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Press release

Prostate cancer with metastases at the time of diagnosis
A combination of two hormone therapies and a single
chemotherapy doubles progression-free survival

® The European PEACE 1 study might shed a new light and change N
standard treatment in metastatic prostate cancer. The initial ~ Oral presentation by
results from this phase Ill clinical trial [sponsored by Unicancer and Prof. Karim FIZAZI|
presented at the 2021 ASCO Conference by Professor Karim Fizazi,
Gustave Roussy oncologist] show that combining abiraterone, a
new generation hormone therapy, with conventional hormone P> READ THE ABSTRACT
therapy and a chemotherapeutic agent at the outset, reduces by N°5000
half the risk of tumour progression and gains two and a half years
of progression-free survival.

monest cancers and the leading one in males. In addition, it is ranked as the 3 cause

of death in men: in 2018 it resulted in 8,100 deaths in France. About 10% of prostate
cancers diagnosed each year are metastatic at the time of diagnosis: for these 5,000 patients
the chances of long-term survival are not high. The treatment of these tumours, which are
also more aggressive, has been restricted for a long time just to inhibition of the production of
testosterone, which nourishes these hormone-sensitive tumours, explained Professor Karim
Fizazi, oncologist at Gustave Roussy, who specialises in the treatment of prostate cancer. He is
the principal investigator in the PEACE 1 study and the good results of this are
presented this year at the ASCO Conference.

With some 50,000 new cases diagnosed annually, prostate cancer is one of the com-
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“From testicular ablation, practised in the 1940s, there have been major develop-

ments in terms of suppression of testosterone production. Conventional hormone
50, 000 therapy medication (LHRH agonists and antagonists] has thus become standard
new cases diagnosed treatment of hormone-sensitive metastatic cancer.” For a number of decades
annually from 1980, they constituted the only therapeutic option but, in general, only

allowed for one additional year of progression-free survival. A significant re-

volution commenced in 2015, with the development of new options which have
About 10% are widened the therapeutic arsenal and facilitated intensification of treatment.
Several studies and meta-analyses have demonstrated that combining from
the outset a taxane-based chemotherapeutic drug (docetaxel) with conventio-
nal androgen-suppressive medication increases by about 2 years the median
progression-free survival. Recent data on new generation hormone therapies (abiraterone, apa-
lumide or enzalutamide) have also shown that these improve results in comparison with those
obtained by traditional hormone therapy alone. The two options have become the recommended
standard treatment, the choice between them being in the hands of the oncologist. “Without
any data evaluating the benefits of simultaneous administration of the various agents from the start
of treatment, the question of combining them, when to do so and for how long a period remained
unanswered,” explained Professor Fizazi.

metastatic at diagnosis


https://meetinglibrary.asco.org/record/196406/abstract

“Gaining two and a half

years is unheard of!”

The objective of the PEACE 1 European study was to resolve these uncertainties by studying the
benefits of a combination of three drugs instead of only two, using two principal criteria of com-
parison: progression-free disease survival and overall survival rate. The preliminary results for
the first assessment criterion are the subject of an oral presentation at the ASCO meeting. They
now constitute a clear argument in favour of simultaneous use from the outset of three thera-
peutic agents: abiraterone + conventional hormone therapy + chemotherapy. The clinical trial,
sponsored by Unicancer and carried out in France by the Group for Study of Urogenital Tumors
(GETUG) was conducted between 2013 and 2018 on a cohort of 1,173 patients, median age 67,
recruited in 80 hospitals in seven European countries (France, Spain, Italy, Switzerland, Ireland,
Belgium and Romania). All patients had recently diagnosed metastatic prostate cancer but were
allowed at inclusion to have already started a conventional hormone therapy less than three
months previously. They were assigned randomly to one of two groups. In the first they received
three drugs: conventional hormone therapy together with 6 cycles of docetaxel (75 mg/m?), ad-
ministered at three-weekly intervals, and abiraterone 1,000 mg/day. The control group received
a combination of two drugs: conventional hormone therapy + chemothe-
rapy. Follow-up at 42 months “showed a marked improvement in radiolo-
gical progression-free survival in the group treated with the addition of abi-

additional symptom-free raterone, independently of the number of metastases present at diagnosis,”
years with no elevation of concluded Professor Fizazi. In fact, a difference of two and a half years
laboratory disease markers — was observed between the two groups of patients thanks to the addition of
and thus achieving an abiraterone, while the control group results confirmed those already ob-
overall progression-free tained in previous studies (e.g. STAMPEDE) with median progression-free
survival of four and a half survival of 2 years obtained by combining chemotherapy and conventio-

nal hormone therapy. “Gaining two and a half additional symptom-free years
with no elevation of laboratory disease markers and thus achieving an overall
progression-free survival of four and a half years is unheard of! An additional
piece of good news is that the three-drug regimen did not induce any parti-
cular increase in toxicity over a 6-month period. We did not see any adverse effects other than those
for which abiraterone is well-known to be responsible - hypertension, hypokalaemia and elevation of
hepatic transaminases, the majority being benign.” rejoiced Karim Fizazi.

Might adding abiraterone at the initiation of treatment to the combination of hormone therapy
+ chemotherapy become the new standard treatment of prostate cancer when metastases are
present at the time of diagnosis? “Classically, in oncology, one may not decide until the benefits of
treatment on overall survival have been assessed.” The PEACE 1 results for this second principal
criterion will not be known until after the summer, “but the question deserves to be asked now,”
judged Professor Fizazi, “Gaining two and a half additional years of progression-free survival in
comparison with the current standard represents a great benefit for these patients and the results
are, to my mind, sufficiently reliable for us to change practice”.
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Classed as the leading European Cancer Centre
and the fifth on the world stage, Gustave Roussy is a
centre with comprehensive expertise and is devoted
entirely to patients suffering with cancer. It is a source
of diagnostic and therapeutic advances. It caters for
almost 50,000 patients per year and its approach is
one that integrates research, patient care and tea-
ching.

It is specialised in the treatment of rare cancers and
complex tumours and it treats all cancers in patients
of any age. Its care is personalised and combines the
most advanced medical methods with an apprecia-
tion of the patient’s human requirements. In addition
to the quality of treatment offered, the physical, psy-
chological and social aspects of the patient’s life are
respected.

3,200 health professionals work on its two campuses:
Villejuif and Chevilly-Larue. Gustave Roussy brings
together the skills which are essential for the highest
quality research in oncology: a quarter of patients
treated are included in clinical trials.

For further information: www.gustaveroussy.fr/en
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Unicancer is the only French hospital network that
is dedicated entirely to fighting cancer and the only
national federation of hospitals dedicated to oncolo-
gy. It unites 18 cancer research centers (Centres de
lutte contre le cancer - CLCCs) and private health
non-profit institutes, spread out across 20 hospital
sites in France. The FCCCs take care of approximately
540,000 patients per year (short-stay, home care, and
external treatments).

Unicancer is also Europe’s leading academic promo-
ter of clinical trials in oncology, with 90 active clinical
trials supported, just under 6,500 patients included
and more than 64,000 registered in the Epidemiologi-
cal Strategy and Medical Economics (ESME] database.

Recognized as a leader in research in France, the Uni-
cancer network benefits from a global reputation, pro-
ducing a third of the French publications on oncology
on an international scale (source: bibliometric study/
Thomson Reuters). A total of approximately 600 clini-
cal trials (inclusions or after-care) were promoted in
2020 by Unicancer research, more than 15% of CLCC
patients were included in clinical trials and more than
half of Hospital Clinical Research Programs (Pro-
grammes hospitaliers de recherche clinique - PHRC)
were attributed to CLCCs.

AlL 18 CLCCs and the Unicancer Research department
are certified in line with IS0 9001:2015 for clinical re-
search.

Follow us at: www.unicancer.fr
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