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Study design

Eligibility check Randomization Treatment _ Follow-up
until recurrence or death
High risk S
Resectable LPS or LMS urgery

4 weeks

of the retroperitoneum
Large en-bloc

4 weeks with curative intent

<

- Imaging
- Renal function

Resection specimen
+ blood samples

3 weeks

>
<

- Informed consent
- Medical history

Neo-adjuvant chemotherapy Surgery

- Phy51'cz'11 f-:xa‘mmatlc?n - > weeks LP_S E 3 cycles _ 3.6 weeks

- Multidisciplinary discussion Doxorubicin + Ifosfamide R - Large en-bloc
:fuicclfi%‘;ate haemato and organ LMS : 3 cycles with curative intent
_ ASA score < 3 Doxorubicin + Dacarbazine

- Pregnancy test Resection specimen + blood samples

- Quality of life questionnaire

Diagnostic biopsy - 17 weeks N

+ blood sample
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Objectives and Endpoints

Primary Objective

to assess whether
preoperative chemotherapy, as
an adjunct to curative-intent
surgery, improves the
prognosis of G3 DD LPS and
LMS patients.

Radiological response at time of
surgery (post-C3) (RECIST and
CHOI)

Pathological response
Recurrence free survival
Overall survival

Secondary Endpoints

Primary Endpoint
Disease free survival (from
randomization) will include as
events progression on
neoadjuvant treatment, non-
operable tumors, distant
metastases and/or local
recurrence

Metastases-free survival

Safety and toxicity of neoadjuvant
chemotherapy

Perioperative complications
Late complications
Health-Related QoL (QLQ-C30)
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Site Activation Status
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R
Site Activation Status

Total patients Total patients enrolled Total patients Total patients Total patients screening

registered (STREXIT2) enrolled screen failed

200 167 38 13

167

Accrual 167: Target 250
patients (STRASS 2)
[cut off 20Feb26]

2021 2022 2023 2024 2025 2026
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Cohort status

 Randomization status [cut off 20Feb26]

# CT + Surgery

randomized Surgery

patients

DDLPS 37 38 75
LMS 46 46 92
Grand Total 83 84 167

* Each cohort will be capped to 125 pts
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Baseline characteristics

 Size of tumour (mm)

I P N
+ Surgery

Min 25 51 25

'Max 302 404 404

|Median 136 120 125

« Age (years)

| cT+Surgery
Min 34 34

Max 77 81
Median [ 63 62
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Baseline characteristics

« Overall diagnosis, per treatment arm and per histologic type

37 38 75
24 25 49
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83
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Site activation (cut-off 20/02/2026)

# Activated sites / Total Expected | # Recruiting sites / Total
Activated

1/1 "
pmmzms 2/2 2/2
R 3/3 1/3
2/2 L
6/7 2/6
3/3 1/3
1/1 L
S 1/1 0/1
4/4 1/4
6/6 0/6
2/2 0/2
R 3/3 2/3
R 12/12 1/12
TOTAL 46/47 12/46
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Accrual

Total patients Total patients enrolled Total patients enrolled Total patients Total patients screening
registered (STREXIT2) (STRASS2) screen failed

Accrual 200: Target 500 -
1000 patients (STREXIT 2)
[cut off 20/02/2026]

janv. 2024 Juil. 2024 jamv, 2025 juil. 2025 janv. 2026
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STREXIT 2: prospective vs retrospective

. Retrospective Retrospective
Prospective .
alive dead

=
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The Netherlands Cancer Institute-Antoni Van Leeuwenhoekziekenhuis (NL)
Universitaetsmedizin Goettingen - Georg-August Universitaet (DE)

Masaryk Memorial Cancer Institute (CZ)
Hospital De La Santa Creu | Sant Pau (ES)
National Cancer Center Hospital (JP)

Region Midtjylland - Aarhus University Hospital-Skejby (DK)
Herlev Hospital - University Copenhagen (DK)

Royal Marsden Hospital - Chelsea, London (GB)

Grand Total
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Global Timelines

STRASS 2

Qct 2020 Jan2021 Nov.2023 Nov2024 May25  May26  Jan 2028

First Site Active

L : ;
L il : Cut off main analysis
Wil poougl Annual Annyal Annual LPI Sep 2029
IDMC#01  IDMC#02  IDMC#03 IDMCHO4 Final analysis report
Dec 2029
40% of events have occurred (~ 4 years after FPI) and one after : End of Trial Feb 2030
STREXIT 2 approximately 66.7% of events (~ 5 years after FPI) : NSRS
June §
' 21May24 :
2023 Bt 4 unoa : Q2 2028

End of EU grant
Start of the Activation

. 1st patient End of accrual
Grant 1st site Rl [5[]{}_— 1000
(1st patient patients)
screened
(29May 2024) &&QBIMQ
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