com

SYNAGIS
SObl o 10 : demas . PAlehLMhB(f)

SYNAGIS is
NOT a vaccine

SYNAGIS is the only FDA-approved
monoclonal antibody to help protect
high-risk infants against RSV’

mmm““ula' + SYNAGIS delivers .amlshodtes that are immediately
hkcl ion Only available to fight RSV'?
Bl g T
* Unlike vaccines, antibodies do not provide long-lasting
Immunity.? SYNAGIS needs to be given each month
(every 28-30 days) throughout the RSV season to provide

continuous protection against RSV'**

— Noncompliance puts infants at increased risk
for RSV-related hospitalizations®

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 (s35 weeks gestational age) and who are 6 months of age or younger
at the beginning of RSV seasan
with bronchopulmenary 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
ot 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,

IMPORTANT SAFETY INFORMATION

* SYNAGIS is contraindicated in children who have had a previous
PALIVIZUMAB@

significant hypersensitivity reaction to SYNAGIS

Please see additional Important Safety Information
on page 2. Click here for full Prescribing Information
for SYNAGIS, including Patient Information.

SYNAGIS IS NOT A VACCINE

i1vonas3
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Protect your high-risk infants

Dose with SYNAGIS

» SYNAGIS does not induce endogenous anti-RSY antibodies and must be administered every 28-30 days'

* High-risk infants should receive monthly doses of SYNAGIS throughout the RSV seasen, which typically
runs from late fall through spring'45*

Commercially eligible patients may get up to $6000 per
SYMNAGIS season to assist with out-of-pocket costs for
SYMNAGIS (paying as little as $0 per dose)

Get patients

STARTED ON SYNAGIS

SYMAGIS CONNECT® |5 a patient
% support program created by Sobi
SYNAGIS ) to provide individualized support
CONNECTu 1o help appropriate patients gat
ACCESS 10 SYNAGIS
For more information, call 1-833-5YNAGIS
{1-833-796-2447) or visit SYNAGISHCP.com

SYNAGIS Copay Program

be
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IMPORTANT SAFETY INFORMATION (continued)

= Cases of anaphylaxis and anaphylactic shock, including fatal cases, have been reported fﬂlluwrng initial éxposure or re-exposire
to SYNAGIS. Other acute hypersensitivity reactions, which may be severe, have also been reported on initial exposure or
10 SYNAGIS. The relationship between these reactions and the development of antibodies to SYNAGIS is unknow
hypersensitivity reaction ocours with SYNAGIS, its use should be permanently discontinued. If a mild hypersensit
dlinical judgment should be used regarding cautious readministration of SYMAGIS

= As wath any intramuscular injection, SYNAGIS should be given with caution to children with thrombocyto penia or any coagulation disorder

+ Palivizumnab may interfere with immunological-based RSV diagnostic tests, such as some antigen detection-based assays

» Ardverse reactions occurring greater than or equal to 10% and at least 1% more frequently than placebo are fever and rash. In post-
marketing reports, cases of severe thrombocytopenia (platelet count <50,000dmicroliter) and injection site reactions have been reported

DOSING

The recommended dose of SYNAGIS is 15 mg/kg of body weight given monthly by intramuscular injection. The first dose of SYNAGIS

should be administered prior to-commencement of the REV season and the remaining doses should be administered monthly throughout

the RSV seasan. Children who develop an RSV infection should continue to receive monthly doses throughout the RSV seasan

ity reachion OCCuUrs,

The efficacy of SYNAGIS at doses less than 15 mg/kg, or of dosing less frequently than monthly throughout the RSV season,
has not been established.

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

RSV=

espt

ary syncy

REW seaso

vary by geagraphy and from year to year.!

References: 1. 5YNAGIS [patkag
N0GEZETIT, 3,

respiratory syncy Wacton. Pedial e 20.

Colorado prescriber, please click here for additional information.

s L23rn more about us at 5OBl.com

@sobl

SYNAGIS
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ACCESS &
SUPPORT

HEALTHCARE PROFESSIONALS

Getting Started With SYNAGIS
Determine the appropriate pathway to get patients
‘ started on SYNAGIS

SYNAGIS CONNECT® Overview
Understand how SYNAGIS CONNECT® can help provide
access & support

SYNAGIS CONNECT" Pracess Flow
Faltow these steps ta nayvigate the patient access & suppart
process with SYNAGIS CONNECT®

Universal Enrallment and Prescription Form
= Complete and provide patient information to SYNAGIES CONNECT*
1 ‘ or aspecialty pharmacy to prescribe SYNAGIS for your patients

Information to Help Complete the

Universal Enroliment and Prescription Form
Infarmation for completing the Universal Enraliment and
Prescription Form

Limited Distribution Specialty Pharmacy Network Grid
Identify the select specialty pharmacies from which you can
obtain SYNAGIS

Coding Resource

Review useful codes for the biling and reimbursement

of SYMAGIS and identification of high-risk babies

PARENTS/CAREGIVERS

SYNAGIS Parent/Caregiver Consent Form
2 Help parents/caregivers provide their authorization
et : ta enrall in SYNAGIS CONNECT®

] SYNAGIS Copay Program

Inform E“%Ek parentsicareglvers about a financial assistance
DOSING-SPECIFIC RESOURCES

program that may reduce their out-of-pocket costs
Dose Scheduling Card

Remind parents/caregivers about SYMAGIS dosing
and appaintments

Dosing Calendar
Schedule patient dosing appaintments
Dosing Guide
Review information on SYNAGIS storage, preparation,
- and administration
e =

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 rreatment within the previous & months and who are
24 months of age or younger at the beginning of RSV season

+ with hernodynamically 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.

IMPORTANT SAFETY INFORMATION

* SYNAGIS is contraindicated in children who have had a previous
5:gn|f:ran1 hypersensitivity reaction to SYMAGIS

saes W SyNAGIS
Please see additional Important Safety Information on CONNECT" PALIVIZUMA B()
pages 1-58. Click here for full Prescribing Information s

for SYNAGIS, including Patient Information,
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IMPORTANT SAFETY INFORMATION (continued)

+ Cases of anaphylaxis and anaphylactic shock, Including fatal cases, have been reported following initial exposure
or re-exposure to SYNAGIS. Other acute hypersensitivity reactions, which may be severe, have also been reported
on initial exposure or re-exposure to SYNAGIS. The relationship between these reactions and the development of
antibodies to SYNAGIS is unknown. If a significant hypersensitivity reaction occurs with SYMAGIS, its use should be
permanently discontinued. If a mild hypersensitivity reaction occurs, dinical judgment should be used regarding
cautious readministration of SYNAGIS
As with any intramuscular injection, SYNAGIS should be given with caution to children with thrombocytopenia
or any coagulation disorder
Palivizumab may interfere with immunological-based RSV diagnostic tests, such as some antigen
detection-based assays
Adverse reactions occurring greater than or equal to 10% and at least 1% more frequently than placebo are fever
and rash. In post-marketing reports, cases of severe thrombocytopenia (platelet count <50,000/microliter) and
injection site reactions have been reported

DOSING

The recommended dose of SYNAGIS is 15 mg/kg of body weight given monthly by intramuscular injection. The first
dose of SYNAGIS should be administered prior to commencement of the RSV season and the remaining doses should
be administered monthly throughout the RSV season. Children who develop an RSV infection should continue to
receive monthly doses throughout the RSY season.

The efficacy of SYNAGIS at doses less than 15 mg/kg, or of dosing less frequently than monthly throughout the RSV
season, has not been established.

Please see additional Important Safety Information on pages 1-58.
Click here for full Prescribing Information for SYNAGIS, including Patient Information,

RSV=respiratary syncytial virus.

wacs W SYNAGIS
SYNAGIS K
Su :..lD.-ph.mB-Lmlru:n—'-ﬁmuh!)l CONNECT» gLi\’lEdMAg%‘)

hian Biovitrum &8 {pulbl)

SYNAGIS

PALIVIZUMABG) Getting Started With SYNAGIS

an app raternt
STEP 1 - Complete the Referral Process

HUB REFERRAL DIRECT REFERRAL TO PAYER OR BUY-AND-BILL

+ Complete a Universal Enroliment and SPECIALTY PHARMACY (5P) * Follow the appropriate PA
Prescription Form * SYNAGIS CONNECT™ will not support the process according to the payer

* Fax to SYNAGIS CONNECT™, or complete prior authorization (PA) and prescription * Follow your office protocol
the Hub Enrall process through the process unless requested by the office for ordering through the
CoverMyMeds® partal * To ensure you follow the correct process, appropriate specialty distributar

contact the plan and/or P directly

Helpful resources; Refer to the SYNAGIS CONNECT™ Process Flow for Healthcare Provider Offices flashcard, Limited

Distribution Specialty Pharmacy Network flashcard, Specialty Distribution Model flashcard, or the Payer Grid for more details.

SYNAGIS CONNECT™ can assist with the PA process and benefits verification.

STEP 2 - Approval or Denial

* Communicate approval or denial to parent/caregiver

* If you have not received either an approval or denial within 7 business days, please contact SYNAGIS CONMECT™, the payer, or
the appropriate SP

APPROVAL DEMNIAL

* The 5P will call the parent/caregiver and provider prior * Review the den:al letter from the patient’s insurance plan to
toshipment.* determine the reason and next steps

* The parentfcaregiver should answer/return the call from + Follow the protocol to which your office adheres to appeal
the 5P and inform the patient’s provider if the 5P makes the denial
any changes

SYMAGIS CONNECT™ can assist with information needed for the Denials and Appeals process.

STEP 3 - Continuum of Care

SYNAGIS CONMNECT™ OR DIRECT REFERRAL PATHWAYS*
* Coordinate delivery of product with the 5P and * Follow payer-specific PA requirements for each dose
parent/caregiver monthly + Coordinate with parent/caregiver to schedule administration
* Confirm information with the SP, including location, dose, and date .+ gnsyre adherence to monthly dosing in seasen through
» Ensure adherence to manthly dosing in seasan through ongoing gngoing discussions with parent/caregiver
discussions with parent/caregiver and ongoing coordination with
the 5P

BUY-AND-BILL PATHWAY

Review and update information on forms (e.g., changes in patient weight)
: per PA requirements prior to each dose.

SYNAGIS .i’l)t If you have questions, you can contact SYNAGIS CONNECT™ at 1-B33-5YNAGIS (1-833-796-2447) or your Fiald
-CONNECT“ Reimbursement Senior Manager.! The Parent/Caregiver Consent Form can be found on SYNAGISHCP.com.

Ty the 5P of approval price 1o each dose,
s
will b abie B0 Support on speciic cases if parentcaregier consent 1§ obtainied,

Sobi, Inc, and SYNAGIS CONMECT™ da nat guarantes coverage or reimbursement far SYNAG IS, Coverage and isions are made by i
companies fallowing the recelpt of elalms,

@sobil

SYNAGIS® is a registered tradernark and SYNAGIS CONNECT™ & a trademark of Arexis AB ¢/o Swedish Orphan Biovitrum: AB (publ)
0 2020 Swedish Orphan Bigvitrum. All rights reserved. PP-BS09 om0
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SYNAGIS ™7

CONNECT"

SYNAGIS CONMECT™ is a patient support
Indiv slizad n o i

SYMAGIS C
and t

ro

IDENTIFY

yharmacy proc

STVNOISS3404d FJYVIHLTVIH

In order fo regivers to take advantage of this program

ant/authorization must be obtained.

SYNAGIS CONNECT™ can assist with:

Parent/Caregiver Healthcare Professionals

IE“‘ Patient out-of- | Reimbursement support CS\,. Transition of care and
=T pocket costs® [;IJ services, incuding x> referral management
benefits investigations

= and pricr authorization
C|f( 1. ldentifying prescription j :l'| Specialty pharmacy
—é coverage 7=| Claims and appeal Rx | coordination

o
“=| process support

:

= Patient Assistance
Le Program* @ Field reimbursement
ey

SY3IAIDIYYI/SLNIYYd

support through a
single point of contact

£

ent enrofiment, log

-201-4938,

€

For additional assistance, call 1-833-SYNAGIS (1-833-796-2447),
Monday through Friday 8 am to 8 e EST

\

*For eligible patients.

@SoDbil

SYMAGIS® is & regstered trademark and SYMAGIS CONMNECT™ is a trademark of Arexis AR
tfo Swidish Orphan Biovitnam AB (publ).
£ 2020 Swed yrphan Biowitrum, ights resarved, PPE304 06720
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SYNAGIS  SYNAGIS CONNECT™ Process Flow
PALIVIZUMABEY  for Healthcare Provider (HCP) Offices

propriate patient is identified for SYNAGIS pro s, either in the neonatal intensive care unit (NICL)
fitce, follow these steps to utilize SYNAGIS CONNECT™

Look for this icon if your office uses £ This icon denotes the role
the CovermMyMeds® (CMM) portal =7 of SYNAGIS CONNECT™

HCP OFFICE

Look for this icon if your office
uses paper forms

IDENTIFY

* Complete the Universal

Enrollment and Prescription Form

* Fax the completed form to
SYMAGIS CONNECT™

* Submit Parent/Caregiver consent

* Recejve results of the BV and
appropriate PA form from
SYNAGIS CONNECT™

* Complete PA form and submit
it directly to the payer

= If the PA |5 obitained outside
of CMM, provide the
approval information 1o

* Click the Hub Enroll button in the
CMM portal

* Complete the Universal Enrollment
and Prescription Form

* Submit Parent/Caregiver consent

* Recelve results of the BV

* Camplete the required PA form' in the
CMM portal

+ IfPA submission through a payer-specific
portal is required, complete the PA process
directly through the payer's portal

* If the PA |5 approved through the
CMM portal, SYNAGIS COMNECT™ Is
automatically informed

+ Completes BY
+ Accesses the appropriate PA

information

* Explores financial assistance
options for efigible patients*

your office as needed

* Sends the prescription to the

appropriate SP via CMM

STVNOISS3404d FJYVIHLTVIH

EDUCATE

SYNAGIS CONNECT™

b =

SYANIDIYYI/SLNIUYd

* The SPwill communicate directly with the HCP office and the patient’s parent/caregiver to coordinate delivery
« If copay assistance has not been obtained, the SP will verify and enroll the parent/caregiver as appropriate

For patients identified in the NICU

+ NICU submits Authorization for the Transition of Care and Parent/Caregiver Consent form to SYNAGIS CONNECT™

* SYNAGIS CONNECT™ notifies HCP office via fax or through the CMM portal to initiate a Universal Enroliment and
Prescription Form

€

SYNAGIS QK- | SYNAGIS CONNECT™ is powered by CoverMyheds. Enroll patients today through your

CONNECT™ CoverMyMeds account—or create an account at no charge to get started.

ds®; PAsprior autt

: SPespecialty pharmacy
“heck fer sccutacy and compléte ol ather fequired information,

nc. and SYNAGIS CONNECT™ do not g1 or raim ment for SYNAGES. Coverage and reimbursement decisions are made by
Insurance companies following the receipt of claims,

@sobl

SYMAGS® = a registerad tradermark and SYNAGIS COMNECT™ is a trademark of Arexis AB oo Swedish Orphan Biovitrum AB (pubf),
£ 2020 Swetksh Drphan Biovitrum. All rights reserved. PP-8511 o720
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SYNAGIS % Universal Enrollment YN 1
CONNECT and Prescription Form PSALleﬁAqg%)

* Enroll online at wwew CoverMyMeds.com.  « Fax to SYNAGIS CONNECT® at 1.800.201.4938.
) Buy-and-8ill Benefit Preferred Speclalty Pharmaey
PATIENT INFORMATION () Please indicate if multiple births
Last Mame: _ . ] i First Narma:
Date of Birth®;____ / Male

PARENT/CAREGIVER INFORMATION
Last Name: — _ First Name: _ MiddieInitial
ZIP Code: _

_ Middle Initak:

L) Female  +patientiweighe information i coliecied in the peescripiion section

Mobile Phone #:
Prefarred Contact Method: (0 Phone O Tewt O Email

5] Evening  Preferred Language: _

Best Time to Call: O Marning fernoon

IDENTIFY

a i the SYMAGIS Copay Program.
nents apply

STVNOISS3d0dd FYVIHLTVIH

INSURANCE INFORMATION Please provide a copy of all insurance cards {front and back). £ No Insurance

Policyholder Full Name: Policyholder DateofBirthe___ /4
Primary Medical Insurance;

Insurance Phone #:______ ; __ Group & _

Secondary Medical Imsurance:_ E
Insurance Phone & Group #:
Prescription Insurance: RxGroup. RaBIN; _

PRESCRIBER INFORMATION

Last Name: First Narme: _ _ Office/institution Mame:

Straet: - Suite: _ State: _ZIP Codle: _

NP g _ = — : = _TaiD & _

Medicaid Provider 1D #:
Office Contact Mame; Phone & _
Fa # Email;

PRESCRIBER AUTHORIZATION: 1

m Prescriber Sig
CLINICAL INFORMATION Antach any required clinical notes.

werches'fcays GAteg 323 () Brone hopulme

1y dysplanl afchronie lung disease

€

SUe njecton: _

MU Hospaal dose ad
Current medicaniol

Knowrn afergies

5 Ciinie () Patient's Hume
Home Health Agency Services Requested for Injection Administration (Mo 00%es Preferred Hame Health Agency
MEDICATION | STRENGTH | _ DOSE & DIRECTION ! QUANTITY & REFILLS

higve 15 my | Roefills: _

100 rrig vials

1000 amp
Iy supplies
EEXIED Frescriber Signature

OR
Prescriber Signature

STt on Frrraied

S3DUNOSIY J14103dS-ONISOQA
140ddNns 8 SS3120v

PARENT/CAREGIVER CONSENT CONTINUED ON NEXT PAGE
Not Required for Submission
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PALIVIZU MABO

CONNECT

Patient Last Mame; First Hame; Date of Birthy_____

AUTHORIZATION TO SHARE HEALTH INFORMATION:

By signing below, | authorize my child's healthcare providers and staff, pharmadies, and health insurers 1o use and o disclose

affiliates. business partners, vendors, and other agents (collectively, "Sobi”) health information about my child related to my child's medicaf condition
and treatment, health insurance and coverage claims, and prescription (including filtfrefill information) for SYNAGIS ("inform: enroll my
child in and provide services bnder the SYNAGIS CONNECT® patient support program (the "Program®); (2} obtain information on my child's insurance
coverage; (3} coordingte presaiption fulliliment as indicated by my child's physician; (4) provide me with adberenc support; and

{5) camact me to conduct market research and to arrange for my receipt of educational, promational, andior marketing mate 1ut Sabi support
pregrams of Sobi products. Once my child's Infarmation has been disdosed to Sobl, | understand that federal privagy laws may o longer protect it
from further disclosure. Howewer, | also understand that Sobi will protect my child’s Information by using and disclosing it only for the purposes allowed
by mi in this Authorization or a2 atherwise required by law,

| understand and agree that the pharmacy that dispenses SYNAGIS may receive payment fram Sobl in exchange for disclosing my child’s information
to Sobi and providing Program services,

| understand that | do not have to sign this Authorization, A decision: by me not to sign this Authorization will not affect my child's ability to obtain
miedical treatment from healthcare praviders, payment for reatment or eligibility for health insurance benefits, or access (o Sobi i Atnns.
Howewver, if | do not sign this Authorizaton, | understand my child will not be able to participate in the Program.

| understand that this Authorization expires (2) two years from the date signed helow, or earfier if required by state or local law,

[take back) this Authorization before then, | may dhange my mind and cancel this Authorization at any time by calling 1-833-5

or by notifying Sobl In writing at SYNAGIS CONNECT, PO Box 20076, Phoenix, AZ 85038-9076. Cancellation of

disclosures of my child's informatien by my child's healtheare provider and staff, pharmacies, and health insurers based or atharization, and my
child’s participation in the Program when they receive notice of my cancellation, but will not affect any uses or disclosure o Information
made by my child’s healtheare providers and staff, pharmacies, and health insurers based on this Authorization before receipt of the cancefation

CONSENT FOR ENROLLMENT IN SYNAGIS CONMNECT®

By signing below, [ am enrolling in SYMAGIS CONNECT® (the “Frogram), | authorize Sobi, Inc., and its affiliates, business partners, vendors, and ather
agents (collectivily SENess partners” and together with Sobi, | ol Lo provide me ey child with services for which we are eligible under
the Pragram. Such services may include medication and adherence communications and support, medication dispensing suppart, insurance coverage
and financial assistance support, disease and medication education, and other suppart services offered now or in the future. As part of the Program
offerings, | agree to enrcliment in the copay assistance program if | am eligible

) Iconsem to receve autodisled and prerecorded marketng calls and text messages from: Sobl, and companies working with Sabl, lephone
number(s) t provide. | understand that my consent is not required as a condition of purchasing o recelving any geods or senvices from Sobl,
lunderstand that | may revoke this Authorization and choose not to receive automated marketing calls and text messages from Sobi at any time
by calling 1-B33-5¥NAGIS (1-B33-796-2447) or by natilying Sobi in writing a1 PO Box 29076, Phoenix, AT B5038-9076.

) Junderstand and consent to SYMAGIS CONMNECT® contacting me wia email or cell phonie using the contactinfo:
mewith dosing reminders. SYNAGIS CONNECT* may also use my information for market research or to evalh
and programs. | understand that | may stop SYNAGIS CONNECT" from contacting me at any time by clicking the “Unsubscrit
emaits | receive from SYNAGIS CONNECT™. | may alsoapt oul at any time by repling "STOP" to the text messages | receive. |
CONNECT® and companies providing services to SYNAGIS CONNECT® will not sell or rent my personally identifiable inform niormation
about Scbi Terms and Conditions, including privacy practices. please read our Terms and Conditions by visiting https:/sobi-northamerica.com!
terms-and-conditions. Please review our Privacy Policy on the next page:

CONSENT FOR AUTHORIZATION TO SHARE HEALTH INFORMATION:

Full name (printed} of parent/caragiver:

m Signature of Parent/Caregi

CONSENT FOR ENROLLMENT SYNAGIS CONMNECT™:

Full name (printed) of parent/caregiver: 000000000

Signature of Parent/Caregiver

SYNAGIS %

e S NI ECT SYNAGIS

PALIVIZU MABO

Patient Last Name:_ stMamer___ ____Dawof Birth

SOBI, INC., PRIVACY POLICY
GENERAL

Sob, Inc. respects the privacy of every individual who visits hittpif/wesweschi-northamerica.com {the “Web Site®). This Privacy Policy outiines the
Infarmation Sobi, Inc. will collect and how we will use that information.

PERSONALLY IDENTIFIABLE INFORMATION

There may be cases where Sobi, Inc. will ask you for personally-identifiable information such as your name, malfing address, and emall address.

For example, we may request personaly-identifiable information when you participate in a survey, cantest, or other service that requires reg

of subscripticon. Sobd, Inc. will not coliect any personally-identifiabile information about you unless you provide It to us valuntarily.

When you view the website, we may store some information on your computer. This information will be in the form of a “cookie™ or similar file and will
help us to offer increased persanalization and functionality. With most Internet browsers, you can erase cookies from your computer hard drive, black
all cockies, or receive a waming before a cookie is stored. Please refer to your browser instructions or help screen to learn more about these functions.
Except as stated in this Privacy Policy, or as othenwise stated at the time personally-identifiable information s gathered, we will not provide persan
identifiable infarmation to third parties who are not under the direction and ¢ontrol of Sobi, Inc..

CHILDREN

The Web Site is not directed at individuals under thirteen years of age, and Sobi, Inc. does not intend to collect any personally-identifiable information
from such individuals, uniess othervise stated at the tme such information is collecred,

INFORMATION COLLECTED AUTOMATICALLY

Sobi Inc. may also automatically collect non-personaly-identifiable information about your use of the Web Site, such as the domain from which you
access the Ingernet {for example, aol.com, ifyou are conneting from an America Online account), the date and time you access the Web Site, and the
Internet address of the website from which you linked directly to our Web Site. This information will not be linked to persenally- dentifiable Information.
Sobl, Inc. may use this information to analyze and enhance the Web Site and may aggregate this information and share such aggregated information
with business pariners, sponsors and other third parves

LINKS TO OTHER WEB SITES

The Web Site may allow links to various other web sites. Sabi, Inc. assumes no respansibility for the information practices of sites you are able to access
through the Web Site. These | toather sites do natimply affiliation or endorsement af a linked site

SECURITY

The imporntance of securlty for all personally-Identifiable information associated with visitors to the Web Site is of utmost concern to us. Unfortunately, no
data transmilssion over the Internet can be guaranteed to be secure. As a result, Sobl, nc. cannot ensure or warrant the security of any information you
tramsmit fo ws, and you do $0 at your own risk. Once we receive your perscnally-identifiable inforrmation, we will take reasonable efforts to ensure its
SECUrLy on our systems.

YOUR ACCEPTANCE OF THESE TERMS

By using the Web Site, you signify your assent to the Sobw, Inc. Privacy Policy. If you do not agree to this Policy, please do not use the Web Site
Your continued use of the Web Site following the posting of changes to these terms will mean youw accept those changes. Sobi, Inc. will, however,
use perspnally-identifiable mformation only in accordance with the version of the Privacy Paliog under which the information was coflected.,

SYNAGIS® and SYNAGIS CONNECT® are registered trademarks of Arexs AB ¢fo Swedish Orphan Bisvitrum AB (pubi),
5 2021 Swedish Orphan Biovitrum, All rights resened. PP-10896 D421

Hot Required for Submission
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S ERRAR OF CONTENTS ¥ pownLoaD resource HEre UNIVERSAL ENROLLMENT AND PRESCRIPTION FORM

SYNAGIS

PALIVIZUMAB@

Information to Help Complete the
Universal Enroliment and Prescription Form

The Universal Enroliment and Prescription Form acts as both a prescription for SYMAGIS* (palivizumab) and consent to enroll in
SYNAGIS CONNECT®, Sobi's patient support program. This can be completed as a paper form and faxed to SYNAGIS CONNECT®
or ta the preferred specialty pharmacy, or it can be complated electranically through the CoverMyMeds® portal.

ITSYMAGIS CONNECT® has previously recelved an Authorization for the Transition of Care and Parent/Caregiver Consent form
for your patient fram the neonatal intensive care unit, your office will be provided a partially completed version of this form via
fax or CoveriyMeds® if your office uses the CoverMyMeds® portal.

Make sure all fields are complete before sending the form back to SYNAGIS CONNECT® or to the preferred specialty pharmacy.

3
‘#ﬂ Healthcare professionals can
syNagts 7 Universal Enroliment SYNAGIS Lsul&-u Buy-and-Bill or Preferred
FALIVIZ

CONNECT and Prescription Form .-'i,'-x-,\n(;) Spedialty Pharmacy. J
(¢ } Patientweight will be documented toward
PR THFGRLATIGN < ey T e 1 the bottom of this page for prescribed
1 dosage under Clinical Information.

IDENTIFY
STVNOISS3d0dd FYVIHLTVIH

¢ B g A CORMEEE" g LB IO

Parents/caregivers can choose to fill in

the red circles to consent to

*Enrall In the Copay Program, if eligible

) s | e - : o 0 * Recelve text messages from

TRSRAEE W DRUATRIN toam 7o 2 o7 1 b i, ipr— SYMAGIS CONNECT®

s 2 LSS : * Receive detailed voice messages from
SYNAGIS CONNECT®

If any option is chosen, both signaturas

for consent are required on page 2.

¢
|| 5
|

PATIENT/CAREGIVER INFORMATION

jud
<
9]
2
(=]
(771

SYANIDIYYI/SLNIUYd

(A second signature from the
1 prescriber s required to consent
| to the Prescriber Authorization.

FRISTRRR AR TA I

=
|' The Clinlcal Information section includes
r i detalls pertaining to diagnosis and a
EERE rroscitee dipaee T l reminder to attach clinical documentation. |

CRIPTION DETAILS

€

* The Prescription section covers either
strength of SYNAGIS at QS to achieve
the 15 mgskg dose

* Prescription for epinephrine is optional

* The prescriber can choose to fill in the
red dircle to include ancillary supplies
as needed for administration, such as
Syringes, with the prescription

* The prescriber can determine dosage

1L strength based on the patient’s weight

[ FACLENT/CARIENIS, CONLINT CONTIUEE ON NEXT PADE

| ("Prescriber signature required for R
either Dispense as Written or
- Substitution Permitted. Stamp
All attempts should be made to obtain parent/caregiver consent on page 2. signatures are not allowed,
If the parent/caregiver cannot be reached, this page can be sent separately and
SYNAGIS CONNECT® will reach out to the parent/caregiver to obtain consent,

M REsCRIGER INFORMATION AND P

S3DUNOSIY J14103dS-ONISOQA
140ddNns 8 SS3120v

200000000000 CPOCRCROOOOOIOOIOCOOOIOIBOTS




QA QA O H ¢ & » < & [}

< TABLE OF CONTENTS

SYNAGIS SYNAGIS
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Information to Help Complete the W Information to Help Complete the
Universal Enrollment and Prescription Form Universal Enrollment and Prescription Form

The Authorization to Share Health Information and Consent far Enrallment in SYNAGIS CONNECT* must each be signed in
arder for SYNAGIS CONNECT® to provide services

If necessary, this page can be omitted from Initial submission if sttempts to cannect with the patient’s parent/caregiver fail.
If parent/caregiver is not available to sign, SYNAGIS CONMNECT® will reach out to obtain parent/caregiver consent

IDENTIFY

STVNOISS3d0dd FYVIHLTVIH

SYNAGIS \‘ﬁ} ~ o SYNAGIS %l .
| CONNECT 5“.3.‘]‘?‘("2, CONNECT" SYB'IA\GI%)

Patient name and date of birth must be ———
on each page. SOUL NG PRIVACY PORICY
S — GENERAL

AUTHORHZATHIN TO SHARE HEALTH INFORMATION:

PEESONALLY IDENTIFABLE INFORMATION

§
;
H

CHLDREN - L
Y400 S0 W A et o v s f o oo S0 . 0 e AL 0 Bt ey s B e Tl PSR This page explains the Sobi, Inc., Privacy
|t e B || | Policy. it s for your reference only and
doesnot need to be returned to the
prescriber or to SYNAGIS CONNECT™.

EDUCATE

CONSENT FOR ENROULMENT IN SYNAGES CONNECT™

LINKS Ty Tk R WEB SITES

SYANIDIYYI/SLNIUYd

T AT SECURMTY
Parents/caregivers can choose ta fill aim
in the red circles o consent 1o receive
miarketing calls and text messages from 3
SYNAGIS CONNECT VOU R ACCEPTANCE OF THESE TH

CONSINT FORAUTHORIZATION T0 SHARE HEALTH | RFCRMATION:

€

ik e Gt ovi )l e ranLEsr e

EREED s ol barent Caogiver

CONSENT FOR ENHOLLMENT SYNAGHS CONNECT®

Pllns st of pasest katmgrver

L S | @sobI

@sobil

SYMAGIS* and SYNAGIS CONNECT® are registered trademiarks of Arexis AB cfo Swedih Orphan Biovitriem AB (publ)
£ 2021 Swedish Orphan Biowtrum. All rights reserved, PP-10857 04721
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SYNAGIS Limited Distribution Specialty Pharmacy Network

Order SYNAGIS by calling or faxing prescriptions to these specialty pharmacies.

AcariaHealth

R, 1:855-422-2742
1-877-252-2444

Accredo

X 1:877-482.5927

1-877-369-3447

Advanced Pharmacy Solutions
L 1-800-464-7736 (option 3)
1-949-582-6111

AllianceRx Walgreens Prime

by 1-888-282-5166
1-855-569-2511

Amber Specialty Pharmacy
{, 1-888-37011724

1-402-896-3774

Avella Specialty Pharmacy

Y. 1-877-546-5779
1-877-546-5780

CVS Specialty Pharmacy

% 1.800-237-2767
1-800-323-2445

Diplomat Specialty Pharmacy
& 1-888-293-9309 (option 1)
1-866-391-1890

SYNAGIS %

Duncan Specialty Pharmacy
&, 1-270.247:3725
1-270-247-6033

Elixir Specialty Pharmacy
R, 1-877:437.9012
=] 1-877-309-0687

Exactus Pharmacy Solutions
R, 1-866-458-0246
| 1-866-458:9245

Humana Specialty
@ 1-800-486-2668
| 1-877-405-7940

Hy-Vee Pharmacy Solutions
\. 1-877-794-9833
1-402-861-4941

Lumicera Health Services
A 1-855-847-3554

] 1-855-847-3558
Magellan Rx Pharmacy
Y. 1-866-554-2673
-] 1-BOO-327-4561

Optum Specialty Pharmacy

. 1-888-293-9309 (option 1)
1 1-866-391-1890

PerformSpecialty
. 1-855-287-7888
1-844-489.9565

US Bioservices

1-877-842-4604
1-877-872-4606

Vital Care Rx
1-877-229-1724
1-877-229-1725

Walmart Specialty Pharmacy
%, 1-877-453-4566

1-866-537-0877

Optima Health
(_ 1-787-883-5959
1-787-883-6042

Special Care Pharmacy Services
Q. 1-787-781-4585
1-787-783-2951

SYNAGIS CONNECT™ can answer guestions and provide support in
understanding our specialty pharmacy network. Call 1-833-SYNAGIS

™ (1-833-796-2447), Monday through Friday 8 am to 8 pm EST, to speak toa
CONNECT representative or visit SYNAGISHCP.com for additional resources.

For more information about SYNAGIS, including full Prescribing information, please visit SYNAGIS.com.

@sobl

SYNAGIS® is a registered trademark and SYNAGES CONNECT™ is a trademark of Arexis AB cfo Swedish Orphan Biovitrum AB (pubi)

© 202

wedish Orphan Biovitrum. All rights reserved. PP-8512 0620
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Coding Resource

SYMNAGIS® (pai.u!zumab} is a respiratory syncytial virus (RSV) F protein inhibitor monoclonal antibody indicated for
the prevention of serious lower respiratory tract disease caused by RSV in children at high risk of RSV disease.'
This resource lists codes that may be useful for billing and reimbursement for SYNAGIS, Itis important to note that
the codes identified below are examples anly. Each provider is responsible for ensuring that all coding is accurate
and documented in the medical record based on the condition of the patient. The use of the following codes does
not gLIEI[&I'\LEE reimbursement.

National Drug Code (NDC)'
10-digit NDC H-digit NDC

Dosage Code Dosage Code

50-mg vial B66658-230-1 50-mg vial 66658-230-01

100-mg vial B6658-231-1 100-mg vial 66658-231-01

Current Procedural Terminology® (CPT)

Description

Respiratory syncytial virus, monoclonal antibody, recombinant,
for intramuscularuse, 50mg each

Therapeutic, prophydactic, or dlagnostic injection (specify substance
or drugh subcutaneows or intramuscul

Healthcare Common Procedure Coding System (HCPCS)?
Code D ption

Home injectable therapy, palivizumab. including administrative services, profess pharmacy services. care
coordination, and all necessary supplies and equipment (drugs and nursing visits coded separately), per dizm

59562

INDICATION

SYMNAGIS® (palivizumab), 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 & months of age or younger at the beginning of RSV season
= with bronchopulmonary dysplasia (BPD) that required medical treatment within the previous & 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.
IMPORTANT SAFETY INFORMATION

= SYNAGIS is contraindicated In children who have had a previous significant hypersensitivity reaction to SYNAGIS

Please see additional Important Safety Information on page 4 and accompanying
full Prescribing Information for SYNAGIS, including Patient Information.

CODING RESOURCE
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Diagnosis Codes

PREMATURITY (=35 WEEKS GA)

® Label Guidance @ AAP Guidance @ NPA Guidellines i D]agﬂDS]S Codes (COF!t'd} @ Label Guidance @ AAP Guidance @ NPA Guidelines
HEMODYNAMICALLY SIGNIFICANT CONGENITAL HEART DISEASE (cont'd)'#*
| ICD-10-CM  Description ~ ICD-10-CM,  Description

STVNOISS3404d FJYVIHLTVIH

+ A it Q221 @88 | Congenital pulmonary valve stencsis Q25.3 @®9® | Supravalvularaortic stenosis
E PO0721 gpae Egl:fe:‘:or :nmml‘-lertlezi .-ELE: R PO732 @% Preterm newbom, GA 2% completed weeks | | 1 . -
= - = o) | 0222 @08 | Congenital pulmonary vaive insufficiency Q25.40 @9 @ | Congenital maliormation of aorta unspecified
= Extreme immaturity of newborn, i o = 1 - |
= P07.22 @@0 A Catmihea etk P07.33 ea Preterm newborn, GA 30 completed weeks | i Q223 eee L?“I‘rf:r-cc!l,l"\l.-;ej:hil malformations aof Q25.41 e e Absence and aplasia of anrta
o e : 1 ! 3 | ulmenary valve |
Extreme immaturity of newhom, : nes 2A 31 completed weeks
—— P07.23 eee GA 24 comipleted weeks PO734 @e Preterm newbern, GA 31 completed weeks | | Q224 Congenial tricuspid stenosis Q25.42 ®9® | Hypoplasia of aona
Extremne immaturity of newharn, [ P o e l Q225 Ebstein's anomaly Q25.43 @@ @ Congenital aneurysm of aorta
F07.24 gee GA 25 completed weeks PO7.35 e@o Freterm newborn, GA 32 co weeks e i § | e | [ s
P + 4 0226 Hypoplastic night keart syndrome Q25.44 L Congenital difation of aorta
Extrerme immaturity of newborn, I 5 T Y| T T
Fi7.25 o®e GA 26 completed weeks RO7.36 ‘we Preerm nenbomy GA33 ARl ieRics | Q22.8 ther cangenital malformations of tricuspid valve Q2545 @9 ® | Double aortic arch
Extreme immatunity of newborn, B - T > SO Ry = | Congenital maiformation of tricuspid . !
PO7.26 e@e GA 27 completed weeks PO737 ew Preterm newbom, GA 34 completed weeks | Q229 esw e urgpediiod Q2546 @00 Tortuous aartic arch
Preterm newborn, P : CA 35 i kil Q230 eas I Congenital stenosis of aortic valve I Q2547 @89 | Right aortic arch
F T A n, GA 35 campletad weel | 2l
F07.31 sea GA 28 complated weeks PO7.38 @o reterm newborn, GA 35 completed weeks y ! | 1 -
Q231 @88 | Congenitalinsufficiency of aortic valve Q25.45 @99 | Apomalous origin of subclavian artery »
BERONCHOPULMONARY DYSPLASIA/CHRONIC LUNG DISEASE OF PREMATURITY Q3.2 esw | Congenital mitral stenosis | Qi5.49 @80 | Other congenital malformations of aorta :
i €1 ) cgtion —— —ga 0233 @08 | Congenital mitral insufficiency Q255 @®® | Awesisof pulmpnary artery =
i e -... :HP I n e . ' _|
8@ | Hypoplastic left-heart syndrome (11 0 SIS oM .
P271 @®® | Bronchopulmonary dysplasia originatng in the perinatal period l QB4 ¢ | Ypop astc left-heartsynarore | Q5.6 SSRGS OF PNV By
T Other congenital malformations of acnic A— T e ‘2]
P27.8 @®® | Other chronic respiratory diseases originating in the perinatal period I QZ38 008 | . imiralvalves Q2571 @#®@ | Coarctation of pulmonary artery b
P279 @@® | Unspecified chronic respiratory disease originating in the perinatal period _,-" Q241 @8 | L_evucarnia | QI5.72 o809 | Congenital pulmonary arteriovencus malformation | a
: oo S )]
Q242 888 | Cortarriawm Q279 eee | O L‘;‘{;S‘;'r‘l‘;;_“‘a"“ voiathols of -
HEMODYNAMICALLY SIGNIFICANT CONGENITAL HEART DISEASE + . - ﬁ
e s : — — . . Other cangenital malfosmations of of
o B ” e . = Q243 @88 | Pulmonary infundibular stenosis Q258 @88 b g2 b+
ICD-10-CM mﬁibl! 1ICD-10-CM graat arteries
i ma 3 = e o Congenital malformation of great
[£2:9 @88 | Cartiomyopathy. unspadfied 0208 eee Ejllg;rbcgtﬁndtg;;:?;:r;;::nnns of cardiac I Q244 @89 | Congenital subanrtic stanosis Q2so eed .1:[.‘?' e Ghopedred B
| | [ allr ] i 245 @80 I Matfermation of coranary vessels . 26.0 @®® Congenital stenosis of vena cava
1508 @88 | Heartfalure unspecified Q209 eew Cf‘(?gé.;"a\'c'.':,"?ﬂi"m ‘n". .]"""5' RS 3 + - : g v B
I 1 | AREEReCTOnNT WEpRCTIe : Q245 @80 | Congenital heart block Q26,1 @0 | Persictent|eft superior vina cava
299 | Pulrrionary hypertension of newbarn | Q210 Vanirkylay septal. delect Q248 e8s Other spedified congenital matformations of heart Q2.2 eed Total anomatous pulmonary vencus connection g
e | Common arterial trunk | Q211 Atrial septal defect Q750 @®® | Patent ductus aneriosus Q263 @®® | Partial anornalous pulmonary wenous connection 7] W
@88 | Double outlet right ventricle 21.2 Atrioventricular septal defect [ | X .
1 B 1 Q 5 | L 0251 @®®® | Coarctation of aorta Q64 e .l\m.:m v’Jus n":"n‘?“f? = o Ez"
[ ] Double outlet left ventricle 0213 Tetralogy of Faliot | | | conmection, unspeciiied ' >
T | | I " = e e ey - w
@88 | Discordant ventriculoartenal conn 0214 @88 | Aortapulmonary sepial defact Q2521 B8 | T BT HE S O L ey I Qs eee i S cgRtRL AR gl ") ™
[ 1 1 ot afraek A ) o " ol & i m
®@® | Double inlet ventricie Q218 @®® | Other congenital malformations of cardiae septa U=t BREY Ot dtiedacloore S5 SWW | Contenkal malonmaon of freak e R unspe e N 9
. - s - i m 0
@88 | Discordant atrioventricular connection Q219 een i?;r:ller:‘::.:pltfna on of cardiat | SRR Ry E A
@88 | Isomerism of atrial appendages Q220 ®8® | Pulmonary valve atresia I ICOAGCM (= - -]
o i m v
o) af Dvsenses, 10 Revision, Ci L Encounter for prophylactic immunctherapy 1of respiratary syncytml virus 1
A 229.11 ; f iyl t f I virus (RSV] 8 c
- o
commend SYNA addithonal prowide % =
Please see Important Safety Information on pages 1 and Please see_lmpon:ant Saf_ety Iinformation i_:-n paggs 1 an_d 4 and accan_'npanylng N g
full Prescribing Information for SYNAGIS, including Patient Information. full Prescribing Information for SYNAGIS, including Patient Information. -
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IMPORTANT SAFETY INFORMATION (cont'd)

+ Cases of anaphylaxis and anaphylactic shock, including fatal cases, have been reported following initial exposure or re-exposure to ::Ytig'; f‘jNI"“F('r' "Lﬂ F:h'rf‘:c‘ 5"”; m created b 5-07";-‘ II-‘”\"'-’JP“‘\“--\-'_j lizad support to help appropriate nt‘-f'-ff‘ﬁt?-a t access to
= & FEn ) i iF. naby), 5 ¥ " and ¢4 3 c he treatm TOCeSSs ar ! tior
SYMAGIS. Other acute hypersensitivity reactions, which may be severe, have also bizen reported on initial exposure or re-expostre FRAGISS [gakiapmai]. SN PAC.CAHRRINErs Unoarstand the lectment prouess snt TIELTancial optons,
& 4 2 g el ‘ i e SUppOrt o T 3 NSLran: eimbursement questions, and assist in the coordination of care and the specialty pharmacy process.
to SYNAGIS. The relationship between these reactions and the development of antibedies to SYNAGIS is unknown. If a significant
hypersensitivity reaction occurs with SYMAGIS, its use should be permanently discontinued. If a mild hypersensitivity reaction -
accurs, cinical judgment should be used regarding cautious readministration of SYNAGIS Parent/caregiver should complete this form legibly and sign it. All completed forms should be faxed to 1-800-201-4938.

In arder for the patient and their caregiver to take advantage of this program, consent/authorization must be obtained.

+As with any Intramuscular injection, SYNAGIS should be given with caution to children with thrombocytopenia or any PATIENT INFORMATION
coagulation disorder

T— Akl Initiat:
+ Palivizumab may interfere with immunol ogical-based RSV diagnostic tests, such as some antigen detection-based assays Last Name:_ — FirstName:__ — — Middie Initial: _

IDENTIFY

* Adverse reactions accurring greater than or equal to 10% and at least 1% more frequently than placebo are fever and rash. Diate of Birth SYNAGIS CONNECT Hub 1D (If knowrl:
In post-marketing reports, cases of severe thrombocytopenia (platelet count <50,000/microliter) and injection site reactions have
beenreported PARENT/CAREGIVER INFORMATION

DOSING Last Name: First Name! Middle Initiat:

The recommended dose of SYNAGIS i5 15 me/kg of body weight given monthly by intramuscular injection. The first dose of SYNAGIS
should be administered prior to commencement of the RSV season and the remaining doses should be adminstered monthly throughout
the RSV season. Children who develop an RSV infection should continue to recelve monthly doses throughout the RSV season, Home Phone # Mohile Phane #:

HEALTHCARE PROFESSIONALS

Streer Unit; _Suane; _ __ 2P Code:

LI

The efficacy of SYNAGIS at doses less than 15 mg/kg, or of dosing less frequently than monthly throughout the RSV season, has not
been establishied. Ernail; __Preferred Contact Method: (0 Phone O Texe () Email

Please see.afiditmna] ImPnrtam: Safety Infﬂrmatllon on page 1 and accompanying Best Timeto Call: ©) Morning. O Afterncon ) Evening  Preferred Language:
rmation for SYNAGIS, including Patient Information.
Enrolime in the SYNAGIS I—';
L Copay Program, =
You are encouraged to report suspected adverse reactions to the FDA by visiting www.FDA.gov/medwatch or requirements apply
calling 1-800-FDA-1088.

PRESCRIBER INFORMATION

Primary Care Provider/Speclalist Mame:,

)
>
)
m
<
_|
w
]
0O
>
)
m
]
<
m
)
v

% For more information, call SYNAGIS CONNECT® at 1-833-5YNAGIS
SYNAGIS 7 (1-833-796-2447), Monday through Friday 8 am to 8 pu EST, or visit Street: ite: y- ate: ZIP Cade:
CONNECT SYMAGISHCP.com for additional resources.

Phone #:

AUTHORIZATION TO SHARE HEALTH INFORMATION:

€

| Virus (REV) Prevention

Full name (printed) of parent/caregiver

(‘9 SObl W Signature of Parent/Caregiver

SYMAGIS® and SYNAGIS CONNECT® & ystered trademarks of Areads AB /a5 sh Qvphan Biovitrurm AB (pubi)
1 2021 Swedish Orphan Biovitrum. ghts reserved. PR-10B98  04F
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SYNAGIS \#ﬁ’
CONNECT

Consent for Enrollment in
SYNAGIS CONNECT®

Patlent Last Name First Mame, Date of Birth
CONSENT FOR ENROLLMENT IN SYNAGIS CONMECT™:

Full name (printed) of parent/caregiver
Signature of Parent/Caregiver _

50BI, INC,, SITE PRIVACY POLICY
GENERAL

PERSONALLY IDENTIFIABLE INFORMATION

CHILDREN

INFORMATION COLLECTED AUTOMATICALLY

LINKS TO OTHER WEB SITES

SECURITY

YOUR ACCEPTANCE OF THESE TERMS

@ b SYNAGIS” and SyNe OMNECT™ are registered trademarks of Arexs AB cfo Swedish Orphan Blovitrum AB {pubd),
SO I © 2021 Swedish Orphan Biostrum. All rights reserved. PP-10902 21
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SYNAGIS Copay Program

For Eligible Commercially

Insured Individuals SYNAGIS Copay Program

S, SYNAGIS

RxPCN: Loyalty
PALIVIZU MAB()
&

Program Description

The SYNAGIS Copay Program helps lessen the burden of
out-of-pocket costs on eligible parents or caregivers of
patients receiving SYNAGIS, Qualifying commercially insured
individuals may have access up to $6,000 per SYNAGIS
season to assist with out-of-pocket costs for SYNAGIS

RxGRF: 50777916
ISSUER: (80840)

[l be b b ey

RxCrossroads
I = e imon

(paying as little as $0 per dose),

@sobi

SYNAGIS COPAY PROGRAM

Disclaimer: Patients will not receive a physical copay card,

Eligibility Requirements and Restrictions

5] @ =
Sa =

Individual has
out-of-pocket
costs for SYNAGIS

Patient must be
commerdally insured

Patient must be a
resident of the United
States or Puerto Rico

There are no Income requirements to participate in the program. Claims or
transactions must be made within 180 days fram the date of service.

Individuals are ineligible if prescriptions are paid for by any state or other federally funded programs, including,
but not limited to, Medicare Part B, Medicare Part D, Medicaid, Medigap, Department of Defense {(DoD),
Department of Veterans Affairs (VA), or TRICARE®, or where prohibited by law. Eligibility rules apply. Additional
restrictions may apply.

The SYNAGIS Copay Program covers the cost of the drug only, and does not cover costs for administration of
SYNAGIS, office visits, or any other associated costs,

* Call SYNAGIS CONNECT™ at 1-833-SYNAGIS (1-833-796-2447),
Monday through Friday 8 am to 8 pm EST, for more information
or visit SynagisHCP.com for additional resources.

SYIAIDIEVI/SLINIYYd
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SYNAGIS

PALIVIZUMAB(,.)

How the SYNAGIS Copay Program Works

+ If you have an out-of-pocket cost for SYNAGIS and you meet the other program eligibility requirements, follow
the steps below to enroll in the SYNAGIS Copay Program

Sign up for the Copay Program '_“I Enroll in the Copay Program through Q

L5 TL’] on SynagisHCP.com | www, CoverMyMeds.com

*Your prescriber's office, specialty pharmacy, or home healthcare will use this program to cover your out-of-
pocket costs for SYNAGIS up to $6,000 per SYNAGIS season (7/1-6/30)

Terms of Use

Lirnitations apply. Valid only for thase with private insurance. The program includes the copay card or payment
card (if applicable} with a combined annual limit of $6,000. Patient is responsible for any costs once the dallar
limit is reached during the program term (July-June) calendar year. Program is not valid (i) under Medicare,
Medicaid, TRICARE, VA, DoD or any other federal or state health care program, (i) where patient is not using
insurance coverage at all, or (iil) where the patient’s insurance plan reimburses the entire cost of the drug. The

value of the program is exclusively for the benefit of patients and is not intenided to be credited toward patient

out-of-pocket abligations and maximums, including applicable copayments, coinsurance and dedu

Program is not valid where prohibited by law. Patient may not seek reimbursement for the value received

from this program from other parties, including any health insurance program or plan, flexible spending
account, or healthcare savings account. Patient is responsible for complying with any applicable limitations and
requirements of their health plan related to the use of the program, Valid anly in the United States and Puerto
Rico. This program is not health insurance. Program may not be combined with any third-party rebate, coupon,
or aoffer. Proof of purchase may be required. Sobi, Inc., reserves the right to rescind, revoke, or amend the
program and discontinue support at any time without notice.

BY USING THIS PROGRAM, YOU UNDERSTAND AND AGREE TO COMPLY WITH THESE ELIGIBILITY
REQUIREMENTS AND TERMS OF USE,

SYNAGIS CONNECT™ is a patient support program created by Sobi to

provide individualized support to help appropriate patients get access to
SYNAGIS® (palivizumab), SYNAGIS CONMECT™ ¢an help parents and caragivers
understand the treatment process and their financial options, support providers
in navigating insurance and reimbursement questions, and assist in the
coordination of care and the specialty pharmacy process,

SYNAGIS Qﬁ%

CONNECT"

In order for the patient and their caregiver to take advantage of this program,
consentfauthorization must be obtained.

SYNAGIS CONNECT™ representatives can answer questions refated to
* ldentifying prescription coverage

» Qut-of-pocket costs

* Patient Assistance Program (for eligible patients)

s
@sobl

5 registered trademark an A CONNECT™ ademark of Arexis AB ¢/o Swedish Orphan Biovitrum AB {publ)
£ 2020 Swedish Orphan Big 1. All rights 0620

28.30days

We know it's a busy time after your baby
is born, This “tracker” is designed to
help remind you of your little one’s next
dose of SYNAGIS, 50 mg and 100 mg for
injection. Keep this tracker with you or
post it on your refrigerator door. That
way, you can help protect your baby
against respiratory syncytial virus
(RSV) for the entire season.

28-30dan |

PHTSICLAN: Sotiachil

Be sure to ask your doctar:

Should my baby be protected during
the next season too?

APPROVED USE

SYMNAGIS, 50 mg and 100 mg for injection, is a prescription medication that is used to help prevent a serious

lung disease caused by respiratory syncytial virus (RSV)in children:

* born prematurely (at or before 35 weeks) and who are 6 months of age or less at the beginning of RSV season

»wha have a chronic lung condition called bronchopulmanary dysplasia (BFD), that needed medical
treatment within the last 6 months, and who are 24 months of age or less at the beginning of RSV season

» born with certain types of heart disease and who are 24 months of age or less at the beginning of RSV season
Itis not known if SYMAGIS is safe and effective:

» to treat the symptoms of RSV in a child who already has RSV. SYNAGIS is used to help prevent RSV disease
«in children who are older than 24 months of age at the start of dosing

IMPORTANT SAFETY INFORMATION
Who should not receive SYNAGIS?

Children should not receive SYNAGIS if they have ever had a severe allergic reaction to it. Signs and
symptoms of a severe allergic reaction could include itchy rash; swelling of the face; difficulty swallowing;
difficulty breathing; bluish color of the skin; muscle weakness or floppiness; and/or unresponsiveness. If your
child has any of these signs or symptoms of a severe allergic reaction after getting SYNAGIS, call your child’s

healthcare provider or get medical help right away.
SYNAGIS

PALIVEZUMABO
v

Please see additional Important Safety Information on reverse side.
Please see accompanying full Prescribing Information for SYNAGIS,
including Patient Information.
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IMPORTANT SAFETY INFORMATION

Who should not receive SYNAGIS?

Children should not receive SYNAGIS if they have ever had a severe allergic reaction to it. Signs and
symptoms of a severe allergic reaction could include itchy rash; swelling of the face; difficulty swallowing;
difficulty breathing; bluish color of the skin; muscle weakness or floppiness; and/or unresponsiveness. If
your child has any of these signs or symptoms of a severe allergic reaction after getting SYNAGIS, call your
child’s healthcare provider or get medical help right away.

How is SYNAGIS given?

SYNAGIS is given as a monthly injection, usually in the thigh (leg) muscle, by your child's healthcare
provider. If your child has a problem with bleeding or bruises easily, an injection could cause a problem.
Your child should receive their first injection of SYNAGIS before the RSV season starts, to help protect
them before RSV becames active. RSV seasan is usually fall through spring, but it may begin earlier or last
tonger in certain areas. When RSV is most active, your child will need to receive injections of SYNAGIS every
28-30 days to help protect them from severe RSV disease for about a month. Your child should continue
to receive monthly injections of SYNAGIS until the end of RSV season. Your child may still get severe RSV
disease after receiving SYNAGIS. If your child has an RSV infection, they should continue to get their
monthly injections throughout the RSV season to help prevent severe disease from new RSV infections.
The effectiveness of injections of SYNAGIS given less than monthly throughout the RSV season has not
been established.

What are the possible side effects of SYNAGIS?

Serious side effects include severe allergic reactions, which may happen after any injection of SYNAGIS and
may be life-threatening or cause death. Call your child's healthcare provider or get medical help right away
if your child has any of the signs or symptoms of a serious allergic reaction, See "Who should not receive
SYNAGIS?” for more information.

Common side effects of SYNAGIS include fever and rash.

These are not all the possible side effects of SYNAGIS.

APPROVED USE

SYMAGIS, 50 mg and 100 mg for injection, is a prescription medication that is used to help prevent a serious
lung disease caused by respiratory syncytial wirus (RSV) in children:

« born prematurely (at or before 35 weeks) and who are 6 months of age or less at the beginning of RSV season

* who have a chronic lung condition called bronchopulmaonary dysplasia (BPD), that needed medical
treatment within the last & months, and who are 24 months of age or less at the beginning of RSV season

= born with certain types of heart disease and who are 24 months of age or less at the beginning of RSY season

Itis not known if SYNAGIS is safe and effective:
*to treat the symptoms of RSV in a child who already has RSV. SYNAGIS is used to help prevent RSV disease
+in children who are older than 24 months of age at the start of dosing

Please see accompanying full Prescribing Information for SYNAGIS, including Patient Information.
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Use this calendar to help schedule dosing and office appointments for your patients.

How to use 28-day dosing: Key:
* Locate initial dosing date on calendar Federal Holidays in 2021-2022
* Move 1 box down (This will be 28 days later) - 3 'ﬂ e
* Continue scheduling by moving down the same column B Weéienos in 20252022
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INDICATION

SYNAGIS® (palivizumaby), 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 & months of age or younger at the beginning of
RSV s@as0n

* 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 bean established for treatment of RSV disease.

IMPORTANT SAFETY INFORMATION

* SYNAGIS is contraindicated in children whao have had a previous 5|!:n~hca‘.|r hypersensitivity reaction to SYNAGIS

* Cases of anaphyiaxis and anaphylactic shock, induding fatal cases, have been reported following Initial exposure or re-exposure to
SYMAGIS. Other acute hypersensitivity reactions, which may be severe, have also been reported on initial exposure or re-exposure
10 SYNAGIS. The relationship between these reactions and the developrent of antibodies to SYNAGIS Is unknown, If a significant
hypersensitivity reaction occurs with SYNAGIS, its use should be permanently discontinued. If 3 mild hypersensitivity reaction
oeurs, clinical judgment should be used regarding cautious readministration of SYNAGIS

Flease see additional important Safety information throughout. Click here for full Prescribing Information

for SYNAGIS, induding Patient Infarmation,
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%m&ggz) Dosing Calendar | Every 30 Days'*

Use this calendar to help schedule dosing and office appointments for your patients.
How to use 30-day dosing: Key:

* Locate initial dosing date on calendar Federal Holidays in 2021-2022 S 1 E QAGIS

* Move 1 = 21 25 T 2 i) This w 3 ays later m >} r,
Move T box down and 2 boxes to the right (This will be 30 days | ;.[ r] [ Weekends in 2021.2022 ! PALIVIZUMAEB
* Continue scheduling by moving 1 box down and 2 boxes to the right i L
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= S¥h 1 : 1 in children who have
hypersensitivity

IMPORTANT SAFETY INFORMATION (Cont'd)

= As with any intramuscular infection, SYNAGIS should be given with caution t children with thromb ocytopenia or any ¢ lation disorder

* Palivi wab may interfere with immunological-based RSV diagnostic tests, such as some antigen detection-based as

* Advers ctions occurning greater than or equal to 10% and at least 1% more frequently than placebo are fever and rash. In post-
marketing reponts, cases of severe thrombocytopenia (platelet count <50,000/microliter) and injection site reactions ha cen reported

DOSING 1
The recommended dose of SYNAGIS is 15 mg/kg of body weight given monthly by intramuiscular injection. The first dose of SYNAGIS p'“[‘“e ’E‘f addiional Important
should be administered prior to commencement of the RSV season and the remaining doses should be administered monthly throughout ?ﬁ:l:i:‘ o;m;‘lT; ot ':i"'lf'*:e %
the RS!\-' season. Children who develop an RSV infection should continue to receive monthly doses throughout the RSV s lnfmme?i‘o:r!-of s'\f'ﬁ?éls,

The afficacy of SYNAGIS at doses less than 15 mgikg, or of dosing less frequently than monthly throughout the RSV season, he 't I including Patient Information.
bean established |

€

Please see additional Important Safety Information on the reverse side. Click here for full Prescribing Information for SYNAGIS,
including Patient Information,

Reference: 1. SYNAGIS [prescribing information]. Waltham, MA: Sobi, Inc.

Colorado prescriber, please click here for more information,
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SYNAGIS CONNECT®

CT* iz a free program created by

{NAGIS® (palnizumab), 5Y
derstand
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upy the patient weight (in k "y
kg=2.20462262 Ib). Injection
wolume T ould be given as ided dose
Once administered, notify the specialty pharmacy (Patient weight (kg)x 15 mg/kg) + 100 mg/miL
ik stripe :  toinitiate refill process for next dose, if needed.
2 blue stripe .

Preservative-free

Srerile solution

IMPORTANT SAFETY INFORMATION Fo et ok ol <t S 05l

f 0.21m . vdory | 090mL

: ! [024m  |azkgi3ibitos | essmi

| 0.27 m 6.4 kg (14 1h, 2 o2} 0.96mL

7 0 l030m [66kgnaln oaz) | 099 mL

22kgiib 1o |033m [es kgi15ib 00z | 102ml

"-;4 kg (5 1b, Sar) 0.36 mi fT.ﬂfq{,ilSlh Toz) | 1OSmL

. attach asterile needle to a o\ 9 ¥ » i _-i_ikzﬁlh.lln\fl 10,39 mL | 72kg (151 ¥40q) | 1.08mL

...|I‘|.“..-.._us 2akg1b, 3oz 0,42 mL | 74kgnelb S0 | 111mL

ym the vial and clean the rubber stopper 20ka(6lb, 1002) | 0.45mL ToHkp 161, 1202} | 104mL

ith zohol or equivalent ) IS0 ke ib 10s)  |Od8ml | 7.Bkg(i7ib 3oz) | 147mL

BakgibBon 051 m [&.0kg 171, 10021 | 120mL

Sekg(7ib 15021 | 054mi [@2kgtieih, tor) | 123mL

kg (A1, Gox) 0,57 mL ['&4icg (18 1h, 80z} 1.26 miL

he needle, withdraw the appropriate volume of SYNAGIS " i _i.O.Lg @b 130 | 0.60mL |26 Kg(1E1b, 1502} | 1.29mL

for your patient : ; ction : h I to zz kg (910, 4 o2) 0.63 L BEkgNOIGaz) | 132mL SYNAGE % :éfﬁnsr:ﬁ:fgﬁn(;;ﬁfzﬁn

SYMAGIS does not contain a preservative and should be T E : iddhgOib itor) |0.66m {135mi : CONNECT visit SYNAGIS.com for

Arawal from wia 2 B kg (100l 2or) [ 0.69 mL 9.2 kg (20 I, 5 02} 38 miL additional resources. |

Case s d a s

EDUCATE

- DO NOT dilute the product

« DO NOT shake vial
Call SYNAGIS CONNECT" at

. DD NOT re-enter the viat % o :u'g'_f:n b 9oz | 0.72m [sakgzoih, [1atmt
ES0kg(i1Ihoc)  [0.75md |26kgR1IbIaz) | 1 i Please see Impartant Safety Information on pages 1and 3.
5.2 kg (111, 1oz 0.78 mi 9.8 kg @1 1B, 40 oz} Click here for full Prescribing Information for SYNAGIS,
= P : e a 1 or) | 0.8 10.0kg @210 108) | 150 including Patient Information.
For additional information and a helpful : y ¢ of 5 er 200 5 1 = YT [inakgoain aan | ] Belershen: 1 YNA: e cice) ot 2
dosing calculator, visit SYNAGIS.com ; - == = ==

€

3 ; . : it " — Colorado prescriber, please click here for more i
Indeperds §

Please see Important Safety Information on pages 1and 3, Please see additional Important Safety information on page 1. Please see Important Safety Information on pages 1 and 3.

Click here for full Prescriking Infermation for SYNAGIS, Click here for full Prescribing Information for SYNAGIS, including Click here for full Prescribing Information for SYNAGIS.

including Patient Information. Patient Infarmation, including Patient information,
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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed fo use SYNAGIS salely
and See full '] ion lar 15,

SYNAGIS® (palivizumab) injection . far intramuscular uge
Initial U.S. Approval: 1998
P Ak E R AR otk BT T 11 L ey S ———
Synagis is a respiratony syncytial virus (RSV) F protein inhibitor monoclonal antiody
indicated for the prevention of serious lower respiratory tract disease caused by
respirator,' syncytial virus (RSV) in pediatric patients:
with a history of prematuse birth (less than or equal fo 35 weeks gestational age)
ani who are B monihs of age or younger at the beginning of RSV season,
with bronchopuimonary dysplasia (BPD) that required medical treatment within
the previous & months and who are 24 months of age or younger at the beginning
of RSV season,
= with hemodynami ital heart disease (CHO) and who ane
24 months Dfaue oryounuet al the beginning of RSY season.
Limitations of Use; The safoty and efficacy of Synagis have not been established for
treatment of RSV disease. (1)

15 mg per kg of body weight, administersd intramuscular by prior to commengcement
of the ASY season and remaining doses administered monthly throwsghout the RSY
seasom, (2.1)

Chikdfren undergomy cardio-pulmonary bypass should recenve an addftional dos= of
Synagis as 5000 as possidle after the cardio-pulmonary bypass procedure (even
it sooner than a monih from the previous dose). Therezfier, doses should be
administered monhly as scheduled. (2.1, 12.3)

it st s -DOSAGE FORMS AND STRENGTHS—

Singhe-those liquid sofution viaks: 50 mg per 0.5 mL and 100 myg per 1 mL. (3)

Stk o L o CONTAAINDIGATIOR e veromver oo o

Previous significant hypersensitivity reaction to Synagis. (4)

e e —WARNINGS AND PRECAUTIONS:

. nnaanwams and anaphylactic shock (including fatal cases), and other severe
acuie hypersensitivity reactions have been reported. Permanently discontinue
Synagis and administer appropriate medicalions i swch reactions occur. (3.1)
As with any ntramuscular injection, Synagis should be given with caution to
children with thrembocytopenia or any coagulation disorder, (5.2)

Palivizsmat may interfers with immunalogical-based RSV diagnostic fests such
5 some antigen detection-based assays. (5.3 12.4)

e e —ADNERSE REACTIONS

Adverse reactions occurring greater than or egual fo 10% and al least 1% more

Trequently than placebo are fever and rash. {6.1)

To reporl SUSPECTED ADVERSE REACTIONS, contact 1B66-773-5274 or FDA at

1-800-FDA-1088 or www. ida. gow/medwalch,

........................ - USE IN SPECIFIC POPULATIOMS: cesen consn sessnmsssmscnsnnsas.

Safety and effectieness in children okier than 24 months of age at the start of dosing

have not been established, (8.4)

See 17 for PATIENT COUNSELING INFORMATION and FDA-approved patient
labeling.

Revised: 11,2020

FULL PRESCRIBING INFORMATION: CONTENTS
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“Sections or subsections omitted from the ful prescribing information are not Histed.

FULL PRESCRIBING INFORMATION

1 INDICATIONS AND USAGE

Synagis i indicated for the prevention of serious lower respirafory fract disease
caused by respiratory syncytial virus (RSV) in pediatrie patients:

+ with a history of prematire birth {less than or equal to 35 weeks gestational
age) and who are § months of ags or younger at the beginning of RSV season,
with bronchopuimenary dysplasia (BPD) that required medical treatment
within the previows & months and who are 24 months of age or wounger af the
beginning of RSV seasen,
with hemodyna micall ificant ital heart disease (CHD) and who
are 24 months of age or ymmg&rm the begmmng ol RSV season fsae Cinical
Studdias { 14)].

Limitations of Use:

The safety and efficacy of Symagis have not been established for treatment of RSV
disease [sae Warnings and Precautions (5.4)].

2 DOSAGE AHD ADMINISTRATION

2.1 Dosing Information

The rcommended dose of Synagis is 15 my per kg of body weight given maonthly
by imramuscular injection. The first dose of Synagis shoud be administered prior 1o
commencement of the RSV season and the remaining doses should be administered
monthly throughout the RSV season. Children who dewelop an RSV infection should

continue i receive manthly doses Mroughout the ASY season. In e northerm
hemisphere, the RSY season typically commences in November and lasts through
April, but it may begin earlier or persis? [ater in certain communities.
Synaqic serum levels are decreased after cardio-pulmonary bypass feoe Clinical
Pharmacology (12.3)]. Children undergoing cardio-pulmoenary bypass should
recaive an additional dose of Synagis as soon &8 pessible after the cardio- puimonary
bypass procedure {even if sooner than a month from the previous dose). Thereafter.
doses should be administersd monthly 2s scheduled.
The efficacy of Synagis at doses less than 15 mg per kg, or of dosing kss fregquently
than manthiy throughout the RSV season, has not been established,
2.2 Administration Instructions
D0 HOT DILUTE THE PRODUCT.
D0 NOT SHAKE OR VIGOROUSLY AGITATE THE VIAL.
Paremeral drug products should be inspected visually for particulale matter
and discoloration prior to administration. Do not use any vials exhibiting
particulate matter or discoloration.
Using asegiic techmgues, attach a sterde needie to a sterle syringe.
Remove the flip top from the Synagis vial and wipe the rubber stopper with
a disinfectant (e.g., 70% sapropyl alcohel). Insert the needle inta the vial
and withdraw into the syringe an appropriate volume of solution. Administer
immediately after drawing the dose into the syringe,

SYNAGIS FULL PRESCRIBING INFORMATION
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SYNAGIS® (palivizumab) injection, for intramuscular use

+  Synages should be aﬂmmnuereu ina dose of 15 mg per kg inframuscularty

using aseptic tech in the aspect of the thigh.
The gluteal muscle shoukd not ba ussn routingly as an injection site because
of the risk of damage to the sciatic nerve. The dose (volume of infection in mL)
per month = patient weight {kg) x 15 mg per kg = 100 mg per mL of Synagis.
Ingection volumes over 1 mL should be given as a divided dose.
Synagis & supplied &5 a single-dose vial and does not contain preservatives.
Do niod re-enter the vial afer withdrawal of drug ; discard unused portion. Only
adménister one dose per vial
Use sterile disposabie syinges and needles. To prevent the transmission
of hepatitis viruses or other mfectious agenis from one person to another,
DD NOT reuss syringes and needies,

3 DOSAGE FORMS AND STRENGTHS

Single-dose lquid solution viaks: 50 mg per 0.5 mLand 100 mg per 1 mL.

4 CONTRAINDICATIONS

Symagis is contraindicated in children who have had 3 previous significant

Iypersensitivity reaction o Synagis [see Warnings ang Pracaubions (5.1)].

5 WARNINGS AND PRECAUTIONS

51 Hypersensitivity Reactions

Cases of ana i inctuding have nm:epmle-a

I uiageniity

Iin Triad 1, the incidence of anti-palivizumab antibody following the fousth injection
was 1.1% in the placebo group and 0.7% in the Synagis group. In children receiving
Synagis for a second season. one af the fifty-six chikdren had transient, low ter
reqciivity. This reactivity was not associated with adverse events or alteration in
Serum concantrations. Imrmumogenicity was not assessed in Trial 2.

A trial of higherisk preterm children kess than or equal to 24 months of age was
conductzd to evaluate the immunogenicity of the irophilized formulation of Synagis
(used in Triaks 1and 2 above) and the liquid formulation of Synagis. Three hundred
seventy-ning children contributed to the 4 1o & months pest-final dose anakysis. The
rate of anti-palivizumaty antibodies at this time point was kw (n both formulation
groups (anti-palivizumab antibodies were not detecled in any subject in the figuid
farmulation group and were detected in one subject in the tyaphilized group (0.5%),
with an overall rate of 0.3% for both treatment groups combined)

Thes data reflect the percentage of children whose 1est :esuhs were consndereﬁ
posiive lor antibodies to in an enzy

(ELISA) and are highly on the ity and speciicity of meassay

The ELISA has substantial Emitations in delecting anti-paliviumab antibodies in
thi: presence of palivizimab. Immunogenicity samples ested with the ELISA assay
Tikely contained palivizumad at levels that may nterfera with the detection of anti-
palivizumab antibodies.

following inifial exposure or re-exposure to Synagis. Other acute h
reactions, which may ba severs, have also been reported on initial exposure ar
reBposUTe 10 Synagis. Signs and symploms may include unicaria, pruritus,
angioedema, dyspnea, respiratory failure, cyanosis, hypotonia. fypotension, and
unrespansiveness. The relationship between these rmtmns and the development

An h {ECL) based ity assay, with a higher
tolerance for pakvizumab presence compared to the ELISA, was used 1o evaluate
the presence of anti-palivizumab antibodies in subject samples from two additional
ciinical trials, The rates of anti-palivizumab antibody positive results in these trials
were 1.1% and 1.5%.

of antibedies to Synags is unknown. 3 signif ivity reacti rs
with Synagis, its use should be i . 1f anaphylaxis or other
significant hypersensitivity reaction oocuna administer appropriate medications
(2.3, epinephrine) and provide supportive care as required. If 2 mid hypersensitivity
reaction oecurs, cini be used regarding cauth

of Synagis.

5.2 Coagulation Disorders

Synagis is for intramuscular use only. As with any intramuscular injection,
Synagis should b given with caution to children with thrombocytapenia o any
coagulation disarder,

53 RSV Diagnostic Test Inferference

Palivizumab may imerfere with immunological-based RSV diagnostic tests such
a8 some anfigen detection-based assays. In addition, paivizumab inhibits virus
replication in cell cufture, and therefore may also mieriere with viral cullure
assays. Palivisumab does not interfere with reverse iranscriptase-polymearase
chain reaction based assays. Assay interference could lead to false-negative RSV
diagnostic test results. Therefore, diagnostic test results, when obtained, should
e used in conjunction with clinical findings to guide medical decisions [see
Microbiotogy (12.4)].

G4 Treament of RSV Disease

The safety and efficacy of Synagis hawe not been established for treatment af
RSV disease.

55 Propir Administralion

The single-dose vial of Synagls does not contain 2 presevvative. Adménistration
of Synagis should occur immediately after dose withdrawal from the vial. The vial
should not be re-ertered. Discard any unused portion.

[} ADVERSE REACTIONS

The most serlous adverse reactions occurring with Synagis are anaphylaxis amd
ather acute hypersensilivity reactions [see Wirnings and Pracautipns (5.1) ],

6.1 Clinical Studies Experience

Because clinical trials are conducted under widely varying conditions, adverse
reaction rates gbserved in the clinical trials of a drug cannot be directly compared
1o rates in the clinical triaks of another drug and may not reflect the rates observed
in practics.

The data described below reflect exposure to Synagis (n=1639) compared with
placebo (n=1143) in children 3 days to 24.1 months of age at high risk of REV-
related hospitalization in two clinical thals. Trial 1 was conducted during asingle RSV
season and studied a total of 1502 children less than or equal to 24 months of age

6.2 P i

The following adverse reactions have been identiied during post approval wse
of Synagis. Because these reactions are reporied voluntarly from a population
of uncertain size, it is not always possible to refiably estimate their frequency or
establish a causal relationship to.drug exposure.

Blond and Lymphalic System Disorders: severe thrombrcytopenia (platelet count
leess than 50,000 per microliter)

General Disorders and Adminisieatfon Sile Conditions: injection site reactions
Limited information from post-marketing reports suggests that, within a single
RSV season, adverse events after a sixh or greater dose of Synagts are similar in
character and frequency to those after the infiial five doses.

7 DRUG INTERACTIONS

Mo formal drug-drug interzction studies were conducted. In Trial 1, the proporions
of children in the placebo and Synagis growps who received routine chidhood
vaccines, influenza vaceing, bronchodilators, or corticosterokds were similar and no
Incremental increase in adverse reactions was obsened among children receiving
these agents.

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Risk Summary
Synagis Is not indicated for use in females of reproductive potential.
8.2 Lactation

Bisk Summary.

Synaqis Is not indicated for use in females of reproductive potential

8.4 Pedialric Use

The safety and effectiveness of Symagis in chidren older than 24 months of age at the
stat of dosing have not been estabiished [soe Clinical Studies (14)].

10 OVERDOSAGE

Overdoses with doses up to 85 mg per kg have been reported in clinical studies
and post-marketing experience with Synagis, and in some cases, adverse
reAClions were reported. [ case of overdasage, itis recommended tat the patient
Be monitored far any signs or symptoms of adverse reactions and appropriate
Symplormatc treatment ingtituted,

" DESCRIPTION

Palivizumab is 3 humanized monoclonal antibody (1G1x) produced by recombinant
IJNn technology. directed to an epitope in the A antigenic site of the F protein of RSV,

with BFD or infants with premature hirth (less than or equal to 35 weeks
who vwere less than or equal to & months of age at study entry. Trial 2 was conducted
over fgur consecutive seasons among a total 01 1287 children less than or equal to
24 months of age with ] ital heart disease,

In Triaks 1 and 2 comdined, fever and rash were each repored mare frequently
among $ynagis than piacebo recipients, 27% versus 25%, and 12% versus 10%,
respectively. Adverse reactions observed in the 153-patient crossover study
comparing the fiquid and lophilzed formulations were comparable for the two
formulations, and were simitar 1o those observed with Synagis in Trials 1and 2.

isa it of human (95%) and muring (5%) antibody seguences.
Tne human heavy chain sequence was derived from the constant domains of human
1gG1 and the vanable framework regions of the V. genes Cor and Cess. The human
light chain sequence: was derived from the constant domain of Gx and the variable
framework regions of the V. gene K104 with Jx -4, The muring sequences were
derived from a murine moneclonal antibody, Mab 1129, In a process that involved
the gratting of the murine complementarity determining regions into the human
aniibody {rameworks. Palnvizumab is compased of two heavy chains and two light
chains and has a molecular weight of approximately 148,000 Dattons.

SYNAGIS® (pallvizumab) Injection, for use 3

Synagi is supplied a8 a sterile, preservative-free liquid solition at 100 o per mL 1o
be administered by intramuscular injection. Thimerosal or other mercury-containing
salts are nol used in the production of Synagis, The solution has a pH of 6.0 and
shoukl appear clear or sightly opalescent.
Each 100 mg single-dose wial of Synagis: liguid solution contains 100 mg of
palivizumal and also contains chioride (0.5 mg), glycine (0.1 mg). and histidine
(3.9mg), in a volume of 1 mL.
Eath 50 mg singée-dose vial of Synaghs liquid solution containg 50 mg of palivizumab
and also consains chioride (0.2 mg), glycine (0.06 my), and histiding (1.3 myg), in a
wolume of 0.5 mi.
12 GLINICAL PHARMAGOLOGY
12 I llunankm of .ll:‘lilm

manzed antibody with anB-RSV actiity

;sm Mum«bgy f124)L
12,3 Pharmacokinetics

In chitdren less than or equal to 24 menths of age without congenital heart disease
{CHO), the mean hall-He of palivizurmab was 90 days and manthly intramuscular
doses of 15 mg per kg achieved mean = SD 30 day trough serum drusg concentrations
of 37 = 21 meg per mL alter the Hrst injection, 57 « 41 mcy pesmlL after the second
injection, 68 + 51 meyg per miL after the third injection, and 72 + 50 meg per mL after
the fourth injection, Trough concentrations follewing the fiest and fourth Symagis
dose were similar in children with CHO and in non-cardiac patients. In children g ven
Synagis for a second season, the mean + S0 serum concentrations following the first

Palivizumal safum concentrations of grester than of egual to 40 meg per ml have
been shown to redece pulmonary RSV replication & the cotton rl moded of RSY
infection by 100-fold.
Besistance
Palvizumab binds 3 highly conserved region on the emcellular domain of mature
RSV F. refesred 1o a5 antigenic site || or site A, which encompasses aming acids
262 to 275. All RSV mutants that exhibit resistance 1o palivizumab have been shown
10 contain amino acid changes in this regien on the F protein.
F profein sequence varlations within antipenic site A' Amino actd substitations in
antigenic site A selectad either in cedl cofture, in animal models, or in human subjects
that resulted in paitvirumab resistance wer N26ZD, N2641. K2T2ZEMMNQT, and
S275F/L, RSV variants expressing the K272N substitution in F protein showed a
5164 + 1731-fokd decreass in susceplibility (i.e., fold increase in ECy valug) when
compared to the wik-type RSV, whie variants containing the N262D0, S275FL
or K2TZEMALT substittions showed a greater than 25000-fold decrease in
susceptibifity to palhizumab. The N2681 substtution conderred partlal resistance
to palivizumab; however, fold changes in susceptibility were not quantified for this
mutant. Studies carried put 1o investigate the mechansm of ving escape from
palivizumab showed a comelation between antibady binding and virus neutrakzation.
RSV with substituticns in antigenic site A thal were resistant to neutralization by
palivizemab did not bind o whﬂzumah.
Atleast one of the paliviz iated sub N262D, K2T2E/Q.
or S27SFL was identified in 8 of 126 clinical RSV (59 RSV A and 67 RSV B) isolates
from subjects who fafled immungprophylaas, resulting in a combined resistance-

and fourth injections were 61 « 17 mcg per mLand 86 = 31 meg per mL,
In 139 chidren less than or equal to 24 months of age with hemndynamncaw
significant CHD who received Synagis and underwent cardio-pulmonary bypass
for open-heart surgery, the mean s+ SD serum paltvizumab concentration was
88 + 52 mg per mL before bypass and declined 1o 41 + 33 meg per mL after bypass,
a raduction of 58% fsee Dasage and Administeation (2. 1)) The clinical significance
of this reduction is unknown,

Spacific studies were nol conducled to evalute the effects of demographic
parameters on palivizumab systemic exposure. However, no effects of gender, age.
body weight, or race on palivizumab serum trough concentrations were observed in
a elinial study with 639 children with CHD (less than or equal 1o 24 months of age)
recefving five monthly intramuscular injections of 15 mg per kg of Synagis,

The pharmacokinetics and satety of Synagis liquid solution and Synagis lyophilized
formutation administered via intramuscular injection at 15 mg per kg were studied in
a cross-ower triad of 153 infants less than or equal to G months of age with a history
of prematurity. The results of this trial indicated that the traugh sersm concentrations
of palivizumab were comparable between the iquid solution and the Iyophilized
Formulation, which was the formulation used in the clinical studses.

A fati i analysis was across 22 studies in
1800 patients (1684 pediatric and 116 adult patients) to characterize palivizemak
pharmacakinetics and intar-subject variabdity in serum concentrations. Palivizumab
pharmacokinetics was described by a two-compartment linear mude! with an

mulation frequency of B.3%. A review of cinical findings revealed no
association between antigenic A site sequence changes and RSV disease severity
among children receiving palivirumab immunoprophylads who develop RSV lower
respiratory tract disease.
Analysis of 254 clinical RSV isolates (145 RSV A and 109 RSV B) coflected from
immunoprophylaxis-naive  subjects revealed palivirumab resistance-associated
substintions in 2 (1 with N2620 and 1 with S275F), resufting in a resistance-
agsociated mitation frequency of 0.79%,
F proten sequibice vanalions outside amigenic sits A In addition 1o the sequence
variations in anfigenic site A known to confer palivizumab resistance, F-protein
substitutions T1D0A. G1395, N163DAM06I, TI26A, VASHA N RSYA, and T741, A147V,
1206L. 52856. V4301, T4551 in RSV B were identified in viruses isolated from failures
ofi These substi were nol klentified in RSV F saquences
detived from 251 clinical isolates from nmmunnwnpﬂy{axs naive subjects and ihus
are and poly Recombinant RSV
B eniceding the 52856 substiution exhibited pahwnman sensitivity (ECsovalue =
0.3 = 0.02 meg per mL) similar to recombinant wild-type RSV B (EC., value =
0.17 = 0.02 meg per mLj.
Palivizumab susceplibiay of RSV encoding commen F protein sequence
palymorphisms located proximal to antigenic site A was evaluated. Recombinant
RSV A encoding N276S (EC: value = 0.72 = 0.07 mog per mL), and recombinant
RSV B with S276N {EC= value = 0.42 + 0.04 mcg per mL). exhibited sensitivities

elimination halt-ife of 24.5 days in pedatric patients, Clearance of palivi b in
a typical pediatric patient (body weight 4.5 kg) fess than or equal to 24 manths of
age without CHD was estimated to b2 11 mL per day with 3 bicawaitability of 70%
Toliowing intramuscular administration. The inter-patient variabikity in drug clearance
wias 48,7% (CV%). Covariate analysis did not identify any factars that could account
For the intar-patient variability in order to predict sérum concentrations a priari in an
individual patient.

124 Microbiology

Rechanism of Action

Palivizumab, a recombinant humanized monecional antibady which provides passive
immunity against RSV, acts by binding the RSV envelope fusion protein (RSV F) on
the surlace of the virus and blocking a critical siep in the membrang fusion process.
Palivieumab also prevents cell-to-cefl fusion of RSV-infected cells.

fntial Activiy

The antiviral ackivity of palivizemab was assessed in a microneutrakization assay
in which increasing concentratians of antibody were incubated with RSY prior 10
additien of the human epithelial cells HEp-2. After incubation for 4-5 days, RSV
antigen was measured n an ELISA assay. The neutralzation fiter (50% effective
concentration [EC.]) is expressed as the antibody concentration required fo
reduce detection of RSV antigan by 50% compared with untreated virus-infected
cells. Palivizumab exhibited median ECs. values of 0.85 meg per mL (mean 0.75 =
0.53 meg per mL: n=69, range 0.07-2.89 mcg per mL) and 028 meg per mL (mean
0.35 + 0.23 meg per mL: n=35, range 0.03-0.88 meg per mL) against elinical RSV A
and RSV B isolates, respectively. The majerity of clinical RSV isolates tested (n=96)
were collected from subjects across the United States (CA, CO, CT, IL. MA, NC, NY,
PA, BI, TN, TX, VA), with the remainder from Japan (n=1), Austraiia (n=5) and Israel
(n=2), These isolates encoded the most comman RSV F sequence polymomphisms
Tound ameng elinical isolates wortdwide.

fo the cor wild-type RSV A (ECw value =
0.63 £ 0.22 mep wrnL;lnnuHS\.'BlErmmue 0.23 + 0.07 mog per mL), Likewise,
RSV B clinical isolates containing the polymor phic variation VZT8A were at keast as
sengitive to neutralization by paliveumab (ECy range 0.08-0.45 meg per ml) as
laboratary strains of wild-type RSV B iECx vallre = 054 + 0.08 mcg per mL). Mo
knawn poly oo ions outside the antigenic
site A on RSV F have heen dumnslraed lo renﬂer RSV resistant to neutralization
by palivizumaby.
Ins f RSV Di i iz
In with i based RSV diagnostic assays by palivizumab has
been observed in laboratory studies. Rapid THINCASSEY!
(CIAEIA), immunofluorescence assays {IFA), and direct immunoffuorescence
assays (DFA) using monocknal antibodees targeting RSV F protein may be inhibited.
Therefore, caution should be used in interprefing negative immunological assay
resufts whan clinical observations ame consistent with RSV infection. A reverse
franscriptase-polymerase chain reaction (RT-PCR) assay, which is not inhibited by
palvimumab, may prove usehsl for faboratory confirmation of RSV infection [see
Warnings and Precautions ¢5.3].
13 HONCLINICAL TOXICOLOGY
131 Ca i ip of Fertility

Carci and rep toxicity studies have not been
performed.
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SYNAGIS® (palivizumab) injection, for intramuscular use

14 CLINICAL STUDIES

The safety and efficacy of Synagis were assessed i two randomized, double-blind,
placebo-contralled trials of prophylawis against RSV infection in children at high risk
of an RSV-related hespitalization. Trial 1 was conducted during a singhe RSV season
and studied a total of 1502 chifdren less than or equal to 24 manths of age with
BPD or infants with premature birth {less than or equal 1o 35 weeks gestation) who
were kss than o¢ equal fo 6 months of age at study entry. Trial 2 was conducied
over four consecutive Seasons among a total of 1287 children kess than or equal
1024 months of age with hemodynamicaly significant congenigal heart disease. In
bath trials pasticipants received 15 mg per kg Synagis or an equivalent volume of
placebo via intramuscular inection monthly for five infections and were followed for
150 days from randomization. in Trial 1. 99% of all subjects completed the study
and 93% completed all five injections. In Trial 2, 96% of all subjects completed the
study and 92% completed all five injections. The incidence of RSV hospitalization is
shown in Tabis 1. The results were shown o be statistically significant using Fisher's
et test

Tabie 1: of RSV by Group

16 HOW SUPPLIEDVSTORAGE AND HANDLING

Synagis s supplied in single-dose vials as a preservathve-free, sterile liguid solution
1100 mg per mL for intramuscular injection.

50 my vial NDC 85558-230-01

The 50 mg vl containg 50 mg Synagis in 0.5 mL.

100 #rj vial NDC B6658-231-01

The 100 mg vial contains 100 mg Synagis fn 1 mL

The rubber stopper used lor s=aling vials of Synagis s not made with natusal
rubber btex

Storage

Upon receipt and wntil ose, Synagis should be stored betwsen 2°C and 8°C
{36°F and 46°F) in its original contziner. DO NOT freeze. 00 NOT wse beyond the
expiration date,

17 PATIENT COUNSELING INFORMATION

Advise the palient's caregiver lo read the FDA-approved patient labeling (Patien

| Difference
Trial |Synagis  |Between  |Relalive
| Groups  |Reduction

| 1002

)
Fypersensithvity Reaclions

Inform the patient's caregiver of the signs of potential ithvity
reactions, and advise the caregiver 1o seek medical attention immedialely it the child

Trial 1 N [500_ 00 |
Impact-RSY [Hospiazation 0.6%) |48 (4.8%) |5.8% |§5%
Trial 2 N 1639

CHD [ 63 (3.7%) |34 (5.3%) [4.4% [a5%

In Trial 1. the reduction of RSV hespitalization was observed both in children with
BPD (347266 [12.8%] placebo versus 39/496 [7.4%] Synagis) and in premature
Infants without BPD (19234 [8.1%] placebo versus S/506 [1.8%] Synagis). In
Trial 2, reductions were observed in acyanotic (36/305 [11.8%] placebo versus
157300 [5.0%] Synagis) and cyanatic children (27/343 [7.9%] placebo versus
19/339 [5.6%] Symagis).

The chinical studies do not suggest that RSV infechon was less severe among
children hospitalized with RSV infection who received Synagis for RSV prophylaxis
compared to thase wha regeived placeho.

asavere hyp ity reaction to Synages [see Contraindications (4)
and Warnings and Precanfions (5.1)].
Advise the patients caregiver that Synagis should be administered by a healthcars
provider once a month durng the ASY season by Entramuscular injection and
the importance of compliance with the full course of therapy (see Dosage and
Adrinistration (2)].

Synagis®is a registered trademark of Arexis AB oo Swedish Orphan Biovitriem AB (pubd),

: Ie]e]

Manulactured by:
Swedish Qrphan Blovitrem AB (publ)
Stockhalm, Sweden

Distribated by:
Sobi Inc.

890 Winter slreal
Waltham. MA 02451

LS License No. 1859
Issued: 1172020

SYNAGIS® (palivizumab) injection, for intramuscular use

PATIENT INFORMATION
SYNAGIS® (Si-na-jis)
(palivizumab)
injection

What is SYNAGIS?
SYNAGIS is a prescription madication that is used to help prevent a
serious lung disease caused by Respiratory Syncytial Virus (RSV)
in children:
+ hom prematurely (at or before 35 weeks) and who are 6 months of
age or less at the beginning of RSV season,
+ who have a chronic lung condition called bronchopulmonary
dysplasia (BPD), that needed medical treatment within the last
6 months, and who are 24 months of age or less at the beginning
of ASV season,
born with certain types of heart diszase and who are 24 manths of
age or less at the beginning of RSV season.
SYNAGIS contains man-made, disease-fighting proteins called
antibodies.
It is not known if SYNAGIS is safe and effective to treat the symptoms
of RSV in a child who already has RSV, Synagis is used to help
prevent RSV diseass.
It is nat known if SYNAGIS is safe and effective in children who are
older than 24 months of age at the start of dosing.

Who should not receive SYNAGIS?
Your child should not receive SYNAGIS if they have ever had a severe
allergic reaction to it. See the end of this leaflet for a complete st of
ingredients in SYMAGIS. Signs and symptoms of a severe allergic
reaction could include:
+ severa rash, hives, or itching skin

swelling of the lips, tongue, or face

swelling of the throat, difficulty swallowing

difficult, rapid, or imegular breathing

bluish color of skin, lips, or under fingernails

muscle weakness or floppiness

UnTesponsiveness

Betore your child receives SYNAGIS, tell your healthcare provider

about all of your child's medical conditions, including if your child:

+ has ever had a reaction to SYNAGIS.

+ has bleeding or bruising problems. SYNAGIS is given by injection.
If your child has a problem with bleeding or bruises easily, an
injection could cause a problem.

Tell your child's healthcare provider about all the medicines your child

takes, including prescription and over-the-counter medicines, vitamins,

and herbal supplements.

How is SYNAGIS given?
+ SYNAGES is given as a monthly injection, usually in the thigh (leg)
muscle, by your child’s healthcare provider.

Your child's healthcara provider will give you detailed instructions

on when SYNAGIS will be given.

o "RSV season” is the time of year when RSV infections most
commanly happen, usualy fall through spring, but it may begin
earlier or fast longer in certain areas. During this time, when
RSV is most active, your child will need to receive SYNAGIS
injections. Your healthcare provider can tell you when the RSV
season starts in your area.

> Your child should receive the first SYNAGIS injeclion before
the RSV season starls to help prevant RSV infection. If the
season has already started, your child should receive their first
SYNAGIS injection as soon as possible to help protect them
when exposure 1o the virus is more likely.
SYNAGIS is needed every 28-30 days during the RSV season,
Each injection of SYNAGIS helps protect your child from
severe RSY disease for about 1 month. Keep all of your child's
appointments with your healthcare provider,

Ityour child misses an injection, talk to your healthcare provider

and schedule another injeclion as soon as possible.

Your child may still get severe RSV disease after receiving

SYNAGIS. Talk to your healthcare provider about what symptoms

to look for. If your child gets a RSV infection, they should continue

to receive their scheduled SYNAGIS injections to help prevent
severe disease from new RSV infections.

Ityour child has certain types of heart disease and has comective

surgery, your healthcare provider may need to give your child an

arditional SYNAGIS injection soon after surpery.

What are the possible side effects of SYNAGIS?

SYNAGIS may cause serious side effects including:

+ Severe allergic reaclions. Severe allergic reactions may happen
after any injection of SYNAGIS, and may be life-threatening or
cause death. Gall your healthcare provider or get medical help right
aviay if your child has any of the signs or symptoms of a serious
alfergic reaction, See “Who should not receive SYNAGIS?™.

The most common side effects of SYNAGIS include fever and rash.

These are not all tha possible side effects of SYNAGIS.

Call your doctor for medical advice about side effects. You may report

side effects to FOA at 1-800-FDA-1088.

You may also report side effects at 1866-773-5274.

General information about the safe and effective use of SYNAGIS.
Madicines are sometimes prescribed for purposes other than those
listed in Patient Information leaflets. You can ask your pharmacist or
healthcare provider for information about SYNAGIS that is written for
health professionals.

What are the ingredients in SYNAGIS?
Active ingredient: palivizumab

Inactive ingredients: chioride, glycine, and histidine
Manufactured by: Swedish Qrphan Biovitrum AB (pubi) . Stockhoim, Sweden
Syrugis® isa registered trademark of Aresds AB oo Swedish Orphan Bipvirum AB [pubi)

@ Sobl

For more information, go to www.synagis.com or call 1866-773-5274,

This Patient Enformation has been approved by the 1.5, Food and Drug Administratian
Revissd: 11/2020 PP-8593 12721




Although RSV typically occurs from late fall through spring,
high-risk patients require year-round monitoring'“*

% e 9 @

FALL WINTER SPRING SUMMER
+ Initiate protection + Continue protection * Provide late-season + Identify patients
« Identify patients « Identify patients protection for next season
in season in season + Identify patients

for next season

IS provides antibodies to protect a baby's lungs from se
it is not a vaccine’

+ High-risk infants should

*RAV season can vary by geography and from year o year, Year-round RSV activity has been reported in Florida and Puerto Rico.”

IMPORTANT SAFETY INFORMATION (continued)

+ Cases of anaphylaxis and anaphylactic shock, including fatal cases, have been reported following initial exposure or re-exposure to
SYNAGIS. Other acute hypersensitivity reactions, which may be severe, have also been reported on initial exposure or re-exposure
to SYNAGIS. The relationship between these reactions and the development of antibodies to SYNAGIS Is unknown. If a significant
hypersensitivity reaction occurs with SYMNAGIS, its use should be permanently discontinued. If a mild hypersensitivity reaction
occurs, clinical judgment should be used regarding cautious readministration of SYNAGIS

+ As with any intramuscular injection, SYMAGIS should be given with caution to children with thrombocytepenia or any coagulation disorder

* Palivizumab may interfere with immunological-based RSV diagnostic tests, such as some antigen detection-based assays
+ Adverse reactions occurring greater than or equal to 10% and at least 1% more frequently than placebo are fever and rash.
In post-marketing reports, cases of severe thrombocytopenia (platelet count <50,000/microliter) and injection site reactions have
been reported
DOSING
The recommended dose of SYMAGIS is 15 mg/kg of bady weight given monthly by intramuscular injection. The first dose of SYNAGIS
should be administered prior to commencement of the RSV season and the remaining doses should be administered monthly throughout
the R5V season, Children who develop an RSV infection should continue to receive monthly doses rhrnughour the RSV season,
The efficacy of SYNAGIS at doses less than 15 mg/kg, or of dosing less frequently than monthly throughout the RSV seasan, has not
been established.
RSV=respiratory syncytial virus

e Lo

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

SYMNAGIS® is aregistered trademark of Arexis AB c/o Swedish Orphan Biovitrum AB {publ)
[SYNAGIS COMNECT® is a registered trademark of Arexis AB c/o Swedish Orphan Biovitrum AB {publ))

Er 2021 Swedish Orphan Biovitrum. All rights reserved. PP-10843 04/21 SYN- ! GIS@'
i35()t)| C e— Learn more about us at SOBlL.com PAUV'ZUMAB@
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