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The Principal Investigator, Rosalba Miceli,
was invited to present G-DEFINER at
“WECAN Science 2020" (WECAN Academy,
Bruxelles, January 25th 2020). WECAN, is
an informal network of leaders of cancer
patient umbrella organisations active in

Europe.
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Presentation of the researcproject

A Immune checkpoint inhibitors (ICIs) anemunomodulatory
antibodies that
A increase the cancer patienisimuneresponse.
A significantly improvehe oncologic outcomes (PFS, OS).
A ICI are used to treat severedncertypes: melanomalung
and liver cancer, leukemia and lymphoma, urothelial cancer:
and subtypes dbreastand coloncancer.

A ICluse is associated with unique immuraated adverse eventsrAES, caused by a general
activation of the immune system.
A Main organ systems affectedastrointestinal tract, endocrine glands, skin, blood (hematologic
toxicity), kidney, liver, heart (e.g. myocarditis@rvous system
A iIrAESD x H GAlisé treatment discontinuation arrdquire treatment.

A High graderAEscanoccasionally be lifehreatening.
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Ireland ProfJohn Crowrg Oncologist
Prof Alex Eustace Researcher

Sweden Prof Hanna ErikssanOncologist

Italy DrRosalba Miceli Biostatistician

Main study aim

To investigatehe irAEsinequalities
betweenfemale and male patients
(incidence, type, gradeaccordingo
different clinicalbiological features and
intersectional dimensions

G-DEFINERharacteristics

AMultidisciplinary project:Medical oncology,
biology, biostatisticsbioinformatics
AMulticentre observational prospective clinical
study:
A Clinical protocoC CentersEthics Committees
approval
ACRFC eCRRweb database)

A SOPs (study conduction and biological materia
collection

clinicaltrials.gov ID: NCT04435964, ENCePP ID: EUPAS31282,
Protocol DOI: 10.5281/zenodo.4142124
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Patients recruitment

A Startedin June2020 (ITA)¢closedat 31stJanuary2023.

A COVIBL9 pandemiémpactedon recruitment.

A Thepresentreport is an interimanalysisat early January2023
A Followup data arestill maturingand databaseis beingfinalized

Screened

Neverstarted IC| 2o | s

Recruited

Included

247

204

Total number of patients screened

Did not sign the informed consent
form

IC signed but could not be included
(2 not satisfying the inclusion criteria, 1
investigator decision, 1 patient decision)

Eligible for ICI treatment
(not treated due to a severe infection)

Recruited at analysis cut-off date

Included in the present report
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Wide breadth of collected data

Promoting gender equality in H2020 and the ERA

Outpatient visit/medical charts
Ademographics, comorbidities,

~& e | Adisease and treatment characteristics,
=== Afollow-up.

WEDITERFAREAH DIET

T TR \ Outpatient visits
e o Acharacteristicsntersecting withsex&gendenorms and roles

\-
it Alab variables and hormones . . : : :
| (mainly psychesocial and behaviorapossiblyassociated

RRNRE Aimmunerelated genes _
Asinglenucleotide polymorphisms ~ With the studyoutcome (rAES:

- Amicrobiota A quality of life/distress, diet/eating habits (microbiota interference).

| A personal sense of being, ethnicity, marital status, living arrangement,
education, occupation,
income, smoking and alcohol habits, physical activity level

Acytokines
DNA and RNA

Marional

— ALab variables, gene expression, SNPs, microbiota,

cytokines.
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Key features significantldifferent

between F and M populations

F
N. (%) of patients 204 86 118
Disorders thyroid gland 13 [ 6.4) 8( 9.3) 5( 4.2) 0.158
Mental/behavioural disorders 12( 5.9 8( 93 4( 3.4 0.141
Diseases nervous system 12 { E.Bi 2 z 2.3} 10 ( 8.5) 0.129
Diseases eye/ear 10( 4.9 6( 7.0 4( 3.4) 0.077
Hypertensive diseases 77 ( 37.7) 38 (44.2) 39(33.1) 0.111
Other heart diseases 29 ( 14.2) 10(11.6) 19( 1s6.1) 0.421
Genitourinary diseases 10 4.9) 0 ( 0.0) 10 ( 8.5) 0.006
Cancer type 0.8328
CR MSI high 12 (5.9) 7 (8.1) 5(4.2)
Headneck 26 (12.7) 11 (12.8) 15 (12.7)
Lung 86 (42.2) 36 (41.9) 50 (42.4)
Melanoma 74 (36.3) 30 (34.9) 44 (37.3)
Urogenital {included renal) 6(2.9) 2(2.3) 4 (3.4)
ICI setting 0.012
Neocadj/adj 32 (15.7) 9(10.5) 23 (19.5)
MNeoadjuvant 2(1.0) o 0.0) 2(1.7)
Adjuvant 30 (14.7) 9 (10.5) 21 (17.8)
Advanced 1st 123 (60.3)  57(66.3) 66 (55.9)
Advanced NA 6(2.9) s 7.0) 0 ( 0.0)
Advanced 1st 117 (57.4) 55 3 66 (55.9)
Advancedz2nd,maintenance 49 (24.0) 0 (22.3 29 (24.8)
Advanced 2nd 30 (14.7) 12 (14.0) 18 (15.3)
Advanced >2nd 14 ( 6.9) 4(4.7) 10 ( 8.5)
Maintenance 5( 2.5) 4(4.7) 1(0.8)
Causes of ICI interruption during 0.099
the study
No interruption 132 (64.7) 48 (55.8) 84 (71.2)
ICI completed 1(0.5) 0(0.0) 1(0.8)
CR 4(2.0) 2(2.3) 2(1.7)
irAE w/wo other cause 23 (26.8 14 (11.0
irAE 21 (15.2) 10;12.!] 12310.2
CR=+irAE 2(1.0) 1(1.2) 1(0.8)
irAE+Relapse/PD 4( 2.0) 3 ( 3.5) 1(0.8)
Relapse/PD 24 (11.8) 12 (14.0) 12 (10.2)
Other causes 3(1. 5; 0 ( 0.0) 3(215)
Death 3(1.5 1(1.2) 2(1.7)
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between F and M populations

Expected correlation between living arrangement and matrital status




