Media & Investor Release

FDA approves Roche’s Gazyva/Gazyvaro for the treatment of lupus
nephritis

e FDA approval based on superiority of Gazyva/Gazyvaro over standard therapy
alone, as shown in phase Il NOBILITY and phase lll REGENCY data'’?

e Gazyva/Gazyvaro is the only anti-CD20 monoclonal antibody to demonstrate a
complete renal response benefit in lupus nephritis in a randomised phase Il
study?

e Lupus nephritis affects more than 1.7 million people worldwide, predominantly
women of colour and childbearing age, with up to one-third of patients
progressing to end-stage kidney disease®*

Basel, 20 October 2025 - Roche (SIX: RO, ROG; OTCQX: RHHBY) announced today that the US
Food and Drug Administration (FDA) has approved Gazyva®/Gazyvaro®(obinutuzumab) for the
treatment of adult patients with active lupus nephritis (LN) who are receiving standard
therapy, as well as a shorter 90-minute infusion time after the first infusion, for eligible
patients. Following four initial doses in the first year, Gazyva/Gazyvaro can be administered
twice yearly, offering an effective and potentially more convenient treatment option than
traditional targeted therapies.

“People with lupus nephritis who achieve a complete renal response are more likely to
experience preserved kidney function and delay, or even prevention, of progression to end-
stage kidney disease,” said Levi Garraway, MD, PhD, Roche’s Chief Medical Officer and Head
of Global Product Development. “The approval of Gazyva/Gazyvaro by the FDA marks an
important step towards a potential new standard of care for lupus nephritis, one that could
allow clinicians to offer their patients more effective disease control.”

“As a severe and potentially life-threatening disease, lupus nephritis greatly disrupts daily
life with chronic pain, fatigue, and the constant fear of worsening kidney health,” said Louise
Vetter, President and Chief Executive Officer, Lupus Foundation of America. “The FDA’s
approval of Gazyva/Gazyvaro offers renewed hope for people with lupus nephritis and their
loved ones, as it provides an important new treatment option that has the potential to
prevent long-term complications, including kidney failure.”

This approval is based on positive results from the phase Il NOBILITY and phase Il REGENCY
studies. In REGENCY, data showed that nearly half of the participants (46.4%) on
Gazyva/Gazyvaro in combination with standard therapy achieved a complete renal response
(CRR) compared to 33.1% on standard therapy alone. This was accompanied by clinically
meaningful improvements in complement levels and reductions in anti-dsDNA, corticosteroid
use, and proteinuria, all signalling improved disease control. The safety profile of
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Gazyva/Gazyvaro was consistent with the well-characterised profile observed in its
haematology-oncology indications.?

Lupus nephritis affects more than 1.7 million people worldwide.>* It disproportionately
impacts women, mostly women of colour and of childbearing age, who often face more severe
disease.’ If left untreated, up to one-third of individuals can progress to end-stage kidney
disease, which often requires dialysis or transplantation.®

Gazyva/Gazyvaro was granted Breakthrough Therapy Designation by the FDA in 2019 based
on data from the phase Il NOBILITY study. The European Medicines Agency’s Committee for

Medicinal Products for Human Use (CHMP) recently issued a positive opinion recommending
the approval of Gazyva/Gazyvaro for adults with active lupus nephritis, with a final decision

from the European Commission expected in the near future.

Gazyva/Gazyvaro is being investigated in people with systemic lupus erythematosus,
membranous nephropathy, idiopathic nephrotic syndrome, and in children and adolescents
with lupus nephritis.®"" In addition to Gazyva/Gazyvaro, Roche has a broad pipeline targeting
the immune drivers of rare and common kidney and kidney-related diseases.

About Gazyva/Gazyvaro

Gazyva®/Gazyvaro® (obinutuzumab) is a Type Il engineered humanised monoclonal antibody
designed to attach to CD20, a protein found on certain types of B cells.’ In lupus nephritis,
disease-causing B cells drive persistent inflammation that damages the kidneys and reduces
their ability to function properly.’ Data suggests that Gazyva/Gazyvaro depletes disease-
causing B cells, helping to limit further damage to the kidneys and potentially preventing or
delaying progression to end-stage kidney disease.?

Gazyva/Gazyvaro is already approved in 100 countries for various types of haematological
cancers. In the United States, Gazyva/Gazyvaro is part of a collaboration between Genentech
and Biogen.

About the REGENCY study

REGENCY [NCT04221477]is a phase lll, randomised, double-blind, placebo-controlled,
multicentre study investigating the efficacy and safety of Gazyva®/Gazyvaro® (obinutuzumab)
plus standard therapy (mycophenolate mofetil and glucocorticoids) in people with
active/chronic International Society of Nephrology/Renal Pathology Society 2003
proliferative Class lll or IV lupus nephritis, with or without Class V. The study enrolled 271
people, who were randomised 1:1 to receive either Gazyva/Gazyvaro plus standard therapy or
placebo plus standard therapy. REGENCY was designed based on robust phase Il data and
conducted during the COVID-19 pandemic. The study population was representative of the
real-world population of people with lupus nephritis.
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About lupus nephritis

Lupus nephritis is a potentially life-threatening manifestation of systemic lupus
erythematosus, an autoimmune disease that commonly affects the kidneys.” Lupus nephritis
is characterised by an irreversible loss of nephrons, the filtering structures of the kidneys.
Periods of intense disease activity, known as flares, can speed up the loss of nephrons and, if
left unchecked, may lead to a progressive loss of kidney function. Even with the latest
treatments, up to a third of people will progress to end-stage kidney disease, where dialysis
or transplant are the only options and life expectancy and quality of life are substantially
reduced.®

Lupus nephritis affects more than 1.7 million people worldwide - predominantly women,
mostly of colour and usually of childbearing age.® Currently, there is no cure.’

About Roche

Foundedin 1896 in Basel, Switzerland, as one of the first industrial manufacturers of branded
medicines, Roche has grown into the world’s largest biotechnology company and the global
leader in in-vitro diagnostics. The company pursues scientific excellence to discover and
develop medicines and diagnostics for improving and saving the lives of people around the
world. We are a pioneer in personalised healthcare and want to further transform how
healthcare is delivered to have an even greater impact. To provide the best care for each
person we partner with many stakeholders and combine our strengths in Diagnostics and
Pharma with data insights from the clinical practice.

For over 125 years, sustainability has been an integral part of Roche’s business. As a science-
driven company, our greatest contribution to society is developing innovative medicines and
diagnostics that help people live healthier lives. Roche is committed to the Science Based
Targets initiative and the Sustainable Markets Initiative to achieve net zero by 2045.

Genentech, in the United States, is a wholly owned member of the Roche Group. Roche is the
majority shareholder in Chugai Pharmaceutical, Japan.

For more information, please visit www.roche.com.

All trademarks used or mentioned in this release are protected by law.

F.Hoffmann-La Roche Ltd 4070 Basel Group Communications Phone +41 61 688 88 88
Switzerland Roche Group Media Relations www.roche.com

3/5


http://www.roche.com/
http://www.roche.com/

References

[1] Furie RA, et al. B-cell depletion with obinutuzumab for the treatment of proliferative lupus nephritis: a
randomised, double-blind, placebo-controlled trial. Ann Rheum Dis. 2022 Jan;81(1):100-07.

[2] Furie RA, et al. Efficacy and safety of obinutuzumab in active lupus nephritis. N Engl J Med. 2025 Feb;392:1471-
83.

[3] Tian J, et al. Global epidemiology of systemic lupus erythematosus: a comprehensive systematic analysis and
modelling study. Annals of the Rheumatic Diseases. 2023 Mar;82:351-56.

[4] Bastian HM, et al. Systemic lupus erythematosus in three ethnic groups. XII. Risk factors for lupus nephritis
after diagnosis. Lupus. 2002;11(3):152-60.

[5] Mok C, et al. Treatment of lupus nephritis: consensus evidence and perspectives. Nat Rev Rheumatol. 2023
Apr;19(4):227-38.

[6] Anders HJ et al. Lupus nephritis. Nat Rev Dis Primers. 2020 Jan 23;6(1):7.

[71 Hocaoglu M et al. Incidence, prevalence, and mortality of lupus nephritis: a population-based study over four
decades using the Lupus Midwest Network. Arthritis & Rheumatol 2023 A.pr;75(4):567-5.

[8] Clinicaltrials.gov. A study to evaluate the efficacy and safety of obinutuzumab in participants with systemic
lupus erythematosus (ALLEGORY). [Internet; cited 2025 October 9]. Available

from: https://clinicaltrials.gov/study/NCT04963296.

[9] Clinicaltrials.gov. A study evaluating the efficacy and safety of obinutuzumab in participants with primary
membranous nephropathy (MAJESTY). [Internet; cited 2025 October 9]. Available

from: https://clinicaltrials.gov/study/NCT04629248.

[10] Clinical trials.gov. A study to evaluate the efficacy and safety of obinutuzumab versus MMF in participants
with childhood onset idiopathic nephrotic syndrome (INShore). [Internet; cited 2025 October 9]. Available
from: https://clinicaltrials.gov/study/NCT05627557.

[11] Clinicaltrials.gov. A study to evaluate the efficacy, safety, and pharmacokinetics of obinutuzumab in
adolescents with active class Ill or IV lupus nephritis and the safety and PK of obinutuzumab in pediatric
participants (POSTERITY). [Internet; cited 2025 October 9]. Available

from: https://clinicaltrials.gov/study/NCT05039619.

[12] Herter S, et al. Preclinical activity of the type Il CD20 antibody GA101 (obinutuzumab) compared with
rituximab and ofatumumab in vitro and in xenograft models. Mol Cancer Ther. 2013 Oct;12(10):2031-42.

[13] Atisha-Fregoso Y, et al. Meant to B: B cells as a therapeutic target in systemic lupus erythematosus. J Clin
Investig. 2021 Jun 15;131(12):e149095.

F.Hoffmann-La Roche Ltd 4070 Basel Group Communications Phone +41 61 688 88 88
Switzerland Roche Group Media Relations www.roche.com

4/5


http://www.roche.com/
https://www.globenewswire.com/Tracker?data=yzL6e_yze1X8XXK97FjYjpEaNF6IkEgeZZlHKyz_PyarUE8_8fi0nhzyBMgk6XCM0pPN5yFjMp9yFGPH3yT977E6byH5VQUdg7A1aUWHedwkohXPH79uipfPSXiK71JnrfAKKYE0w6giCjlmwOigce4LCnVmXViHW1FhL4U_GVU=
https://www.globenewswire.com/Tracker?data=yzL6e_yze1X8XXK97FjYjpEaNF6IkEgeZZlHKyz_PyarUE8_8fi0nhzyBMgk6XCM0pPN5yFjMp9yFGPH3yT977E6byH5VQUdg7A1aUWHedwkohXPH79uipfPSXiK71JnrfAKKYE0w6giCjlmwOigce4LCnVmXViHW1FhL4U_GVU=
https://www.globenewswire.com/Tracker?data=yzL6e_yze1X8XXK97FjYjpEaNF6IkEgeZZlHKyz_PyarUE8_8fi0nhzyBMgk6XCMVXFhK_LBauGmWDIZ4Ql-G_B-JrmEKMYpjwytBM74rGBAV-hxQQkbLT4-QGYUIfCkX68iTTJ9vSyjMkfj5TjtzAXlyqeT6Gp9azJsVPszZsWBo02OZkYrodB2ge7OwWzgvsuLRDwQYxXaQG7zQxPWjIEhD-mjmAMGw_1RvFTVcl0e2GPCZ6NaCP7uvjXy_7_BiUHTyJs6KJWW7Yn1s-MjS4NMXrd8l-h0AAY-0HK9fCspBRHMmHGCtLQxzHBsyVfrejYDp_F07frbNQDiP0OcTeyjUkes9d4CQl_S_ElsZevs15uK5i8gY_2d_vU_TBZU
https://www.globenewswire.com/Tracker?data=yzL6e_yze1X8XXK97FjYjpEaNF6IkEgeZZlHKyz_PyarUE8_8fi0nhzyBMgk6XCMAdSGuVWZB66Py_xV5kwMvlUMAldrC7Lk2OjUmAKNEsNAEwW261flRBJq1qf3TICPgB0j4WZVq6CCXfZ2NkqD4E_BhY6Zm1L0EnAUp95WpJJenQazBUGlxzIFg0ImFGqTZxWZ6JISK7fQcQfzNFp6PuztHtK2jYIT1bd68ow8_NkdmB49KMexoOGIR4SzWnZIicorMB1urab_4D8Kl1Ugu_EBRwllwSapDe4jdoyL_67lBPsEGZssi5GjiqjNfPBBCDqWAu1tbUuEjce1w2Ka1zXTYgV7rbSR92iLnKTWXSIZ_0L90Hwty4WuWI8k8aLW
https://www.globenewswire.com/Tracker?data=yzL6e_yze1X8XXK97FjYjpEaNF6IkEgeZZlHKyz_PyarUE8_8fi0nhzyBMgk6XCMzomziDAe8V5XSpWLkvuebZ9HyzycYkMiw2ZVOj3YWgMQT5JIzH4LehLiEEU9gNgbSA1aAGzRQcFuRYXPMc94AAEA_qdTK62x8zf4ZYR_v57-eqajcyIzFzZHdvNr_GYbUM99nvalfdkZmQiFSI38uLwpSueUt4WsSe3tGtypA4OjspLkAQWpFugDg7tyEYB1MDuIyi7WGKxF1KUBksSZKFARCsOlN2VV8MDEerGpHuOevN7m0Z1ab0fZdV2LlbUPDKFHXPwnwMm9MjhbsXjmvq9zx9ah4kY4bjYZ1mEoFK1e0o2Ot0J-IQsYL3O2MC5Y

Roche Global Media Relations

Phone: +41 61 688 8888 [ e-mail: media.relations@roche.com

Hans Trees, PhD
Phone:+4179 407 7258

Nathalie Altermatt
Phone:+4179 77105 25

Simon Goldsborough
Phone: +44 797 3272 915

Kirti Pandey
Phone: +49 172 6367262

Dr Rebekka Schnell
Phone:+4179 20527 03

Roche Investor Relations

Dr Bruno Eschli
Phone: +41 61 68-75284
e-mail: bruno.eschli@roche.com

Dr Birgit Masjost
Phone: +41 61 68-84814
e-mail: birgit.masjost@roche.com

Investor Relations North America

Loren Kalm
Phone: +1 650 225 3217
e-mail: kalm.loren@gene.com

F.Hoffmann-La Roche Ltd 4070 Basel
Switzerland

Sileia Urech
Phone: +4179 93581 48

Lorena Corfas
Phone:+4179 568 24 95

Karsten Kleine
Phone:+4179 46186 83

Yvette Petillon
Phone: +4179 9619250

Dr Sabine Borngraber
Phone: +41 61 68-88027

e-mail: sabine.borngraeber@roche.com

Group Communications

Roche Group Media Relations

Phone +41 61 688 88 88
www.roche.com

5/5


http://www.roche.com/
mailto:sabine.borngraeber@roche.com

