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Dear all,

We are happy to present the 2nd edition of the NECESSITY annual newsletter.

NECESSITY is an Innovative Medicines Initiative funded project aimed at developing new clinical endpoints and
validating biomarkers to increase the success rate of clinical trials in primary Sjögren’s syndrome (pSS).
These past 12 months have been busy at NECESSITY and we summarise in this issue this year's outputs.

We also want to take this opportunity to highlight the contribution of patients to the project’s achievements.
Thank you for your time and your guidance!
Xavier Mariette - Project Coordinator, Inserm
Peter Gergely - Project Leader, Novartis

Development of a novel clinical endpoint:
Sjögren’s Tool for Assessing Response to treatment (STAR)
Our goal was to develop a score intended for use as an eﬃcacy
endpoint in clinical trials at all stages of drug development.

To that aim, we developed a data- and expert-driven strategy.
A team of 76 experts and 20 patients from 13 countries ﬁrst
identiﬁed the domains (core set) of STAR and determined the
measurements for each domain from items sensitive to
change after treatment. The team then built several versions
of STAR based on diﬀerent combination of the core set. The
sensitivity to change and speciﬁcity for treatment arm of each
version were tested by post-hoc analysis of nine published clinical trials. Based on this new data, available
literature, clinical expertise and meaningfulness for patients, the team proceeded with 3 rounds of
discussions and votes (Delphi process) to select a preliminary version of STAR.

The preliminary STAR is a composite responder index including 5 domains measuring key facets of
primary Sjögren’s syndrome. It will be validated in the NECESSITY clinical trial.
A manuscript reporting on this work is in preparation.
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Development of a webapp for
symptoms self-reporting: PEPSS

In collaboration with
SYS.Vision (Lannion,
France), we developed
a web application or
‘webapp’ called PEPSS
for self-reporting of
the symptoms of dryness, pain and fatigue. PEPSS can be accessed from a smartphone or computer
which allows the patient to
report the level of symptoms on a daily
basis and in the context of his/her routine life.
The webapp was successfully tested in
a pilot study and will now be implemented in the NECESSITY clinical trial. It will
be available in several languages.

NECESSITY clinical trial update

Our
study
is
going
through
regulatory/ethics reviews with approvals expected by autumn 2021.
The clinical trial will recruit 300 patients in 34 centres located in France,
the United Kingdom, Norway, Sweden,
the Netherlands, Greece, Italy and
Spain.

Partner in the
spotlight: UBO
The Université de Bretagne Occidentale is a public
university located in Brest, France.
Jacques-Olivier Pers is
involved in the validation of
blood biomarkers for
stratiﬁcation of patients in
biological, clinical and
therapeutically relevant
clusters to guide design of
future clinical trials.
Valérie Devauchelle-Pensec
is leading the assessment of
an ultrasound scoring
originally developed for
diagnostic purposes, to
determine whether it could
detect changes after therapy
and avoid the need for
biopsies.
Divi Cornec is leading the
development of PEPSS and
the evaluation in the
NECESSITY study of
meibography and non-invasive
tear break up time, two
techniques that have shown
their value for the objective
evaluation of ocular dryness
but are not yet validated in pSS.
All three have participated to the development
of the novel clinical endpoint STAR.
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Publications

Interleukin-7/Interferon Axis Drives T Cell and Salivary Gland Epithelial Cell Interactions in
Sjögren's Syndrome
Riviere et al. Arthritis Rheumatol. 2021. PMID: 33058491

Salivary gland epithelial cells from patients with Sjögren's syndrome induce B-lymphocyte
survival and activation
Riviere et al. Ann Rheum Dis. 2020. PMID: 32843324

Upcoming events

Scandinavian Congress of Rheumatology - 1st-4th September 2021 - Ålesund, Scandinavia
The 38th Scandinavian Congress of Rheumatology will take palce in Ålesund,
on the north-western coast of Norway. The aim of the meeting is to develop
a cutting edge program with broad appeal, and hopefully the SCR2021 will
stimulate the intellect as well as the urge for exploration, with inspiring
lectures in rheumatology combined with excursions in the city and the
surrounding area. https://scr2020.no/

ACR Convergence 2021 - 3rd-9th November 2021
ACR Convergence 2021, the world’s premier rheumatology meeting, will be
an action-packed experience. The full meeting will be available virtually,
along with a number of in-person, special localized events (to be announced
in late July). Expect groundbreaking science, innovative formats, live programming, networking, and ﬂexible scheduling, featuring 140 scientiﬁc presentations from over 310 speakers, 2,000+ abstract presentations, 18 Community
Hubs, 15+ Study Groups, and more than 145 CME credits and MOC points. https://www.rheumatology.org/Annual-Meeting
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