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IMMEDIATE REPORTING OF 

AESI / SAE / PREGNANCY O LYSARC 

To be sent to the LYSARC Pharmacovi-

gilance Department within 24 hours of 

becoming aware of the event  

MAIN INCLUSION CRITERIA 

Refer to section 8.1 of the protocol 

1. Patient with histologically proven previously untreated CD20+ follicular 
lymphoma grade 1, 2, or 3a (including patient watched during up to 10 
years after initial diagnosis) as assessed by the investigators accor-
ding to the WHO 2016 classification12, or classical follicular lympho-
ma according to the WHO 2022 classification13. Diagnostic tissue 
must be available for central pathology review, exploratory endpoints 
and secondary data use. 

(Patients with absolute lymphocyte count > 20 G/L must be discussed with the 
Sponsor before screening/inclusion).  

2. FLIPI 2-5. 

3. All Ann Arbor stages (including stage I if FLIPI ≥ 2). 

4. Must need treatment as evidenced by at least one of the following 
criteria:  

•  Bulky disease defined as: 

 a nodal or extranodal mass/lesion > 7 cm in its largest diameter  

 involvement of at least 3 nodal or extranodal sites (each with a 
diameter greater than > 3 cm) 

• Presence of at least one of the following B 

• Symptomatic splenomegaly 

• Any compressive syndrome (for example, but not restricted to- urete-
ral, orbital, gastrointestinal) 

• Any one of the following cytopenias due to lymphoma: 

 hemoglobin < 10g/dL (6.25 mmol/L) 

 platelets <100 x 109/L, or 

 absolute neutrophil count (ANC) < 1.5 x 109/L 

• Pleural or peritoneal serous effusion (irrespective of cell content) 

• β2microglobulin>ULN or LDH>ULN (item not applicable for Germany) 

5. ECOG performance status 0 to 2. 

To demonstrate the superiority of mosunetuzumab + lenalidomide 
combination versus anti-CD20 mAb plus chemotherapy with regards 
to Progression Free Survival (PFS) in previously untreated patients 
with FLIPI 2-5 Follicular Lymphoma.  

Corresponding endpoint: PFS, assessed by blinded Independent 
Review Committee (IRC) blind of treatment arms according to the 
Lugano 2014 criteria. 

MAIN EXCLUSION CRITERIA  

SAE / Pregnancy / AESI / Special situations 

Refer to section 14 of the protocol 

CONCOMITANT TREATMENTS 

DOSE ADJUSTEMENTS 

Refer to section 10.8.2 of the protocol 

Main Adverse Events reporting rules (section 14.2) 

All AEs whatever the grade (CTCAE – version 5.0, or ASTCT CRS 
grading) and AESI (section 14.5 for details regarding grades)  

• To be reported until 90 days after last treatment administration 

• Non-serious AE will be reported through eCRF.  

• When associated to a SAE and regardless of the time of occur-
rence, the AE must be reported as “Adverse Event” in the ap-
propriate eCRF pages.  

• Signs, symptoms and physical findings indicative of lymphoma 
or progression of lymphoma are not to be reported as “Adverse 
Event” 
 

Main Serious Adverse Events reporting rules (section 14.3) 

• Any episode of any grade of toxicities, which meets one of the 
seriousness criteria must be reported as “Serious Adverse 
Event” in the appropriate SAE form 

• Signs, symptoms and physical findings indicative of lymphoma 
or progression of lymphoma are not to be reported as “Serious 
Adverse Event”.  

• SPM will be reported as SAE regardless of seriousness criteria: 
they must be considered as “Important Medical Event” and also 
as AESI (see section 14.5) even if no other seriousness criteria 
applies. excepud issum. 

Abnormal laboratory values reporting rules (section 14.2) 

If the abnormality is not a part of a diagnosis or syndrome and cannot 
be reported with a final diagnosis, then the laboratory abnormality itself 
should be recorded as verbatim (e.g. “alkaline phosphatase increased”) 
in the AE page. In that case, an abnormal laboratory value which is not 
a component of a diagnosis or syndrome is considered as an AE to 
report in the EDC, if the abnormality: 

• is considered as an AESI (see section 14.5); or 

• results in discontinuation from the study; or 

• requires treatment, modification/ interruption of IP dose, or any 
other therapeutic intervention; or 

• is judged to be of significant clinical importance.  

Refer to section 8.2 of the protocol 

1. Grade 3b follicular lymphoma according to the WHO 2016 classifica-
tion12, or follicular large B-cell lymphoma according to the WHO 2022 
classification. 

2. Suspicion or clinical evidence of transformed lymphoma at enrollment 
by investigator assessment (e.g. very high SUV (regarding SUV of 
other lesions) in at least one lesion that was not biopsied, and discor-
dant with SUV of biopsied lesion, LDH > 2.5 ULN in a context of ra-
pidly progressive disease, etc. (Please contact the Sponsor to discuss any 
possible inclusion in borderline cases or any doubt).  

3. Prior localized radiotherapy for the FL.  

4. Prior history of another lymphoma. 

5. Uncontrolled symptomatic pleural or serous effusion requiring urgent 
treatment within 48 hours (patients with controlled disease after ade-
quate pleural/serous drainage and/or effective pleurX or similar 
system are eligible). 

6. Uncontrolled symptomatic ureterohydronephrosis resulting in renal 
failure (patients with adequate management i.e. ureteral catheter or 
double J stent allowing renal failure control are eligible). 

7. Symptomatic lymphomatous epidural lesion (patients whose disease 
is controlled by neurosurgery or short course of steroids are eligible). 

8. Use of any standard or experimental anti-cancer drug therapy within 
42 days of the start (Day 1) of study treatment. 

9. Systemic immunosuppressive medications. Systemic corticosteroid 
treatment < 20 mg/day of prednisone or equivalent, inhaled corticoste-
roids and mineralocorticoids for management of orthostatic hypoten-
sion is permitted.  

Refer to section 10.10 of the protocol 

 

A Phase III randomized, open-label, international, 

multicenter study evaluating the efficacy and safety 

of mosunetuzumab plus lenalidomide in comparison 

to anti-CD20 monoclonal antibody plus chemothe-

rapy in subjects with previously untreated FLIPI 2-5 

follicular lymphoma 

EU CT number: 2023-505436-35-00 

CONTACTS 

COORDONNATING INVESTIGATORS 

SPONSOR :  LYSARC 

Centre Hospitalier Lyon Sud Bâtiment 2D 

 69495 Pierre Bénite Cedex — France 

Tel. +33 4 72 66 93 33           Fax: +33 4 26 07 40 55 

Pr Franck MORSCHHAUSER - LYSA 

Tel. +33 3 20 44 59 62 -  franck.morschhauser@chru-lille.fr 

 

Pr Christian BUSKE - GLA 
Tel. +49 (0)731 500 65800 - christian.buske@uni-ulm.de 

Clinical Project Asssistant  

Florence BRISÉ 

Tel. +33 4 27 01 27 45 

florence.brise@lysarc.org 

Clinical Project Manager 

Julie ASSÉMAT 

Tel. +33 4 27 01 27 51 

julie.assemat@lysarc.org 

morninglyte@lysarc.org  

Bio/anapath Project Manager 
Myriem CHIKHAOUI 

Tel. +33 4 51 08 27 28 

myriem.chikhaoui@lysarc.org 

Datamanager 

Sophie CHAMBRIARD 

Tel. +33 4 87 91 94 62 

sophie.chambriard@lysarc.org 

Clinical Project Coordinators 

Alison SAGNES                   Lilia BOUADJERA 

Tel. +33 4 27 01 27 47                       Tel. +33 4 27 01 27 14  

alison.sagnes@lysarc.org                  lilia.bouadjera@lysarc.org 

Email: pharmacovigilance@lysarc.org 

Fax: +33 3 59 11 01 86  

PROPHYLACTIC MEASURES 

Refer to section 10.9 of the protocol 

ENROLLMENT PROCEDURE 

1. Identification of subject -> signature of ICF 

2. Verification of inclusion & exclusion criteria and baseline  

assessments 

3. Subject’s registration in Veeva RTSM (IWRS) 

   https://rtsm-prod.veeva.com/MorningLyte 

 Investigator’s treatment choice for control arm (arm B) 

  Biosimilar products are not permitted in the study. 

4. Subject’s randomization in RTSM and treatment arm 

allocation : 

- Arm A (experimental) : mosunetuzumab + lenalidomide 

- Arm B (control) :     G + CHOP 

 R + CHOP 

 G + bendamustine 

 R + bendamustine 

5. Study data entry: Veeva CDMS (eCRF) 

https://login.veevavault.com/auth/login  

PROVISIONAL SCHEDULE 

PRIMARY OBJECTIVE 

First Patient Included = May 2024 

Last Patient Included = March 2027 

End of treatment = September 2029 

Last Patient Last Visit = March 2034 

Enrollment duration = 34 months 

Study duration = 10 years 

https://rtsm-prod.veeva.com/MorningLyte
https://login.veevavault.com/auth/login
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