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STAMPEDE – key features

• Multiple arms

• Simple broad inclusion criteria

• Simple endpoints

• Interim analyses to decide whether to stop or continue

• Arms need distinct mechanisms of action



Multiple arm trials – design benefits

• Answers to multiple questions

• Spin off translational benefits

• Broad inclusion criteria and range of therapies give 

valuable information about natural history
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Parker CC, et al. Poster presentation at the 2018 ESMO Congress; October 19–23, 2018; Munich, Germany. Abstract LBA5.

Radiotherapy to the primary tumour for men with newly-
diagnosed metastatic prostate cancer:  
Survival results from STAMPEDE
CC Parker, ND James, CD Brawley, NW Clarke, G Attard, S Chowdhury, W 
Cross, DP Dearnaley, S Gillessen, C Gilson, RJ Jones, MD Mason, R Millman, 
C Eswar, J Gale, JF Lester, DJ Sheehan, AT Tran, MKB Parmar, MR Sydes. 



Radiotherapy as a Standard of Care in M1
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(0.36-1.19)

P-values arms 

w/wo Abi
0.61 0.02

*Adjusted on stratification factors ( PS, type of castration, docetaxel)
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SOC+RT

SOC+Abi

SOC

SOC+/-Abi+RT

SOC+/-Abi

Castration Resistance Free-Survival (low volume pop.) 

*Adjusted on  abiraterone and stratification factors ( PS, type of castration, docetaxel)
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Median, ys.
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P-value 0.007

interaction p-value = 0.15 
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Number at risk (censored)

SOC+Abi+RT
SOC+RT

SOC+Abi

SOC

SOC+/-Abi+RT

SOC+/-Abi

SOC+/-Abi
(n=458)

SOC+/-Abi+RT
(n=451)

Events, n 106 58
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Prostate radiotherapy reduces long-term risk of obstructive uropathy in 
metastatic hormone sensitive prostate cancer (mHSPC): results from the 

STAMPEDE M1-RT comparison

Craig Jones, Laura Murphy, Macey Murray, Louise 
Brown, Mahesh Parmar, Nick James, Chris Parker, 
Matthew R Sydes, Noel Clarke, Ashwin Sachdeva
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Prostate radiotherapy reduces long-term risk of obstructive 
uropathy in metastatic hormone sensitive prostate cancer

Unpublished – not for distribution



The STAMPEDE2 trial
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STAMPEDE2:  Comparison S 

Prostate RT (± pelvic)

36.25Gy in 5f

60Gy in 20f 

(47Gy to LNs, 51Gy 

boost)

Systemic therapy

ADT

ARSI of choice if DDR-

/unknown

± Docetaxel
SABR to metastases

27-30Gy in 3-5f

Inclusion criteria:

• 1-5 synchronous 

bone ± NRLN mets

• CT/MRI ± bone 

scan detected

• SABR technically & 

clinically suitable
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STAMPEDE2:  Comparison P 

^Prostate RT

36Gy in 6f weekly

Systemic therapy

ADT

ARSI of choice if DDR-

/unknown

± Docetaxel 177Lu-PSMA-617 

7.4GBq D1 & D8 

6 weekly (x3)

Inclusion criteria:

• Any M1 disease 

• Detected on 

CT/MRI ± bone 

scan detected

• Not suitable for 

SABR

^Low burden metastatic disease STAMPEDE/CHAARTED



How to deal with new generation imaging?



PRIMARY 
DISEASE

LOW-VOLUME
< 4 bone lesions

HIGH-VOLUME CHARTTED
≥ 4 bone lesions

STANDARD IMAGING 
(BONE SCAN + CT scan)

Low risk localized Full blown metastatic

De novo prostate cancer therapy

NODE+ 
DISEASE

ADT + Prostate
RT

ADT + Prostate 
+ nodal RT +ARTI

ADT+ ARTI + 
Prostate RT
? Add MDT

ADT + Docetaxel + 
ARTI



PRIMARY 
DISEASE

LOW-VOLUME
< 4 bone lesions

HIGH-VOLUME CHARTTED
≥ 4 bone lesions

STANDARD IMAGING 
(BONE SCAN + CT scan)

Low risk localized Full blown metastatic

The stage migration in the de-novo setting

NODE+ 
DISEASE

ADT + Prostate
RT ?+ nodal RT

ADT + Prostate 
+ nodal RT + ARTI
?+ PA Nodal RT

ADT+ ARTI + 
Prostate RT
? Add MDT

ADT + Docetaxel + 
ARTI

+ PSMA-PET

NEXT-GENERATION IMAGING (PSMA PET-CT)





Comparison P: run-in safety phase



Endpoints and other considerations

• Endpoints
• Metastatic progression free survival
• Overall survival

• Randomisation stratified by (amongst other things) 
• access to new generation imaging
• Intention to use docetaxel

• Partial 2x2 design efficient as get data in DNA damage repair cases 
with all modalities

• Modular design allows centres to participate in 1, 2 or all 3 
randomisations – facilitates international participation
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