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Treatment-Emergent Adverse Events
e Across all studies, rates of TEAEs for VADA and DA were similar (any TEAE: VADA, 88.9%; DA, 89.3%) with the exception of
any drug-related TEAE (VADA 10.1%; DA, 4.7%) likely attributed to the open-label nature of the study (Table 2)

Table 2. Summary of TEAEs—Pooled Total Population

Adverse Events of Special Interest
e The most common AESIs (>10%) in the VADA and DA groups were hypertension (18.0% and 21.0%), congestive heart failure
(10.3% and 11.5%), and hyperkalemia (9.9% and 11.9%), all of which were more frequent with DA (Figure 4)

Treatment-Emergent Serious Adverse Events
e The most common treatment-emergent serious adverse events (SAE) by MedDRA PT was kidney failure, followed by pneumonia,
fluid overload, and acute Ml (Table 4)

o Most frequent treatment-emergent SAEs for VADA and DA groups, in the NDD-CKD population was kidney failure
(30.1% and 30.6%), and in the DD-CKD population was pneumonia (7.6% and 6.4%; data not shown)

BACKGROUND

e Chronic kidney disease (CKD) is estimated to affect nearly 10% of the global population, and is frequently associated with anemia.*?

e Vadadustat (VADA) is an oral hypoxia-inducible factor prolyl hydroxylase inhibitor (HIF-PHI), a class of drugs that stabilizes HIF
and stimulates endogenous erythropoietin and red blood cell production®*

e VADA has demonstrated non-inferior hematologic efficacy versus darbepoetin alfa (DA) in patients with dialysis-dependent
(DD) and non—dialysis-dependent (NDD) CKD?3*
o VADA and DA demonstrated similar adverse event (AE) profiles, however, potential risks of HIF-PHI therapy have been

e |n general, all AESIs were less frequent in the VADA group compared to the DA group

VADA (N=3686; Exposure=6335.3 PY)

DA (N=3687; Exposure=6420.1 PY)
Events

(per 100 PY)

Table 4. Treatment-Emergent SAEs by MedDRA PT Reported in 22% of Patients in Any Treatment
Group—Pooled Total Population

Figure 4. AESIs Reported in 21% of Patients in Any Treatment Group—Pooled Total Population

Events
(per 100 PY) n (%)

MedDRA Preferred Term n (%)

BMI, body mass index; CKD, chronic kidney disease; DA, darbepoetin alfa; DD, dialysis-dependent; NDD, non—dialysis-dependent; SD, standard deviation;

VADA, vadadustat.

DA, darbepoetin alfa; MedDRA, Medical Dictionary for Regulatory Activities; PT, preferred term; PY, patient-years; TEAE, treatment-emergent adverse event;

VADA, vadadustat.

aDeaths not due to TEAEs are not listed in this table.

DA, darbepoetin alfa; MedDRA, Medical Dictionary for Regulatory Activities; PY, patient-years; TEAE, treatment-emergent adverse event; VADA, vadadustat.
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