
*�From the United States Renal Data System in all prevalent patients receiving maintenance dialysis during 2022 (hemodialysis, n=475,142; peritoneal 
dialysis, n=66,184). Analyses for Hb levels, erythropoiesis-stimulating agent (ESA) use, and iron use were derived from End Stage Renal Disease Quality 
Reporting System and Medicare claims. Analyses for blood transfusion events were derived from Medicare claims data.1 

CKD=chronic kidney disease; Hb=hemoglobin.

~1 out of 4 patients with CKD on dialysis 
fall below the target Hb range 
of 10 to 11 g/dL1* 
Achieving and sustaining target Hb levels is critical for 
these patients.

AT ANY GIVEN MOMENT,

Vafseo is an oral option that may help control Hb levels in adults  
with anemia due to CKD on dialysis for at least 3 months.2

SEE WHO MAY BENEFIT FROM TREATMENT WITH ORAL VAFSEO

Please see additional Important Safety Information throughout and click here for the Full Prescribing 
Information, including BOXED WARNING and Medication Guide.

Dialysis Patient Profile

INDICATION
VAFSEO is indicated for the treatment of anemia due to chronic kidney disease (CKD) in adults who have been 
receiving dialysis for at least three months.
Limitations of Use
• VAFSEO has not been shown to improve quality of life, fatigue, or patient well-being.
• VAFSEO is not indicated for use:
 o As a substitute for red blood cell transfusions in patients who require immediate correction of anemia. 
 o In patients with anemia due to CKD not on dialysis. 

IMPORTANT SAFETY INFORMATION about VAFSEO (vadadustat) tablets

WARNING: INCREASED RISK OF DEATH, MYOCARDIAL INFARCTION, STROKE,  
VENOUS THROMBOEMBOLISM, and THROMBOSIS OF VASCULAR ACCESS.

VAFSEO increases the risk of thrombotic vascular events, including major adverse cardiovascular 
events (MACE). 
Targeting a hemoglobin level greater than 11 g/dL is expected to further increase the risk of death  
and arterial and venous thrombotic events, as occurs with erythropoietin stimulating agents (ESAs), 
which also increase erythropoietin levels. 
No trial has identified a hemoglobin target level, dose of VAFSEO, or dosing strategy that does not 
increase these risks. 
Use the lowest dose of VAFSEO sufficient to reduce the need for red blood cell transfusions. 

https://www.vafseohcp.com/pdf/prescribing-information.pdf


meet Victor
A 65-year-old retired science teacher  
diagnosed with anemia due to CKD

� Undergoing in-center 
hemodialysis (6 months)

Receiving IV ESA and  
IV iron (5 months)

medical history

Suffered a 
cerebrovascular 
event 4 months ago

No history of uncontrolled 
hypertension, liver disease, 
or active malignancy

Transplant 
candidate

lab results current treatment

Hb Level:
9.1 g/dL

Iron Status:
TSAT=23% 

Serum ferritin=746 ng/mL

Dialysis Patient Profile

CKD=chronic kidney disease; ESA=erythropoiesis-stimulating agent; Hb=hemoglobin; HIF-PHI=hypoxia-inducible  
factor prolyl hydroxylase inhibitor; IV=intravenous; TSAT=transferrin saturation.

• �Known hypersensitivity to VAFSEO or any of  
its components 

• Uncontrolled hypertension
WARNINGS AND PRECAUTIONS 
• �Increased Risk of Death, Myocardial Infarction 

(MI), Stroke, Venous Thromboembolism, and 
Thrombosis of Vascular Access
A rise in hemoglobin (Hb) levels greater than  
1 g/dL over 2 weeks can increase these risks. Avoid  
in patients with a history of MI, cerebrovascular event, 
or acute coronary syndrome within the 3 months prior 
to starting VAFSEO. Targeting a Hb level of greater 
than 11 g/dL is expected to further increase the risk  
of death and arterial and venous thrombotic events. 
Use the lowest effective dose to reduce the need for 
red blood cell (RBC) transfusions. Adhere to dosing 
and Hb monitoring recommendations to avoid 
excessive erythropoiesis. 

• �Hepatotoxicity
Hepatocellular injury attributed to VAFSEO was 
reported in less than 1% of patients, including one 
severe case with jaundice. Elevated serum ALT, AST, 
and bilirubin levels were observed in 1.8%, 1.8%, 
and 0.3% of CKD patients treated with VAFSEO, 
respectively. Measure ALT, AST, and bilirubin before 
treatment and monthly for the first 6 months, then 
as clinically indicated. Discontinue VAFSEO if ALT 
or AST is persistently elevated or accompanied by 
elevated bilirubin. Not recommended in patients with 
cirrhosis or active, acute liver disease.

Please see additional Important Safety Information throughout and click here for the Full Prescribing 
Information, including BOXED WARNING and Medication Guide.

IMPORTANT SAFETY INFORMATION (cont.) 

CONTRAINDICATIONS

Hypothetical patient profile.  
Not an actual patient. 

https://www.vafseohcp.com/pdf/prescribing-information.pdf


Please see additional Important Safety Information throughout and click here for the Full 
Prescribing Information, including BOXED WARNING and Medication Guide.

Hypothetical patient profile.  
Not an actual patient. 

��I’m doing everything I can  
with my doctor to raise 

my hemoglobin level,  
but it remains low.

Discover Vafseo—a HIF-PHI studied 
in a wide range of adult patients on 

chronic maintenance dialysis2,3

• �Hypertension
Worsening of hypertension was reported in 14% 
of VAFSEO and 17% of darbepoetin alfa patients. 
Serious worsening of hypertension was reported in 
2.7% of VAFSEO and 3% of darbepoetin alfa patients. 
Cases of hypertensive crisis, including hypertensive 
encephalopathy and seizures, have also been reported 
in patients receiving VAFSEO. Monitor blood pressure. 
Adjust anti-hypertensive therapy as needed.  

• �Seizures
Seizures occurred in 1.6% of VAFSEO and 1.6%  
of darbepoetin alfa patients. Monitor for new-onset 
seizures, premonitory symptoms, or change in  
seizure frequency.

• �Gastrointestinal (GI) Erosion  
Gastric or esophageal erosions occurred in 6.4% 
of VAFSEO and 5.3% of darbepoetin alfa patients. 
Serious GI erosions, including GI bleeding and the 
need for RBC transfusions, were reported in 3.4% 
of VAFSEO and 3.3% of darbepoetin alfa patients. 
Consider this risk in patients at increased risk of GI 
erosion. Advise patients about signs of erosions  
and GI bleeding and urge them to seek prompt  
medical care if present.

IMPORTANT SAFETY INFORMATION (cont.) 

CONTRAINDICATIONS

https://www.vafseohcp.com/pdf/prescribing-information.pdf
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Please note that this information is not comprehensive. Please click here for the Full Prescribing Information, 
including BOXED WARNING and Medication Guide.
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How many of your patients 
COULD BENEFIT FROM TREATMENT WITH ORAL VAFSEO?

Dialysis Patient Profile

Dr Wish is a paid consultant for Akebia Therapeutics.

Jay Wish, MD, Professor of Clinical Medicine, Chief Medical  
Officer, Out-Patient Dialysis, Indiana University Health 

Vafseo offers patients on  
maintenance dialysis an oral  
treatment for anemia that 

uses the body's physiologic 
mechanism to stimulate  
red blood cell production

• �Serious Adverse Reactions in Patients with Anemia 
Due to CKD and Not on Dialysis 
The safety of VAFSEO has not been established for 
the treatment of anemia due to CKD in adults not 
on dialysis and its use is not recommended in this 
setting. In large clinical trials in adults with anemia 
of CKD who were not on dialysis, an increased risk 
of mortality, stroke, MI, serious acute kidney injury, 
serious hepatic injury, and serious GI erosions was 
observed in patients treated with VAFSEO compared 
to darbepoetin alfa.  

• �Malignancy 
VAFSEO has not been studied and is not 
recommended in patients with active malignancies. 
Malignancies were observed in 2.2% of VAFSEO  
and 3.0% of darbepoetin alfa patients. No evidence 
of increased carcinogenicity was observed in  
animal studies.

ADVERSE REACTIONS 
• �The most common adverse reactions (occurring at  

≥ 10%) were hypertension and diarrhea.
DRUG INTERACTIONS 
• �Iron supplements and iron-containing phosphate 

binders: Administer VAFSEO at least 1 hour before 
products containing iron.  

• �Non-iron-containing phosphate binders: Administer 
VAFSEO at least 1 hour before or 2 hours after non-
iron-containing phosphate binders.  

• �BCRP substrates: Monitor for signs of substrate 
adverse reactions and consider dose reduction. 

• �Statins: Monitor for statin-related adverse reactions. 
Limit the daily dose of simvastatin to 20 mg and 
rosuvastatin to 5 mg. 

USE IN SPECIFIC POPULATIONS 
• �Pregnancy: May cause fetal harm.
• �Lactation: Breastfeeding not recommended until two 

days after the final dose. 
• �Hepatic Impairment: Not recommended in patients 

with cirrhosis or active, acute liver disease.

IMPORTANT SAFETY INFORMATION (cont.) 
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