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Delivering a customized
IgIV experience
Please see Full Prescribing Information,
including BOXED WARNING, available at
octa10hcp.com.

Alternate Site

Immune Globulin
Intravenous (Human) 10%
Liquid Preparation

Available in 4 vial sizes to help meet
the individual needs of your patients1

For your adult patients with chronic Immune Thrombocytopenic Purpura (ITP)

Why choose OCTAGAM 10%?

•

Size

2 g/20 mL

5 g/50 mL

10 g/100 mL

20 g/200 mL

NDC

68982-850-01

68982-850-02

68982-850-03

68982-850-04

The J Code for OCTAGAM 10% is J15683

Indication and usage
A range of infusion rates, starting at 1 mg/kg/min up to a maximum of
≤12 mg/kg/min, as tolerated1,2

OCTAGAM® 10% [Immune Globulin Intravenous (Human)] liquid is indicated for adult patients
with chronic immune thrombocytopenic purpura (ITP) to rapidly raise platelet counts to control or
prevent bleeding.

The most common adverse reactions reported in >5% of subjects during
a clinical trial were headache, fever, and increased heart rate1*

Selected Safety Information
WARNING: THROMBOSIS, RENAL DYSFUNCTION, AND ACUTE RENAL FAILURE

In a clinical study there was a sustained response in adults with chronic ITP1,2*
– 82% response (platelet count at least 50 x 109/L) within 7 days of the first infusion
– Median duration of response was 12 days
– Pre-medication to alleviate potential adverse drug reactions was allowed and was
only administered to 1 (0.9%) of the 116 patients

Ready-to-use liquid formulation1
– 2-year shelf life when kept refrigerated +2ºC to +8ºC (36ºF to 46ºF)
– May be stored up to 9 months at room temperature within
the first 12 months of shelf life
– After storage at room temperature, the product must be
used or discarded

*OCTAGAM 10% was investigated in a prospective phase 3 study of 116 adult patients
with ITP (platelet count ≤20 x 109/L). Sixty-six patients had chronic ITP and 49 were newly
diagnosed. Patients received OCTAGAM 10% 1 g/kg/day on 2 consecutive days, and the
infusion rate was adjusted according to tolerability to a maximum of 12 mg/kg/min.1,2

• Thrombosis may occur with immune globulin intravenous (IgIV) products, including

OCTAGAM 10% liquid. Risk factors may include: advanced age, prolonged immobilization,
hypercoagulable conditions, history of venous or arterial thrombosis, use of estrogens,
indwelling central vascular catheters, hyperviscosity, and cardiovascular risk factors.
Thrombosis may occur in the absence of known risk factors.
• Renal dysfunction, acute renal failure, osmotic nephrosis, and death may occur in

predisposed patients who receive IgIV products, including OCTAGAM 10% liquid.
Patients predisposed to renal dysfunction include those with a degree of pre-existing
renal insufficiency, diabetes mellitus, age greater than 65, volume depletion, sepsis,
paraproteinemia, or patients receiving known nephrotoxic drugs. Renal dysfunction
and acute renal failure occur more commonly in patients receiving IgIV products
containing sucrose. OCTAGAM 10% liquid does not contain sucrose.
• For patients at risk of thrombosis, renal dysfunction, or acute renal failure, administer

OCTAGAM 10% liquid at the minimum dose and infusion rate practicable. Ensure
adequate hydration in patients before administration. Monitor for signs and symptoms
of thrombosis and assess blood viscosity in patients at risk for hyperviscosity.

Please see additional Important Safety Information throughout,
and Full Prescribing Information, including BOXED WARNING, available at octa10hcp.com.

Immune Globulin
Intravenous (Human) 10%
Liquid Preparation

Total infusion time based on rate of infusion
It is recommended that OCTAGAM 10% be started at 1 mg/kg/min and continued at
the infusion rates stated below, at least until you have had adequate experience with a
given patient.1*
Ramp up infusion rate at 30-minute intervals if previous rate is tolerated
2.8

HOURS

14

Things to consider when infusing patients1
•

Monitor the patient carefully throughout the infusion.
Certain adverse drug reactions may be related to the
rate of infusion. Slowing or stopping the infusion
usually allows the symptoms to disappear promptly.
Once the symptoms subside, the infusion may then
be resumed at a lower rate

•

Ensure that patients with pre-existing renal
insufficiency are not volume-depleted

Max 12 mg/kg/min

12

3.1

HOURS

mg/kg/min

10

Max 8 mg/kg/min

8

4.8

HOURS

6

Max 4 mg/kg/min
Max 2 mg/kg/min

4

– Discontinue OCTAGAM 10% if renal function deteriorates

8.6

HOURS
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For patients at risk of renal dysfunction or thrombotic
events, administer OCTAGAM 10% at the minimum
dose and infusion rate practicable

Hours

*The figure above is based on the ramp-up schedule for OCTAGAM 10% valid for a 1 g/kg dose.

Selected Safety Information

Selected Safety Information

OCTAGAM 10% liquid is contraindicated in patients who have a history of severe systemic
hypersensitivity reactions, such as anaphylaxis, to human immunoglobulin and in IgA-deficient
patients with antibodies against IgA and history of hypersensitivity.

Hyperproteinemia, increased serum osmolarity, and hyponatremia may occur in patients receiving
OCTAGAM 10% liquid.

OCTAGAM 10% liquid may cause hypersensitivity in patients with a corn allergy. OCTAGAM 10%
liquid contains maltose, which is derived from corn.

Hemolysis that is either intravascular or due to enhanced red blood cell sequestration can develop
subsequent to treatment with OCTAGAM 10% liquid. Risk factors for hemolysis include high doses
and non–O-blood group. Closely monitor patients for hemolysis and hemolytic anemia.

Monitor renal function, including blood urea nitrogen and serum creatinine, and urine output in
patients at risk of developing acute renal failure.

Aseptic meningitis syndrome may occur in patients receiving OCTAGAM 10% liquid, especially with
high doses or rapid infusion.

Falsely elevated blood glucose readings may occur during and after the infusion of OCTAGAM 10%
liquid with testing by some glucometers and test strip systems.

Monitor patients for pulmonary adverse reactions (transfusion-related acute lung injury [TRALI]).
Please see additional Important Safety Information throughout,
and Full Prescribing Information, including BOXED WARNING, available at octa10hcp.com.

Indication and usage
OCTAGAM® 10% [Immune Globulin Intravenous (Human)] liquid is indicated for adult patients with chronic
immune thrombocytopenic purpura (ITP) to rapidly raise platelet counts to control or prevent bleeding.
Important Safety Information
WARNING: THROMBOSIS, RENAL DYSFUNCTION, AND ACUTE RENAL FAILURE
Thrombosis may occur with immune globulin intravenous (IgIV) products, including
OCTAGAM 10% liquid. Risk factors may include: advanced age, prolonged immobilization,
hypercoagulable conditions, history of venous or arterial thrombosis, use of estrogens,
indwelling central vascular catheters, hyperviscosity, and cardiovascular risk factors.
Thrombosis may occur in the absence of known risk factors.
• Renal dysfunction, acute renal failure, osmotic nephrosis, and death may occur in predisposed
patients who receive IgIV products, including OCTAGAM 10% liquid. Patients predisposed
to renal dysfunction include those with a degree of pre-existing renal insufficiency, diabetes
mellitus, age greater than 65, volume depletion, sepsis, paraproteinemia, or patients
receiving known nephrotoxic drugs. Renal dysfunction and acute renal failure occur more
commonly in patients receiving IgIV products containing sucrose. OCTAGAM 10% liquid does
not contain sucrose.
• For patients at risk of thrombosis, renal dysfunction, or acute renal failure, administer
OCTAGAM 10% liquid at the minimum dose and infusion rate practicable. Ensure adequate
hydration in patients before administration. Monitor for signs and symptoms of thrombosis
and assess blood viscosity in patients at risk for hyperviscosity.
•

Equipped to support you
and your patients
in the home infusion and infusion clinic setting

D O S I N G A N D A D M I N I S T R AT I O N G U I D E

OC TAGA M DOSING A N D
A D M IN I ST R ATIO N G U I D E
A pocket-sized, spiral-bound reference guide that includes detailed
dosing, preparation, handling, and patient-counseling information.

Please see Full Prescribing Information,
including BOXED WARNING, in pocket.

Alternate Site

P R E PA R AT I O N A N D H A N D L I N G

Indication and usage
OCTAGAM® 5% [Immune Globulin Intravenous (Human)] liquid is indicated for patients with primary humoral immunodeficiency (PI).

Available in 5 vial sizes to help meet the individual needs of your patients1
Size

1 g/20 mL

2.5 g/50 mL

5 g/100 mL

10 g/200 mL

25 g/500 mL

NDC

68982-840-01

68982-840-02

68982-840-03

68982-840-04

68982-840-05*

*Manufacturing site
Octapharma Vienna only.

• The J Code for OCTAGAM 5% is J15682

Ready-to-use liquid formulation1
• May be stored for 24 months at +2°C to +25°C (36°F to 77°F)

OCTAGAM 10% liquid is contraindicated in patients who have a history of severe systemic hypersensitivity
reactions, such as anaphylaxis, to human immunoglobulin and in IgA-deficient patients with antibodies
against IgA and history of hypersensitivity.
OCTAGAM 10% liquid may cause hypersensitivity in patients with a corn allergy. OCTAGAM 10% liquid
contains maltose, which is derived from corn.
Monitor renal function, including blood urea nitrogen and serum creatinine, and urine output in patients at
risk of developing acute renal failure.
Falsely elevated blood glucose readings may occur during and after the infusion of OCTAGAM 10% liquid
with testing by some glucometers and test strip systems.
Hyperproteinemia, increased serum osmolarity, and hyponatremia may occur in patients receiving OCTAGAM
10% liquid.
Hemolysis that is either intravascular or due to enhanced red blood cell sequestration can develop subsequent
to treatment with OCTAGAM 10% liquid. Risk factors for hemolysis include high doses and non–O-blood
group. Closely monitor patients for hemolysis and hemolytic anemia.
Aseptic meningitis syndrome may occur in patients receiving OCTAGAM 10% liquid, especially with high
doses or rapid infusion.
Monitor patients for pulmonary adverse reactions (transfusion-related acute lung injury [TRALI]).
OCTAGAM 10% liquid is made from human plasma and may contain infectious agents, eg, viruses and,
theoretically, the Creutzfeldt-Jakob disease agent.
The most common adverse reactions reported in >5% of subjects during a clinical trial were headache, fever,
and increased heart rate. The most serious adverse reaction in treatment with OCTAGAM 10% liquid during a
clinical trial was headache.
Please see Full Prescribing Information, including BOXED WARNING, available at octa10hcp.com.

OC TAGA M PH A R M AC IST B ROC H U R E
A brochure that provides basic, valuable information for pharmacists.
Includes vial sizes, J code, and infusion times.
Together Pfizer Alternate Site and Octapharma

Delivering a customized
IgIV experience

Alternate Site

Alternate Site

Through the partnership between Pfizer Alternate Site and Octapharma

Ready-to-use liquid formulation

1,2

A range of infusion rates,
starting at 1 mg/kg/min
up to a maximum of
≤12 mg/kg/min,
as tolerated

Available in
4 vial sizes
to help meet the
individual needs of
your patients

Within the first
12 months of this
shelf life, the product
may be stored
up to 9 months at
≤+25ºC (77ºF)

Immune Globulin
Intravenous (Human) 10%
Liquid Preparation

Selected Safety Information
OCTAGAM 10% liquid is made from human plasma and may contain infectious agents,
eg, viruses and, theoretically, the Creutzfeldt-Jakob disease agent.
The most common adverse reactions reported in >5% of subjects during a clinical trial were
headache, fever, and increased heart rate. The most serious adverse reaction in treatment with
OCTAGAM 10% liquid during a clinical trial was headache.
Please see additional Important Safety Information throughout, and Full Prescribing Information,
including BOXED WARNING, available at octa10hcp.com.
References: 1. OCTAGAM 10% [prescribing information]. Hoboken, NJ: Octapharma USA Inc; May 2018. 2. Robak T, Mainau C, Pyringer B, et al.
Efficacy and safety of a new intravenous immunoglobulin 10% formulation (octagam® 10%) in patients with immune thrombocytopenia. Hematology.
2010;15(5):351-359. 3. HCPCS codes. Hcpcs.codes/j-codes/J1568. Accessed July 25, 2018.
For all inquiries relating to drug safety, or to report adverse events, please contact the Octapharma USA Safety Officer:
Office: 201-604-1137 l Cell: 201-772-4546 l Fax: 201-604-1141 or contact the FDA at 1-800-FDA-1088 or www.fda.gov/medwatch
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