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H) SCHEDULE OF VISITS AND ACTIVITIES (SOA)

VISITS Inclusion Treatment & Follow-up periods (36 months)
D1__[ M3 (£7d) | M6 (¢7d) | M9 (#7d) | M12 (£7d) | M15 (7d) | > Min (¢7d) | EOS

REAEERIMENTALARM T @ @ ) X X X
« STANDARD ARM XM X0

Informed consent X

Inclusion / non-inclusion criteria X

Demographic data X

Cancer history (diagnosis, prior therapies, etc_.) X

Other relevant medical history X

Height, Weight, ECOG PS X

Vital signs X g X X X X X X X

Physical examination X e X X X X X X X

Prior anticancer treatments (other than 10) X ]

Concomitant treatments (including anticancer X § X X

treatments with 10) 2

Toxiciies & adverse events X7 E % X X

DISEASE EVALUATION ()

Clinical assessment X X X X X X X

Radiologic assessments (CT-scan +/- PET scan +/-

bone scan and or Brain CT-scan)® x x

Assessment of disease status according to RECIST

V1. 1iRECIST X X X X X X X X
BIOLOGICAL TESTS

Haematology analysis X X X X X X X X
Biochemistry analysis X X X X X X X X
Thyroid function (TSH) X X X X X X X X
‘Serum pregnancy test or urine test X
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SURVIVAL STATUS
Survival status X X X X X X X
Progression / Subsequent relapse(s) X X X X X X X
Subsequent antineoplastic therapy X X X X X X X
QUESTIONNAIRES®
EORTC QLQ-C30 X X X X X X X
EQ-SD-5L X X X X X X X
Anxiely & fear of relapse questionnaires X X X X X X X
TRANSLATIONAL RESEARCH®
‘Archival tumour biopsy samples for Immuno-monitoring X
Blood samples:
«__Plasma for PK analysis XOET | YO | yeas) XC X
«__Plasma for ctDNA & immuno-monitoring xE= X X X X
«__PBMC for immune-monitoring X X XE XC X

EOS= End of study; QLQ= Quality of lfe questionnaire; RECIST v1.1= Response Evaluation Criteria in Solid Tumours version 1.1; TSH= thyroid stimulating hormone
Inclusion visit will be done at the end of the initial 6 months (+/-28 days) standard IO treatment. The time from inclusion to the randomization in MOIO trial must to be no more than 7days.

(1) The first 10 administration immediately done post-randomization in both arms

(2) Administration of 10 every 3 months until disease progression, unacceptable toxicity or death or patient’s choice.

(3) Continuation of 0 at the same dose levels and rhythmicity until disease progression, unacceptable toxicity, death or patient's choice.

(4) Immune-related adverse events occurred during the 6 months before entering in the Study have to be collected in the eCRF

(5) In both ams, clinical evaluation will be performed at inclusion visit and every 12 weeks (+/- 7 days) for 36 months. Tumour evaluation will be done by local investigator.
NB: the first tumour evaluation performed before starting the initial standard IO therapy (6 months ago) has to be collected and recorded in the eCRF.

(6) Radiological exams to be performed according to the local clinical practice





