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Dear all,

We are happy to present the 3rd edition of the NECESSITY annual newsletter.

NECESSITY has reached two important milestones this past few months: the novel responder index STAR is
developed and the NECESSITY clinical trial is recruiting patients.

We strongly encourage the use of the STAR in ongoing and future clinical trials testing drugs with various
mechanisms of action.
Join us in congratulating the consortium on these major achievements!

Xavier Mariette - Project Coordinator, Inserm
Peter Gergely - Project Leader, Novartis

Recruitment has started in NECESSITY

Three patients have been included in the NECESSITY trial!

The recruitment period will last 24 months in 8 countries to
reach a target of 300 patients randomized in either
hydroxychloroquine and leﬂunomide arm, hydroxychloroquine
and mycophenolate mofetil arm, or triple placebo arm.
The patients are stratiﬁed in two cohorts based on ESSPRI
and ESSDAI scores.

Who are we?
NECESSITY is an Innovative Medicines Initiative funded project aimed at developing new clinical endpoints and validating
biomarkers to increase the success rates of clinical trials in primary Sjögren’s syndrome (pSS).
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The novel responder index STAR is developed

A total of 78 experts and 20 patients contributed to iterative rounds of Delphi for a consensual
building of the STAR. This responder index was retrospectively validated on 9 randomized clinical
trials. The STAR is intended for use as an eﬃcacy endpoint in clinical trials in Sjögren’s.
Domain

Point

Patient reported outcome

3

Systemic activity

Lachrymal gland function
(assessed by Schirmer’s test
or Ocular Staining Score)

Salivary gland function
(assessed by Unstimulated
Whole Salivary Flow or
Ultrasound)
Biological
(assessed by serum IgG
or RF levels)

Deﬁnition of response

3

1

1

1

Decrease of clinESSDAI ≥ 3

Decrease of ESSPRI ≥ 1 point or ≥ 15%

Schirmer:
If abnormal score at baseline: increase ≥ 5 mm from baseline
If normal score at baseline: no change to abnormal
or
Ocular Staining Score:
If abnormal score at baseline: decrease ≥ 2 points from baseline
If normal score at baseline: no change to abnormal
Unstimulated Whole Salivary Flow:
If score > 0 at baseline: increase ≥ 25% from baseline
If score is 0 at baseline: any increase from baseline
or
Ultrasound:
Decrease ≥ 25% in total Hocevar score from baseline

Serum IgG levels: decrease ≥ 10%
or
Rheumatoid Factor levels: decrease ≥ 25%

Candidate STAR responder ≥ 5 points

This work has been published in Annals of the Rheumatic Diseases (https://ard.bmj.com/content/early/2022/04/06/annrheumdis-2021-222054). The candidate STAR will be validated prospectively in the NECESSITY clinical trial (NCT05113004).

The European Medicines Agency has published a Letter of Support for the novel
score STAR

We submitted a request for qualiﬁcation advice with the European Medicines Agency. Based on the
dossier presenting the methodology for development and results of analysis, the EMA has published
a Letter of Support for the STAR (https://www.ema.europa.eu/en/documents/other/letter-supportsjogrens-tool-assessing-response-star_en.pdf).
This project has received funding from the Innovative Medicines Initiative 2 Joint Undertaking under grant
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Partner in the
spotlight: UNEW

Partner in the
spotlight: QMUL

Based in the United Kingdom, Newcastle
University strives to provide world-class
education and research.

Queen Mary University of London is one
of the United Kingdom’s leading research universities.

Prof Wan-Fai Ng’s team aims to identify and
validate stratiﬁcation tools by deﬁning
phenotypic subsets of patients and analysing
their clinical outcome and OMICS data over
time. Prof Wan-Fai Ng is the leader of the
workpackage 4.

Prof Ng is also leading the Biosensors
substudy of the NECESSITY trial. Fatigue is
subjective and its evaluation is prone to recall
bias. The patients will be invited to wear a watch
and a chest patch for three periods of one week
to monitor their activity and biophysical
parameters. The team will determine if these
wearable monitoring tools can provide an
indirect, passive, objective and quantiﬁable
assessment of physical and mental fatigue.

Prof Michele Bombardieri’s team studies the
molecular markers of the salivary glands’ cell
inﬁltrates (e.g. B and T cells) and in particular
analyse their change over time and in
response to treatment. They also aim to
determine if those changes correlate with a
response to treatment according to scores
such as STAR or CRESS. Prof Michele Bombardieri
is the leader of the workpackage 3.

Prof Mike Barnes’ team develops machine
learning strategies for biomarkers discovery
to improve translational research. The team
has also built the project’s data sharing
platform on tranSMART integrating clinical,
histology and OMICS data from past trials and
cohorts to facilitate data analysis.

Publications

Revisiting the JOQUER trial: stratiﬁcation of primary Sjögren’s syndrome and the clinical
and interferon response to hydroxychloroquine.
Collins et al. Rheumatol Int. 2021. PMID: 34165604

Development and preliminary validation of the Sjögren’s Tool for Assessing Response (STAR):
a consensual composite score for assessing treatment eﬀect in primary Sjögren’s syndrome.
Seror et al. Ann Rheum Dis. 2022. PMID: 35393271
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Upcoming events

Come and meet us to discuss Sjögren’s:

EULAR European Congress of Rheumatology
1st-4th June 2022
The European Alliance of Associations for Rheumatology,
EULAR, is the organization which represents the patient, health
professional and scientiﬁc societies of rheumatology of all the
European nations.
https://congress.eular.org/

International Symposium on Sjögren’s Syndrome (ISSS)
7th-10th September 2022
This is the 15th annual symposium gathering Sjögren’s
experts from all over the world. The event is chaired this year
by Salvatore de Vita and held in Rome.
https://www.sjogren2022.com/
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