
What Is XYNTHA? 
XYNTHA® Antihemophilic Factor (Recombinant) is an injectable medicine that is used to help control and prevent bleeding in people  
with hemophilia A. Hemophilia A is also called classic hemophilia. Your doctor might also give you XYNTHA before surgical procedures. 
XYNTHA is not used to treat von Willebrand’s disease. 

Selected Safety Information 
•  XYNTHA is an injectable medicine administered by intravenous (IV) infusion. You may experience local irritation when infusing XYNTHA 

after reconstitution in XYNTHA® SOLOFUSE®.
Please see additional Important Safety Information on back cover and full Prescribing Information for XYNTHA and XYNTHA 
SOLOFUSE in pocket.

Not actual patients.

Demonstrated bleed treatment,  
control, and protection— 
A factor VIII that helps you live actively

What Is XYNTHA? 
XYNTHA® Antihemophilic Factor (Recombinant) is an injectable medicine that is used to help control and prevent bleeding in people 
with hemophilia A. Hemophilia A is also called classic hemophilia. Your doctor might also give you XYNTHA before surgical procedures.

XYNTHA is not used to treat von Willebrand’s disease. 

Important Safety Information 
•  Call your health care provider or go to the emergency department right away if you have any of the following symptoms because 

these may be signs of a serious allergic reaction: wheezing, difficulty breathing, chest tightness, turning blue (look at lips and gums), 
fast heartbeat, swelling of the face, faintness, rash, low blood pressure, or hives. XYNTHA contains trace amounts of hamster 
protein. You may develop an allergic reaction to these proteins. Tell your health care provider if you have had an allergic reaction  
to hamster protein.

•   Call your health care provider right away if bleeding is not controlled after using XYNTHA; this may be a sign of an inhibitor, an antibody 
that may stop XYNTHA from working properly. Your health care provider may need to take blood tests to monitor for inhibitors. 

•  Across all clinical studies, the most common side effects (10% or more) with XYNTHA in adult and pediatric previously treated 
patients were headache (24% of subjects), joint pain (23%), fever (23%), and cough (12%). Other side effects reported in 5% or  
more of patients were diarrhea, vomiting, and weakness.

•  XYNTHA is an injectable medicine administered by intravenous (IV) infusion. You may experience local irritation when infusing 
XYNTHA after reconstitution in XYNTHA® SOLOFUSE®.

Please see full Prescribing Information for XYNTHA and XYNTHA SOLOFUSE in pocket.

You are encouraged to report negative side effects of prescription drugs to the FDA. Visit www.fda.gov/Medwatch or call 1-800-FDA-1088.

Pfizer Patient Assistance Program 

The Pfizer Patient Assistance Program can provide Pfizer medicines to eligible patients who meet the income eligibility 
criteria. To learn more, call 1-844-989-HEMO (4366) to reach Pfizer Hemophilia Connect. The operator can help you 
find out if you meet the eligibility requirements for the Pfizer Patient Assistance Program.
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The Pfizer Patient Assistance Program is a joint program of Pfizer Inc. and the Pfizer Patient Assistance Foundation™. 
The Pfizer Patient Assistance Foundation is a separate legal entity from Pfizer Inc. with distinct legal restrictions. 

XYNTHA SOLOFUSE brings together all-in-one reconstitution  
and proven efficacy in a portable travel-ready kit.

Please see additional Important Safety Information on back cover and full Prescribing  
Information for XYNTHA and XYNTHA SOLOFUSE in pocket.

Pfizer Hemophilia Connect— 
Your one-stop source for all Pfizer Hemophilia  
resources and support programs
•  One number with access to all of Pfizer Hemophilia’s patient resources  

and support programs

• Financial support programs for eligible patients

• Insurance counseling and reimbursement support for insured patients†

• Centralized support for patients and caregivers

• Learn about community resources like Patient Affairs Liaisons

For more information about any of our programs,  
call 1-844-989-HEMO (4366)

†Patients must be commercially insured and have an FDA-approved indication to be eligible for this service.

Selected Safety Information 
•  Call your health care provider or go to the emergency department right away if you have any of the following symptoms because these 

may be signs of a serious allergic reaction: wheezing, difficulty breathing, chest tightness, turning blue (look at lips and gums), fast 
heartbeat, swelling of the face, faintness, rash, low blood pressure, or hives. XYNTHA contains trace amounts of hamster protein. You 
may develop an allergic reaction to these proteins. Tell your health care provider if you have had an allergic reaction to hamster protein. 

•  Call your health care provider right away if bleeding is not controlled after using XYNTHA; this may be  
a sign of an inhibitor, an antibody that may stop XYNTHA from working properly. Your health care  
provider may need to take blood tests to monitor for inhibitors. 
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Not actual patients.

250 IU  500 IU  1000 IU  2000 IU  3000 IU

All-in-one reconstitution

Prefilled and portable 
Prefilled with XYNTHA Antihemophilic Factor (Recombinant) and diluent, XYNTHA SOLOFUSE eliminates the transfer step and vials  
for all-in-one reconstitution.

Available in a wide range of dosing options: 
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swelling of the face, faintness, rash, low blood pressure, or hives. XYNTHA contains trace amounts of hamster protein. You may develop 
an allergic reaction to these proteins. Tell your health care provider if you have had an allergic reaction to hamster protein. 

•   Call your health care provider right away if bleeding is not controlled after using XYNTHA; this may  
be a sign of an inhibitor, an antibody that may stop XYNTHA from working properly. Your health care  
provider may need to take blood tests to monitor for inhibitors. 

Please see additional Important Safety Information on back cover and full Prescribing  
Information for XYNTHA and XYNTHA SOLOFUSE in pocket.

Dosing for XYNTHA prophylaxis
•  The recommended starting regimen for adults and adolescents (≥12 years) is 30 IU/kg administered 3 times weekly

• The recommended starting regimen for children (<12 years) is 25 IU/kg administered every other day

   –  More frequent or higher doses may be required in children <12 years of age to account for the higher clearance in this age group

• Your doctor may adjust the amount or frequency of your dose based on your individual response



Not an actual patient.

Protective gear and adult supervision recommended.

Travel kit

 Gauze pad

Alcohol swabs

Bandage

Infusion set
Blue vented cap

Plunger

 Prefilled syringe

Portability in a travel-ready kit
XYNTHA SOLOFUSE includes everything you need to infuse on the go.

Visit XYNTHA.com to learn more

Selected Safety Information 
•  Call your health care provider or go to the emergency department right away if you have any of the following symptoms because these 

may be signs of a serious allergic reaction: wheezing, difficulty breathing, chest tightness, turning blue (look at lips and gums), fast 
heartbeat, swelling of the face, faintness, rash, low blood pressure, or hives. XYNTHA contains trace amounts of hamster protein. You 
may develop an allergic reaction to these proteins. Tell your health care provider if you have had an allergic reaction to hamster protein. 

•  Call your health care provider right away if bleeding is not controlled after using XYNTHA; this may be  
a sign of an inhibitor, an antibody that may stop XYNTHA from working properly. Your health care  
provider may need to take blood tests to monitor for inhibitors. 
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Not actual patients.

The 4-in-1 portable travel case
Keep everything you need to infuse in one place—with the XYNTHA SOLOFUSE portable travel case, you can bring up to 4 syringes and  
the additional supplies you might need to infuse on the go. The foam interior keeps multiple devices safe and ready when you need them. 

Contact your Patient Affairs Liaison to request your travel case

Selected Safety Information 
•  Across all clinical studies, the most common side effects (10% or more) with XYNTHA in adult and pediatric previously treated 

patients were headache (24% of subjects), joint pain (23%), fever (23%), and cough (12%). Other side effects reported in 5%  
or more of patients were diarrhea, vomiting, and weakness. 

•   XYNTHA is an injectable medicine administered by intravenous (IV) infusion. You may experience  
local irritation when infusing XYNTHA after reconstitution in XYNTHA® SOLOFUSE®. 

Please see additional Important Safety Information on back cover and full Prescribing  
Information for XYNTHA and XYNTHA SOLOFUSE in pocket.

Storage and handling:
•  Store XYNTHA SOLOFUSE under refrigeration at a temperature of 2°C to 

8°C (36°F-46°F) for up to 36 months from the date of manufacture until 
the expiration date stated on the label

•    Within the expiration date, XYNTHA SOLOFUSE also may be stored  
at room temperature not to exceed 25°C (77°F) for up to 3 months

•   At the end of the 3-month period, immediately use or discard the product. 
Do not put the product back into the refrigerator

•   Store the reconstituted solution at room temperature prior to administration. 
Administer XYNTHA SOLOFUSE within 3 hours after reconstitution or after 
removal of the gray rubber-tip cap from the product



Not actual patients.

Indicated for on-demand bleed treatment and control

Selected Safety Information
•  Across all clinical studies, the most common side effects (10% or more) with XYNTHA in adult and pediatric previously treated 

patients were headache (24% of subjects), joint pain (23%), fever (23%), and cough (12%). Other side effects reported in 5%  
or more of patients were diarrhea, vomiting, and weakness.

•   XYNTHA is an injectable medicine administered by intravenous (IV) infusion. You may experience  
local irritation when infusing XYNTHA after reconstitution in XYNTHA® SOLOFUSE®.

Please see additional Important Safety Information on back cover and full Prescribing  
Information for XYNTHA and XYNTHA SOLOFUSE in pocket.

During and up to 1 hour after surgery—

100%
In adults and adolescents—

93%
 

• 71% of responses were rated excellent or good

• 24% of responses were rated moderate

• 3% were rated no response

• 3% were not rated

In the open-label clinical study of 30 adults  
and adolescents:

• 72% of responses were rated excellent

• 28% of responses were rated good

of bleeds were controlled successfully  
on demand with 1 or 2 infusions  
(study included 53 patients)

of bleed control ratings 
were excellent or good

Rating scale: Excellent: Definite pain relief and/or improvement in signs of bleeding 
starting within 8 hours after an infusion, with no additional infusion administered.  
Good: Definite pain relief and/or improvement in signs of bleeding starting within  
8 hours after an infusion, with at least one additional infusion administered for  
complete resolution of the bleeding episode. Moderate: Probable or slight improvement 
starting within 8 hours following the infusion, with at least one additional infusion  
administered for complete resolution of the bleeding episode. No response: No  
improvement at all between infusions or during the 24-hour interval following an  
infusion, or condition worsens.

Efficacy responses were assessed as follows: Excellent: Achieved hemostasis  
comparable to that expected after similar surgery in a patient without hemophilia;  
Good: Prolonged time to hemostasis, with somewhat increased bleeding compared  
with that expected after similar surgery in a patient without hemophilia; end of initial 
postoperative period was date of discharge or postoperative day 6, whichever  
occurred later.



Not actual patients.

• 1.9 median annualized bleeding rate (ABR) (IQR, 0.00-5.56)*

•  Zero median ABR for patients who experienced spontaneous  
(IQR, 0.00-2.14) or traumatic (IQR, 0.00-2.14) bleeds

• 0.6 median ABR (IQR, 0.00-2.17)

•  Zero median ABR for patients who experienced 
spontaneous (IQR, 0.00-0.56) or traumatic  
(IQR, 0.00-1.79) bleeds

Proven prophylactic bleed protection
In children on prophylaxis—

50%
In adolescents and adults on prophylaxis—

45%
 

of previously treated patients (PTPs) 
reported no bleeding (N=94)

of PTPs reported no 
bleeding (N=8)

*Interquartile range (IQR) represents the middle 50% of ABRs when ordered from lowest to highest.

Selected Safety Information 
•  Call your health care provider or go to the emergency department right away if you have any of the following symptoms because these 

may be signs of a serious allergic reaction: wheezing, difficulty breathing, chest tightness, turning blue (look at lips and gums), fast 
heartbeat, swelling of the face, faintness, rash, low blood pressure, or hives. XYNTHA contains trace amounts of hamster protein. You 
may develop an allergic reaction to these proteins. Tell your health care provider if you have had an allergic reaction to hamster protein. 

•  Call your health care provider right away if bleeding is not controlled after using XYNTHA;  
this may be a sign of an inhibitor, an antibody that may stop XYNTHA from working properly.  
Your health care provider may need to take blood tests to monitor for inhibitors.

Please see additional Important Safety Information on back cover and full Prescribing  
Information for XYNTHA and XYNTHA SOLOFUSE in pocket.
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Demonstrated in clinical trials to have a low 
inhibitor rate
The development of factor VIII (FVIII) inhibitors was 
evaluated in 5 clinical studies of 167 adult and pediatric 
PTPs with ≥50 exposure days: 

•  Across all studies, 2 adult PTPs and 2 pediatric PTPs (2.4%) developed  
FVIII inhibitors 

•  In the surgical study of 30 patients, 1 low-titer, persistent inhibitor  
and 1 transient, false-positive inhibitor were without significance

Selected Safety Information
•  Across all clinical studies, the most common side effects (10% or more) with XYNTHA in adult and pediatric previously treated 

patients were headache (24% of subjects), joint pain (23%), fever (23%), and cough (12%). Other side effects reported in 5%  
or more of patients were diarrhea, vomiting, and weakness.

•   XYNTHA is an injectable medicine administered by intravenous (IV) infusion. You may experience  
local irritation when infusing XYNTHA after reconstitution in XYNTHA® SOLOFUSE®.

Please see additional Important Safety Information on back cover and full Prescribing  
Information for XYNTHA and XYNTHA SOLOFUSE in pocket.
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You are encouraged to report negative side effects of prescription drugs to the FDA. Visit www.fda.gov/Medwatch or call 1-800-FDA-1088.

Pfizer Patient Assistance Program 

The Pfizer Patient Assistance Program can provide Pfizer medicines to eligible patients who meet the income eligibility 
criteria. To learn more, call 1-844-989-HEMO (4366) to reach Pfizer Hemophilia Connect. The operator can help you 
find out if you meet the eligibility requirements for the Pfizer Patient Assistance Program.
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Pfizer Hemophilia Connect— 
Your one-stop source for all Pfizer Hemophilia  
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• Insurance counseling and reimbursement support for insured patients†

• Centralized support for patients and caregivers

• Learn about community resources like Patient Affairs Liaisons

For more information about any of our programs,  
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†Patients must be commercially insured and have an FDA-approved indication to be eligible for this service.
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