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THE CHALLANGE OF RARE TUMORS 
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• Difficulties or delay in diagnostic procedure

• Limited Access to centers with clinical expertise in Rare Cancer

• Inadequate funding for clinical research programmes

• Few interest of Pharma Companies in clinical research programmes 

Lancet Oncol. 2016 Feb;17(2):136-138

Eur J Cancer 2011 Nov;47(17):2493-511

LOWER SURVIVAL
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• Sarcoma represent 1-2% of solid neoplasms in the adult

• This group encompases more than 70 different histologic subtypes

• Inadequate funding for clinical research programmes

• Few interest of Pharma Companies in clinical research programmes

• LESS APPROVED DRUGS 

• LESS THERAPEUTIC OPPORTUNITIES 
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THE CHALLANGE OF SARCOMA RESEARCH 

ACADEMIC RESEARCH
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WHAT DO WE DO IN ATBSARC?
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• Focus in sarcoma research (preclinical and clinical)

• Developement of academic clinical studies

• Based on our preclinical results

• Based on our clinical observations→ preclinical exploration

• BED                           BENCHSIDE 

• BENSIDE                    BED
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ACADEMIC RESEACH DOES NOT MEAN 

LOW QUALITY RESEARCH
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- Multicentric (international) studies 

- Central pathological review

- Central radiological review 

- Associated translational studies 

Abstracts in international congresses

International collaborations

High IF publications
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ACADEMIC RESEACH IN SARCOMA IS KEY
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10/25 (40%) clinical trials activated in sarcoma unit since 2021 are academic

From those, 7/10 have been designed and are coordinated by our team
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A COUPLE OF EXAMPLES:

• Trabectedin + RT

• Immunotherapy in sarcomas: IMMUNOSARC
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TRABECTEDIN + RADIOTHERAPY
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Achieving objective responses in second and further lines in 

STS is an unmed need (ORR < 10%)

The addition of systemic therapy to RT could enhance the 

efficacy of RT alone

More responses (radiologic, pathologic)

More disease control

G1

G2 M

S

Most radiosensitive phase
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Trabectedin 

increases the G2/M 

fraction

Martin-Broto J, et al. JAMA Oncol. 2020;6:535-541. 
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Martin-Broto J, et al. JAMA Oncol. 2020;6:535-541. 

• Trabectedin plus radiotherapy is active in sarcoma cell line

• AA leiomyosarcoma
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TRASTS STUDY (international phase

I/II study)
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Neoadjuvant Trabectedin + RT (45Gy)

Cohort B→ Localized/locally advanced resectable myxoid liposarcoma

Cohort C→ high-grade retroperitoneal sarcoma

Cohort D→ low-grade retroperitoneal sarcoma 

1.8Gyx25

T T T

RP2D Trabectedin 1.5 mg/m2

ClinicalTrials.gov Identifier: NCT02275286
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Cohort B, published 
14% complete path responses

53% path response (> 90%)

Cohort C and D currently ongoing 

93% of patients shrinkage

JAMA Oncol. 2023 May 1;9(5):656-663
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Martin- Broto J at al. JAMA Oncol. 2020 Apr 1;6(4):535-541.

Cohort A: Metastatic STS patients

ORR (central): 60% 

mPFS 9.9 months

12-months PFSR: 44%

mOS not reached

18-m OS 86%
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ESMO GUIDELINES 2021 
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A COUPLE OF EXAMPLES:

• Trabectedin + RT

• Immunotherapy in sarcomas: IMMUNOSARC
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Phase I/II study testing immunotherapy in selected sarcoma subtypes: one of the first studies!! 
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Immunotherapy in sarcomas: IMMUNOSARC

Baseline biopsy

Sunitinib 

25 mg/d + 

Nivolumab 

240mg /2w

PRIMARY END-POINT: 

• Progression-free survival rate 

(PFSR) at 6 months (RECIST)
• H0:5%, H1: 15%, ⍺ error: 0.05, ß: 0.1.

SECONDARY END-POINTS: 

• Overall survival (OS)

• Objective response rate (ORR) 

by RECIST and CHOI 

• Toxicity

• Translational research



ÁREA:  CÁNCER

VI REUNIÓN ANUAL DEL ÁREA DE CÁNCER DEL IIS-FJD

19 de junio del 2024

Synovial sarcoma

Clear cell sarcoma

UPS

Solitary Fibrous Tumor

ASPS

Angiosarcoma

EMC 

Epithelioid sarcoma

Other

Objective responses*
0 2 4 6 8 10 12 14

Months

*

*

*
*

*

Median PFS: 5.9 months

Results from Phase I/II study 
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IMMUNOSARC I

Phase II

IMMUNOSARC II

Expansion coh

IMMUNOSARC II

New Cohorts
IMMUNOSARC I

Phase I
Rationale 

24 22 23 24 18 23

Chondro EMCh AngioS SFT ASPS CCS

BASQUET TRIAL PART SUNITINIB + NIVOLUMAB

ASCO 2024

Oral

CTOS 2023 

Oral

ESMO 2023 

poster

ASCO 2023

Poster

ESMO 2024

Oral?
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IMMUNOGENIC CELL DEATH

• Cohorts 7 and 8

• Addition of nivolumab to first line CHT
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EPI+IFOS+NIVOLUMAB

PHASE Ib

UPS

LEVEL 0: Nivolumab at 360 mg/3w

LEVEL -1: Nivolumab at 240 mg/3w

LMS 

DOXO+DTIC+NIVO

PHASE Ib

OST (M1)

NIVOLUMAB + MAP in 

upfront (Phase I-II)
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In press: JCO!!!
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• Trabectedin plus RT is an active and safe therapeutic option, and our

preclinical data support the synergy of the strategy. 

• This regimen is currently widely used

• Immunotherapy can be active in selected sarcoma subtypes. 

IMMUNOSARC has provided clinical data of its activity and preclinical

data for the identification of molecular predictive factors
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CONCLUSIONS
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CONCLUSIONS

Our group has experience in the developement of high-Quality academic clinical trials (all the

steps: concept, design, pharma negotiation for Budget, coordination, data analysis, traslational

studies, publication)→ Expertise to share
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