
For patients with SAA in first line…

PROMACTA® (eltrombopag) + IST demonstrated proven 
hematologic responses in SAA in first line, 
with sustained response off treatment1-3

To watch videos on PROMACTA in SAA,1 including a patient 
case study, scan the QR code with your phone’s camera

Indications and Important Safety Information
Indications for PROMACTA® (eltrombopag)
PROMACTA is indicated in combination with standard immunosuppressive therapy for the first-line treatment of adult and pediatric 
patients 2 years and older with severe aplastic anemia.
PROMACTA is indicated for the treatment of patients with severe aplastic anemia who have had an insufficient response to 
immunosuppressive therapy.
Limitations of Use
PROMACTA is not indicated for the treatment of patients with myelodysplastic syndromes (MDS).
Safety and efficacy have not been established in combination with direct-acting antiviral agents used without interferon for treatment 
of chronic hepatitis C infection.
Important Safety Information for PROMACTA® (eltrombopag)

WARNING: RISK FOR HEPATIC DECOMPENSATION IN PATIENTS WITH CHRONIC HEPATITIS C 
In patients with chronic hepatitis C, PROMACTA in combination with interferon and ribavirin may increase the risk of 
hepatic decompensation.
RISK OF HEPATOTOXICITY 
PROMACTA may increase the risk of severe and potentially life-threatening hepatotoxicity. Monitor hepatic function and 
discontinue dosing as recommended.

IST, immunosuppressive therapy; SAA, severe aplastic anemia.

Patient portrayal.

Please see additional Important Safety Information for PROMACTA on pages 12 through 13 
and throughout and click here for full Prescribing Information, including Boxed WARNING, 
and Medication Guide.

Consider 
PROMACTA + IST 
as a standard of care1

https://www.novartis.us/sites/www.novartis.us/files/promacta.pdf
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See proven overall survival rate at 2 years  
with PROMACTA + IST3

Proven hematologic responses1,2

Double their chances of achieving a complete 
response by adding PROMACTA to IST1-3

For patients with SAA in first line…  

Important Safety Information for PROMACTA® (eltrombopag) (continued)
Hepatotoxicity
PROMACTA may increase the risk of severe and potentially life-threatening hepatotoxicity.
Treatment of ITP, chronic hepatitis C, and refractory severe aplastic anemia
•  Measure serum alanine aminotransferase (ALT), aspartate aminotransferase (AST), and bilirubin prior to initiation of PROMACTA, 

every 2 weeks during the dose-adjustment phase, and monthly following establishment of a stable dose

E F F I C A C Y  I N  F I R S T  L I N E

ANC, absolute neutrophil count; CsA, cyclosporine A; h-ATG, horse antithymocyte globulin; Hb, hemoglobin; NE, not 
estimable.

 * Equivalent to 2 of the following values on 2 consecutive serial blood count measurements at least 1 week apart: ANC >500/mcL, 
platelet count >20,000/mcL, or reticulocyte count >60,000/mcL.1

† Patients in all cohorts received a therapeutic dose of CsA Day 1 to 6 months.1 Following a protocol amendment, 
patients who responded at 6 months received a maintenance dose of CsA (2 mg/kg/day) for 18 months after 
discontinuation of PROMACTA.1,3 Fifteen responders in Cohort 2 (n=27/31) and 67 responders in Cohort 3 + extension 
cohort (n=69/87) received maintenance CsA.1,3

‡Of these patients, 5 were not included in analyses of hematologic response at Month 6, as they had neither reached the 
6-month assessment nor withdrawn earlier.1

Offer patients sustained response off treatment 
and overall survival1,3

44% 79%

 fComplete response was defined as hematologic 
parameters meeting all 3 of the following values on 
2 consecutive serial blood count measurements at 
least 1 week apart: ANC >1000/mcL, platelet count 
>100,000/mcL, and Hb count >10 g/dL1

the historical rate
seen with standard IST
alone (17%; n=17/102)1-3

>2x

(n=38/87; 95% CI, 33-55)

Complete response rate at 6 months 
(Cohort 3 + extension cohort)1

Overall response rate at 3 months 
(Cohort 3 + extension cohort)3

 fOverall response rate was defined as the number of 
partial responses (blood counts no longer meeting the 
standard criteria for severe pancytopenia in SAA*) plus 
complete responses1

(n=69/87; 95% CI, 69-87)

Overall response rate at 6 months 
(Cohort 3 + extension cohort)1

Rapid response as early as 3 months3

72.3%

Sustained response 18 months after patients discontinued 
treatment with PROMACTA1,3

 f The median duration of response—24.3 months—was consistent for patients 
achieving a complete response (n=46; 95% CI, 23.0-NE) or an overall response 
(n=70; 95% CI, 21.4-NE) at any time with PROMACTA + IST (Cohort 3 + extension 
cohort)1,3

For patients with a complete or partial response to PROMACTA at 
6 months (Cohort 3 + extension cohort), there was a 72.3% probability 
of maintaining a response 18 months postdiscontinuation3

(n=67; 95% CI, 57.3-82.8)

96.7% 89 of 92 patients 
in Cohort 3 + extension cohort were still alive at 24 months

3 of 4 patients  
achieved a response with PROMACTA® (eltrombopag) + IST3

vs 66% in 
the historical cohort 
receiving standard IST 
alone (n=67/102)1-3

Study Design
• Single-arm, open-label, sequential cohort trial in patients 2 years of age or older (N=153)1

• All cohorts received h-ATG Days 1 to 4 and CsA for 6 to 24 months1†

• Cohort 3 + extension cohort patients received PROMACTA Day 1 to 6 months (n=92)1‡

 - 66 patients were ≥17 years of age; 26 patients were 2 to 16 years of age

75%

(n=66/88; 95% CI, 64.6-83.6)

Please see additional Important Safety Information for PROMACTA on pages 12 through 13 and throughout  
and click here for full Prescribing Information, including Boxed WARNING, and Medication Guide.

https://www.novartis.us/sites/www.novartis.us/files/promacta.pdf
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For any patient taking PROMACTA:

The safety profile of PROMACTA is well established1

For patients with SAA in first line…  

Important Safety Information for PROMACTA® (eltrombopag) (continued)
Hepatotoxicity (continued)
Treatment of ITP, chronic hepatitis C, and refractory severe aplastic anemia (continued) 
•  PROMACTA inhibits UGT1A1 and OATP1B1, which may lead to indirect hyperbilirubinemia. If bilirubin is elevated, perform 

fractionation
•  Evaluate abnormal serum liver tests with repeat testing within 3 to 5 days. If the abnormalities are confirmed, monitor serum liver 

tests weekly until resolved or stabilized
•  Discontinue PROMACTA if ALT levels increase to ≥3 times the upper limit of normal in patients with normal liver function or 

≥3 times baseline in patients with pretreatment elevations in transaminases and are progressively increasing; or persistent for 
≥4 weeks; or accompanied by increased direct bilirubin; or accompanied by clinical symptoms of liver injury or evidence for 
hepatic decompensation

ALT, alanine aminotransferase; AST, aspartate aminotransferase.

In first line, initiate concurrently with standard IST (h-ATG + CsA)1

For patients with SAA who are of Asian ancestry (such as Chinese, Japanese, Taiwanese, Korean, 
or Thai) or those with mild, moderate, or severe hepatic impairment (Child-Pugh Class A, B, C), 
PROMACTA® (eltrombopag) should be initiated at a dose of 75 mg once daily for 6 months.

Adult and adolescent

150 mg
once daily for

6 months

aged 12 and older:

For patients with SAA who are of Asian ancestry or those with mild, moderate, or severe hepatic 
impairment (Child-Pugh Class A, B, C), PROMACTA should be initiated at a dose of 1.25 mg/kg 
once daily for 6 months.

2.5 mg/kg
once daily for

6 months

aged 2 to 5 years:

For patients with SAA who are of Asian ancestry or those with mild, moderate, or severe hepatic 
impairment (Child-Pugh Class A, B, C), PROMACTA should be initiated at a dose of 37.5 mg once 
daily for 6 months.

 Do not exceed the recommended initial dose of PROMACTA1

 A single treatment course of h-ATG should be administered intravenously at a dose of 40 mg/kg/day for 4 consecutive days 
starting Day 11

 CsA should be administered at a total daily dosage of 6 mg/kg (12 mg/kg for children under 12 years of age) from Day 1 for  
6 months1

 Patients can take PROMACTA without food or with food that is low in calcium (≤50 mg)1

 PROMACTA can be taken any time of day, at the same time each day1

 PROMACTA should be taken at least 2 hours before or 4 hours after medications such as antacids and mineral 
supplements or foods high in calcium1

75 mg
once daily for

6 months

aged 6 to 11 years:

Pediatric

Patients with SAA in first line should be started on 
the 150-mg dose of PROMACTA1

S A F E T Y  &  D O S I N G  I N  F I R S T  L I N E

a Rash and upper respiratory tract infection were the only serious adverse drug reactions experienced by ≥10% of pediatric patients.

SAA in first line (Cohort 3 + extension cohort)1

 Grade 3 and grade 4 liver function laboratory abnormalities were 15% and 2% for AST, 26% and 4% for ALT, and 12% and  
1% for bilirubin, respectively1

 Patients had bone marrow aspirates evaluated for cytogenetic abnormalities. Seven patients in Cohort 3 + extension 
cohort had a new cytogenetic abnormality reported, of which 4 had the loss of chromosome 71

Adverse Reactions
(≥5%)

Pooled Population
(n=92)

(≥10%)
Pediatric: Aged 2 to 16

(n=26)

(≥10%)
Adult: Aged 17 and Older

(n=66)

ALT increased 29% 23% 32%

AST increased 17% 12% 20%

Blood bilirubin increased 17% 12% 20%

Rasha 8% 12% (6%)

Skin discoloration including 
hyperpigmentation 5% N/A N/A

a Rash and upper respiratory tract infection were the only serious adverse drug reactions experienced by ≥10% of pediatric patients.

Please see additional Important Safety Information for PROMACTA on pages 12 through 13 and throughout  
and click here for full Prescribing Information, including Boxed WARNING, and Medication Guide.

https://www.novartis.us/sites/www.novartis.us/files/promacta.pdf
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Important Safety Information for PROMACTA® (eltrombopag) (continued)
Hepatotoxicity (continued)
Treatment of ITP, chronic hepatitis C, and refractory severe aplastic anemia (continued) 
•  If the potential benefit for reinitiating treatment with PROMACTA outweighs the risk for hepatotoxicity, then consider 

cautiously reintroducing PROMACTA and measure serum liver tests weekly during the dose-adjustment phase. Hepatotoxicity 
may reoccur if PROMACTA is reinitiated. If liver test abnormalities persist, worsen, or recur, then permanently discontinue 
PROMACTA

Initial Phase Extension Phase

57%
(n=8/14)

achieved a
multilineage responsea

50%
(n=4/8)

achieved a
trilineage response

All 4 patients tapered 
and maintained a 

trilineage response

40%
(n=17/43)

achieved a
hematologic response

PROMACTA monotherapy provided a sustained 
multilineage response1

Hematopoiesis maintained after discontinuation1,4

aThree of the 17 eligible patients did not enter the extension phase.4

 A multilineage response is defined as an increase in production in ≥2 of the 
following hematologic markers: Platelets, white blood cells, and red blood cells4,5

Median platelet  
transfusion-free period: 200 days

(6.6 months; range, 8-1096 days)

Median red blood cell 
 transfusion-free period: 208 days

(6.8 months; range, 15-1082 days)

Median transfusion-free period was >6 months1

R E F R A C T O R Y  S A A  E F F I C A C Y ,  S A F E T Y ,  &  D O S I N G

Study Design 
• Prospective, open-label, nonrandomized, single-arm, dose-modification, investigator-sponsored study conducted by the NIH to assess the safety and efficacy of 

PROMACTA in patients with SAA and IST-refractory thrombocytopenia (N=43)1,4,5

• Primary end point was hematologic response at Week 12 or Week 16, defined by meeting 1 or more of the following criteria1,5: 
 - Platelet count increase to 20,000/mcL above baseline or stable platelet counts with transfusion independence for a minimum of 8 weeks 
 - Hb count increase >1.5 g/dL for patients with pretreatment Hb count <9 g/dL or a reduction in ≥4 units of red blood cell transfusions for 8 consecutive weeks                                                                      
 - ANC increase of 100% or >500/mcL 

• Patients who responded in the initial phase were eligible to continue therapy in an extension phase1,4

• Patients had a median age of 45 years and either had an insufficient response to at least 1 prior course of IST or were relapsed/refractory and had responded to at 
least 1 prior cycle of IST but were refractory to the most recent course of IST1,5

The safety profile of PROMACTA is well established1

Refractory SAA1 

Adverse Reactions 
(≥10%)

PROMACTA  
(N=43)

Adverse Reactions 
(≥10%)

PROMACTA  
(N=43)

Nausea 33% Dizziness 14%

Fatigue 28% Oropharyngeal pain 14%

Cough 23% Abdominal pain 12%

Diarrhea 21% Muscle spasms 12%

Headache 21% Transaminases increased 12%

Pain in extremity 19% Arthralgia 12%

Pyrexia 14% Rhinorrhea 12%

NIH, National Institutes of Health.

For patients with refractory SAA…  

 For patients with SAA who are of Asian ancestry or have mild, moderate, or severe hepatic 
impairment, PROMACTA should be initiated at a reduced dose of 25 mg once daily.

Initiate PROMACTA monotherapy at1:

50 mg
once daily

 Adjust the dose to maintain a platelet count ≥50,000/mcL. Do not exceed 150 mg per day

 If new cytogenetic abnormalities are observed, consider discontinuation of PROMACTA® (eltrombopag)1

 Patients had bone marrow aspirates evaluated for cytogenetic abnormalities1

•  Eight patients had a new cytogenetic abnormality reported while on therapy, including 5 patients who had complex 
changes in chromosome 7

Please see additional Important Safety Information for PROMACTA on pages 12 through 13 and throughout  
and click here for full Prescribing Information, including Boxed WARNING, and Medication Guide.

https://www.novartis.us/sites/www.novartis.us/files/promacta.pdf
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PROMACTA works synergistically with endogenous 
TPO for a trilineage response1,5,6

SAA is characterized by at 
least 2 of the following7:

 Impaired red blood cell production

 Impaired white blood cell production

 Impaired platelet production

Patient portrayal.

Important Safety Information for PROMACTA® (eltrombopag) (continued)
Hepatotoxicity (continued)
First-line treatment of severe aplastic anemia 
• ALT, AST, and bilirubin should be measured prior to initiation of PROMACTA 
•  During treatment, increases in ALT levels should be managed based on recommendation in Dosing and Administration 

section for hepatic impairment

To learn more about the mechanism of  
action of PROMACTA® (eltrombopag), 
scan the QR code with your phone’s camera

M E C H A N I S M  O F  A C T I O N

Erythrocytes
(Red Blood Cells)

TPO Receptor

PROMACTA

Platelets

Neutrophils
(White Blood Cells)

Megakaryocyte and 
Erythroid Progenitor

Megakaryocyte and 
Erythroid Progenitor

Granulocyte-
Macrophage 

Progenitor

 Erythroid
Progenitor

Mature
Megakaryocyte

Committed
Precursor Cells

Stem Cell

Bone

Lineage-
Committed CellsGranulocyte

Progenitor

TPO EPO G-CSF PROMACTA

PROMACTA has been proven to effectively restore 
bone marrow cellularity1,5,6

EPO, erythropoietin; G-CSF, granulocyte colony-stimulating factor; TPO, thrombopoietin.

Illustration for representative purposes only.

Please see additional Important Safety Information for PROMACTA on pages 12 through 13 and throughout  
and click here for full Prescribing Information, including Boxed WARNING, and Medication Guide.

https://www.novartis.us/sites/www.novartis.us/files/promacta.pdf
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C O M P R E H E N S I V E  P A T I E N T  S U P P O R T

HCP, health care professional.

Brought to you by Novartis Oncology Patient Support

PROMACTA offers excellent coverage and 
affordability options for patients

Privately/  
Commercially Insured

Medicare/  
Medicaid

Uninsured/ 
 Underinsured

14-Day Sample Program

Free Trial Program

Voucher Program

Universal Co-pay Pr ogram

PANO

Patient Navigator Program

NPAF

Have your patients text 
SAVINGS to 34039

Patient Assistance Now Oncology 

* Limitations apply. This offer is only available to patients with private insurance. The program is not available for patients who are enrolled in Medicare, Medicaid, or any 
other federal or state health care program. Novartis reserves the right to rescind, revoke, or amend this program without notice. For full Terms and Conditions, visit 
Copay.NovartisOncology.com or call 1-877-577-7756.

† Based on 22,616 approved claims identified between January 1, 2020 and December 31, 2020 for all relevant payers, including commercial, government, and/or other  
third-party support.9 Patients with government insurance are not eligible for the Universal Co-pay Program; any information about these patients’ co-pay may be a function  
of their specific benefit design as applicable to the product.

Novartis Oncology Patient Support
The right resources at the right time.

 Novartis Oncology Patient Support is designed to help meet the needs of patients and caregivers by making it easier  
to access Novartis Oncology medicine(s). Our patient support programs include financial assistance, information about 
lifestyle support, and more

14-Day Sample Program

Free Trial Program

 Patient Assistance Now Oncology (PANO) is a support center consisting of dedicated case managers who provide 
information to patients and HCPs regarding coverage and costs of medicines specific to a patient’s insurance plan. These 
case managers also help direct callers to additional Novartis Oncology Patient Support programs that best fit their needs

 The PROMACTA 14-day free trial is designed to provide a temporary supply of medicine that will allow patients to begin 
therapy quickly for a US Food and Drug Administration–approved indication. Eligible patients with a valid prescription 
can receive a free trial supply via mail. (Eligibility may vary)

 You can help your patients apply for this program by submitting the Novartis Service Request Form, available at  
HCP.Novartis.com/Access

Patients may be eligible for co-pay savings on their next prescription of PROMACTA.9

 Eligible patients with private insurance may pay $0 per month

 Novartis will pay the remaining co-pay, up to $15,000 per calendar year, per product*

 Your patients can learn if they are eligible for the Novartis Oncology Universal Co-pay  
Program by visiting Copay.NovartisOncology.com or calling 1-877-577-7756

Universal Co-pay Program

 ‡Patient Navigator services do not involve the practice of nursing or provide clinical advice and counseling. Medical inquiries will be directed to HCP or office staff.
 §Must be prescribed a Novartis Oncology medicine for an approved indication that is offered within the Patient Navigator Program.

 The Novartis Patient Navigators are a dedicated team of specialists who support eligible patients during their treatment 
journeys‡

 Patients receive a series of phone calls from a specially trained navigator who will support and guide them through various 
aspects of taking their prescribed medicines§

Patient Navigator Program

|| Exceptions exist for individuals with limited prescription coverage. Please be advised that access to the medicines distributed through NPAF is free of charge to all eligible patients.

 The Novartis Patient Assistance Foundation, Inc. (NPAF), an independent charitable organization, may provide financial 
assistance for Novartis Oncology medicine(s) to patients experiencing financial hardship with limited or no prescription 
coverage. Patients who meet the following eligibility requirements may be qualified to receive Novartis medicine(s) at no cost: 

 • US resident
• Proof of income that meets the financial eligibility requirement 
• Limited or no prescription coverage||

 New patients seeking NPAF assistance are required to submit the PANO Service Request Form 

 To learn more, call NPAF at 1-800-277-2254 or visit PAP.Novartis.com

Financial assistance may be available for eligible underinsured 
or uninsured patients

 Help your patients start on Day 1 with a free 14-day sample pack of PROMACTA1

 Contact your Novartis sales specialist for samples

~99% of patients have PROMACTA® (eltrombopag) 
included on their health plan’s formulary8 

70% of Medicare and commercial patients 
pay ≤$50 out of pocket for PROMACTA9*†

Help your patients start on Day 11: Contact your Novartis 
representative about our sample and voucher program

To learn more about support for 
your patients, call 1-800-282-7630 or 

visit HCP.Novartis.com/Access

PROMACTA

Please see Important Safety Information for PROMACTA on pages 12 through 13 and throughout  
and click here for full Prescribing Information, including Boxed WARNING, and Medication Guide.

https://www.HCP.Novartis.com/Access
https://www.Copay.NovartisOncology.com
http://www.PAP.Novartis.com
https://www.HCP.Novartis.com/Access
https://www.novartis.us/sites/www.novartis.us/files/promacta.pdf
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I M P O R T A N T  S A F E T Y  I N F O R M A T I O N

Indications and Important Safety Information
Indications for PROMACTA® (eltrombopag)
PROMACTA is indicated in combination with standard immunosuppressive therapy for the first-line treatment of adult 
and pediatric patients 2 years and older with severe aplastic anemia.
PROMACTA is indicated for the treatment of patients with severe aplastic anemia who have had an insufficient response 
to immunosuppressive therapy.
Limitations of Use
PROMACTA is not indicated for the treatment of patients with myelodysplastic syndromes (MDS).
Safety and efficacy have not been established in combination with direct-acting antiviral agents used without interferon 
for treatment of chronic hepatitis C infection.
Important Safety Information for PROMACTA® (eltrombopag)

WARNING: RISK FOR HEPATIC DECOMPENSATION IN PATIENTS WITH CHRONIC HEPATITIS C
In patients with chronic hepatitis C, PROMACTA in combination with interferon and ribavirin may increase 
the risk of hepatic decompensation.
RISK OF HEPATOTOXICITY
PROMACTA may increase the risk of severe and potentially life-threatening hepatotoxicity. Monitor 
hepatic function and discontinue dosing as recommended.

Hepatotoxicity
PROMACTA may increase the risk of severe and potentially life-threatening hepatotoxicity.
Treatment of ITP, chronic hepatitis C, and refractory severe aplastic anemia
•  Measure serum alanine aminotransferase (ALT), aspartate aminotransferase (AST), and bilirubin prior to initiation of 

PROMACTA, every 2 weeks during the dose-adjustment phase, and monthly following establishment of a stable dose
•  PROMACTA inhibits UGT1A1 and OATP1B1, which may lead to indirect hyperbilirubinemia. If bilirubin is elevated, 

perform fractionation
•  Evaluate abnormal serum liver tests with repeat testing within 3 to 5 days. If the abnormalities are confirmed, monitor 

serum liver tests weekly until resolved or stabilized
•  Discontinue PROMACTA if ALT levels increase to ≥3 times the upper limit of normal in patients with normal liver 

function or ≥3 times baseline in patients with pretreatment elevations in transaminases and are progressively 
increasing; or persistent for ≥4 weeks; or accompanied by increased direct bilirubin; or accompanied by clinical 
symptoms of liver injury or evidence for hepatic decompensation

•  If the potential benefit for reinitiating treatment with PROMACTA outweighs the risk for hepatotoxicity, then consider 
cautiously reintroducing PROMACTA and measure serum liver tests weekly during the dose-adjustment phase. 
Hepatotoxicity may reoccur if PROMACTA is reinitiated. If liver test abnormalities persist, worsen, or recur, then 
permanently discontinue PROMACTA

First-line treatment of severe aplastic anemia
•  ALT, AST, and bilirubin should be measured prior to initiation of PROMACTA
•  During treatment, increases in ALT levels should be managed based on recommendation in Dosing and Administration 

section for hepatic impairment
Thrombotic/Thromboembolic Complications
•  Thrombotic/thromboembolic complications may result from increases in platelet counts with PROMACTA
•  Reported thrombotic/thromboembolic complications included both venous and arterial events, and were observed at 

low and at normal platelet counts
•  Portal vein thrombosis has been reported in patients with chronic liver disease receiving PROMACTA
•  To minimize the risk for thrombotic/thromboembolic complications, do not use PROMACTA in an attempt to normalize 

platelet counts. Follow the dose-adjustment guidelines to achieve and maintain target platelet counts
Increased Risk of Death and Progression of Myelodysplastic Syndromes (MDS) to Acute Myeloid Leukemia (AML)
•  In a clinical trial of patients with intermediate- to high-risk MDS and thrombocytopenia receiving PROMACTA, an 

increased number of progressions from MDS to AML and deaths have been observed compared to placebo
•  PROMACTA is not indicated for the treatment of patients with MDS
Cataracts
•  Development or worsening of cataracts with PROMACTA has been reported with a frequency of 5% to 11% in 6 clinical 

studies
•  Perform a baseline ocular examination prior to initiating PROMACTA. Regularly monitor patients for signs and 

symptoms of cataracts while on PROMACTA
Laboratory Monitoring
•   Monitor serum liver tests
•  Monitor clinical hematology tests regularly throughout therapy with PROMACTA and modify the dosage regimen of 

PROMACTA based on platelet counts
•  Hematologic response may take up to 16 weeks after starting PROMACTA. If no hematologic response has occurred 

after 16 weeks with PROMACTA, discontinue therapy

Drug/Drug and Drug/Food Interactions
•  PROMACTA must be taken at least 2 hours before or 4 hours after any medications or products containing polyvalent 

cations such as antacids, calcium-rich foods, and mineral supplements
•  Take PROMACTA without a meal or with a meal low in calcium (≤50 mg)
Adverse Reactions
Across all indications, the most common adverse reactions (≥20% in any indication) were anemia, nausea, pyrexia, ALT 
increased, cough, fatigue, headache, and diarrhea.
The most common adverse reactions (≥5%) in a single-arm trial of 92 patients 2 years and older with severe aplastic 
anemia (SAA) who had not received prior immunosuppressive therapy were increased ALT (29%) and AST (17%), blood 
bilirubin increased (17%), rash (8%), and skin discoloration including hyperpigmentation (5%). Upper respiratory infection, 
particularly in pediatric patients, was also reported. The most common adverse reactions (≥20%) in a single-arm, open-
label trial in 43 patients with refractory SAA who received PROMACTA were nausea (33%), fatigue (28%), cough (23%), 
diarrhea (21%), and headache (21%). In this trial, patients had bone marrow aspirates evaluated for cytogenetic 
abnormalities. Eight patients had a new cytogenetic abnormality reported, including 5 patients who had complex 
changes in chromosome 7. If new cytogenetic abnormalities are observed, consider discontinuation of PROMACTA.

References:
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3.  Data on file. Study ETB115AUS01T 120-day update. Novartis Pharmaceuticals Corp; July 2018.
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In SAA in first line

PROMACTA demonstrated 
proven responses in first line 
and in refractory SAA1,2,4

 Complete response: 44% at 6 months with PROMACTA® 
(eltrombopag) + standard IST (n=38/87; 95% CI, 33-55), >2x the 
historical rate of 17% with standard IST alone (n=17/102)1-3

 Overall response: 79% at 6 months with PROMACTA + standard 
IST (n=69/87; 95% CI, 69-87) vs 66% with standard IST alone in 
the historical cohort (n=67/102)1-3

 Rapid response: 75% overall response rate at 3 months with 
PROMACTA + standard IST (n=66/88; 95% CI, 64.6-83.6)3

 Sustained response off treatment: 72.3% probability of 
maintaining a response at 18 months after discontinuation of 
PROMACTA (n=67; 95% CI, 57.3-82.8) among patients with a 
complete or partial response to PROMACTA at 6 months3

In refractory SAA
 40% of patients demonstrated a hematologic response1,4

 57% of responders who continued to the extension phase 
experienced a multilineage response1,4

 50% of these patients maintained a trilineage response after 
tapering off of PROMACTA1,4

Safety and dosing with 
PROMACTA
 Increased ALT (29%), increased AST (17%), and increased blood 
bilirubin (17%) were reported more frequently in patients with 
SAA in first line (Cohort 3 + extension cohort) than in patients 
with refractory SAA1

 PROMACTA provides the convenience of once-daily oral 
dosing1

Indications and Important Safety Information
Indications for PROMACTA® (eltrombopag)
PROMACTA is indicated in combination with standard 
immunosuppressive therapy for the first-line treatment of 
adult and pediatric patients 2 years and older with severe 
aplastic anemia.
PROMACTA is indicated for the treatment of patients 
with severe aplastic anemia who have had an insufficient 
response to immunosuppressive therapy.
Limitations of Use
PROMACTA is not indicated for the treatment of patients 
with myelodysplastic syndromes (MDS).
Safety and efficacy have not been established in 
combination with direct-acting antiviral agents used 
without interferon for treatment of chronic hepatitis C 
infection.
Important Safety Information for PROMACTA® 
(eltrombopag)

WARNING: RISK FOR HEPATIC DECOMPENSATION 
IN PATIENTS WITH CHRONIC HEPATITIS C
In patients with chronic hepatitis C, PROMACTA 
in combination with interferon and ribavirin may 
increase the risk of hepatic decompensation.
RISK OF HEPATOTOXICITY
PROMACTA may increase the risk of severe  
and potentially life-threatening hepatotoxicity.  
Monitor hepatic function and discontinue dosing 
as recommended.

Patient portrayal.

Novartis Pharmaceuticals Corporation
East Hanover, New Jersey 07936-1080  © 2022 Novartis 3/22 194494

Please see additional Important Safety Information for PROMACTA on pages 12 through 13 and throughout  
and click here for full Prescribing Information, including Boxed WARNING, and Medication Guide.

For patients with SAA in first line… 
Consider PROMACTA + IST as a standard of care1

https://www.novartis.us/sites/www.novartis.us/files/promacta.pdf



