GSK announces positive headline
results from five Phase 3 studies
of daprodustat for patients with
anaemia due to chronic kidney
disease
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Full results to be presented at a medical meeting later this year

GlaxoSmithKline plc (LSE/NYSE: GSK) today announced positive
headline results from five studies of the Phase 3 ASCEND
programme, evaluating the efficacy and safety profile of daprodustat,
an investigational oral hypoxia-inducible factor prolyl hydroxylase
inhibitor (HIF-PHI), for patients with anaemia due to chronic kidney
disease (CKD).

The ASCEND programme showed that daprodustat met its primary
efficacy endpoint in each study, demonstrating an improvement in
haemoglobin (Hgb) levels in untreated patients and maintaining Hgb
levels in patients treated with an erythropoietin stimulating agent
(ESA), a standard treatment option, in patients with anaemia of CKD.
In addition, the key cardiovascular outcomes studies for non-dialysis
(ASCEND-ND) and dialysis patients (ASCEND-D) demonstrated that
daprodustat was non-inferior when compared to an ESA in the risk of
Major Adverse Cardiovascular Events (MACE), the co-primary
endpoint of both studies.

Dr. Hal Barron, Chief Scientific Officer and President R&D, GSK, said:

| am particularly pleased with the results from the ASCEND-ND
and ASCEND-D studies given the importance of managing
cardiovascular outcomes for patients who are currently


https://www.gsk.com/

suffering from anaemia due to chronic kidney disease, as well
as the need to provide a convenient, oral treatment option. We
will continue to analyse the data from the robust phase 3
ASCEND programme and look forward to working closely with
regulators as we plan for our submissions.

In addition to the ASCEND-D and ASCEND-ND studies, the
programme also included studies focused on incident dialysis, for
patients just starting dialysis (ASCEND-ID); quality of life measures
(ASCEND-NHQ); as well as three-times weekly dosing regimens
(ASCEND-TD). Each of the studies from the programme met its
respective primary or co-primary endpoint(s). The programme enrolled
over 8,000 patients who were treated for up to 3.75 years. The full
results of the studies will be presented at a forthcoming medical
meeting later this year and will be used to inform regulatory pathways
with health authorities worldwide.

Across the ASCEND programme, daprodustat was generally well
tolerated in both non-dialysis and dialysis patients. The incidence of
treatment-emergent adverse events was similar between treatment
groups and the nature of reported events was consistent with the
underlying patient population. The most commonly reported adverse
events in patients receiving daprodustat across the ASCEND
programme included hypertension, diarrhoea, dialysis hypotension,
peripheral edema, and urinary tract infection.

Daprodustat is currently approved in Japan as Duvroq for patients with
renal anaemia. It is not approved anywhere else in the world.

Chronic kidney disease, characterised by progressive loss of kidney
function, is an increasing global public health burden. Risk factors for
CKD include hypertension, diabetes, obesity and primary renal
disorders. However, it is often poorly diagnosed and undertreated in
patients with early stage CKD, such as those not on dialysis.

Daprodustat, an oral hypoxia-inducible factor prolyl hydroxylase
inhibitor (HIF-PHI), belongs to a novel class of oral medicines
indicated for the treatment of anaemia due to chronic kidney disease
in adult patients not on dialysis and on dialysis. Inhibition of oxygen-
sensing prolyl hydroxylase enzymes stabilises hypoxia-inducible
factors, which can lead to transcription of erythropoietin and other
genes involved in the correction of anaemia, similar to the
physiological effects that occur in the body at high altitude.



Daprodustat has been developed to provide a convenient oral
treatment option for patients with anaemia associated with CKD.

GSK is a science-led global healthcare company. For further
information please visit

Cautionary statement regarding forward-looking statements

GSK cautions investors that any forward-looking statements or
projections made by GSK, including those made in this
announcement, are subject to risks and uncertainties that may cause
actual results to differ materially from those projected. Such factors
include, but are not limited to, those described in the Company's
Annual Report on Form 20-F for 2020 and any impacts of the COVID-
19 pandemic.
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