
Innovation fueled by compassion

We're striving to help more people with chronic spontaneous urticaria—a skin condition marked by hives and
distressful itching—return to their daily lives.

Dec 12, 2023

Picture it: a person lying awake at night, uncomfortable and unable to fall asleep, as hives start to materialize
all over their body, a cruel symphony of itching that just won’t stop.

Angelika Jahreis, Global Head, Development, Immunology, Novartis

They tried the standard-of-care, antihistamines, to address the problem, but it wouldn’t subside, joining the
large percentage of other patients with chronic spontaneous urticaria (CSU) who don’t respond to those
medications. So there they are in bed: Tired, feeling helpless, and possibly depressed or anxious1,2.

CSU is often not a life-threatening disease, but it can take a real emotional toll on you and your
family because it never stops, and it’s psychologically extremely difficult. That’s why it has been so
critical to find new therapeutic options for these patients—so they could live their daily lives.

1/4



Angelika Jahreis, Global Head, Development, Immunology, Novartis.

Following the science

Inhibiting an essential protein known as Bruton's tyrosine kinase (BTK) started out as a treatment for certain
blood cancers, but about 20 years ago, when researchers confirmed the abnormal role certain immune cells
played tied to BTK can play in autoimmunity, as well, possibilities opened up3.

Evidence suggested that BTK is a central player in the commonly accepted autoimmune or auto-allergic
pathogenesis of CSU that ultimately leads to the histamine release causing itching hives and swelling, the
main signs and symptoms of CSU4.

Backed by emerging science, researchers at Novartis saw the potential in inhibiting BTK to treat autoimmune
diseases, like CSU. They also knew they needed a different type of medicine, a more precise one that could
specifically target and inhibit BTK for a longer period, while having minimal effect on other biological
processes5.

Thanks to innovative efforts from the chemistry team, notably Robert Pulz and Daniela Angst, of Biomedical
Research’s Chemistry Discovery group, Novartis developed a highly selective, oral therapy that, in preclinical
studies, showed it could inhibit BTK and reduce inflammation5.

“There was a lot of excitement around the early data that this could be something very meaningful,” said
Thomas Severin, a Global Program Head in Immunology for Novartis. “Not to mention a real ambition to move
this into human studies and forward in a fast way.”

Accelerating for patients

CSU—which affects an estimated 40 million people around the world—leaves people with an unpredictable
onset of long-lasting hives, itching, and deep tissue swelling that can impact their daily life, both at home and
work1.

Antihistamines are the first-line treatment in CSU; however, more than 50% of the people who don’t respond
continue to live with distressing symptoms6,7,8.

Motivated by this high patient need, Novartis sought out innovative ways to keep the work moving as fast and
efficiently as possible.

A positive early skin prick test in healthy volunteers with asymptomatic skin conditions allowed the team to skip
ahead to a later stage trial that would go on to show encouraging results halfway through the study9. This also
meant the team could quickly advance planning with health authorities and other groups across R&D to design
and conduct the next, larger Phase III studies.

More than 900 participants from around the world would eventually take part.

“Developing new medicines can take a decade or longer,” Jahreis said. “When there are opportunities to
shave off some time in R&D, you take it. Because patients are waiting.”
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Bruno Cenni, Executive Director, Immunology, Biomedical Research

The momentum hasn’t stopped.

Positive new data from these pivotal studies continue to emerge, paving the way for possibility after years of
scientific rigor fueled by the desire to find better treatment options for patients in need—day and
night10,11,12,13.

"We believed in the approach throughout, from the first idea," said Bruno Cenni, Executive Director,
Immunology, Biomedical Research. "So it’s extremely gratifying to see how far we’ve come."

 

Immunology

Working to create a world where the millions of people with immunological conditions, and those who treat
them, can live without compromise.

Learn more
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