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1. Background and rationale 2. Aim 3. Study Design 4. Study Objectives

* Bleomycin, Etoposide, Cisplatin (BEP) administered as 4 x 3-weekly cycles is To determine if Open-label, 150 (stage I) and 500
standard first-line treatment for patients with metastatic germ cell tumours accelerated BEP is randomized, Participants aged 11 — 45 (stage Il) patients gives >80% Progression * Response following Correlative
(GCT) with poor prognostic features. superior to standard stratified, 2-arm, 2- years, with intermediate power at 5% level of significance free survival treatment completion biomarker studies
+ High-dose chemotherapy and more complex regimens (e.g. VIP, T-BEP) have BEP as first-line stage multi-center, or poor-risk metastatic to detect a 21% improvement in * Adverse events including microRNA.
failed to improve cure rates and are more toxic. chemotherapy for phase 3 clinical trial. germ cell tumours for response rate from 59% with * Health related quality of life
_ _ intermediate and first line chemotherapy. standard BEP to 80% with * Treatment preference
) Accelerfatmg regimens of sta.ndard chem.othera.py to 2-weekly rather than 3- poor-risk metastatic accelerated BEP (stage 1), and 7% * Delivered dose intensity
weekly improved cure rates in other malignancies. germ cell tumours. absolute improvement in 2yr PFS of chemotherapy
* Results from an Australian single-arm phase I/Il triall-2 and a UK trial® confirmed from 81% with standard BEP to * Overall survival
that accelerating standard chemotherapy for germ cell tumours is safe, feasible, 88% with accelerated BEP (stage
and active: The 5-year PFS was 94% and 50%, and 5-year OS was 94% and 92%, 1), respectively.

for intermediate and poor prognosis patients, respectively?.

5. Study Schema 6. Study Progress 7. Contact Us

Enrolment opened Feb 2014 p3bep.study@sydney.edu.au
_ _ @ WWW.ahzup.org.au
Sites open to recruitment 23 ANZ
* Intermediate or STANDARD BEP (196) 17 UK y @ANZUPtrials
: End of Surgical 6 months from Follow up
) Si?gtrlz:: GCTs R 4 cycles every 3 weeks treatr?etnt & resec_tcilon Iof ran(?tomisl.lationt %—mc;r;:[hly frt(;]m 156 USA #P3BEP
safety residua or after all pos — 24 months
chemotherapy assessment (30 disease +/- chemotherapy then . . _ @ SCAN ME
— 42 days after further interventions 6-monthly from Patients recruited N=287
* Adequate organ ACCELERATED BEP
: . 4 oycles every 2 weeks last drug dose) chemothgrapy are complete 24 — 60 months
Hhetion Thon as required  then Interim analysis (N=76) Safety acceptable NCT02582697, ACTRN12613000496718
u
4 weeks of weekly d
+ 1GCCC risk group bleomycin Stage | analysis (N=150) Activity acceptable . N o o
. . . . We thank the trial participants, principal investigators, co-investigators,
* Primary site Including formal comparison . L . :
: . and study coordinators at all participating centers for their commitment to
* Brain metastases ¢ Etoposide (E) 100mg/m?2 D1-5 f t o
- . . Oor response rate this trial.
* Induction e cisplatin (P) 20mg/m? D1-5 o
. : : : Standard BEP EP EP EP EP . .
Zr;motherapv Eleg G-CSF [():) g;) glcl)%rTSt:\r;\ dallzl (21-daycycle) 8 B B g B B 5 B B o B B Stage Il analysis (N=500) Expected in 2029
* . eomycin weekly
* ECOG status (age > 16 years) or Accelerated
, EP EP EP EP
* Gender e Bleomycin (B) 15000 IU /m? BEP s B 5 B . B . B B B B B
 Study site * (age < 16 years) (14-day cycle)
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the Children’s Oncology Group, Cambridge Clinical Trials Centre and the Australian and New Zealand . '.%
Children’s Haematology/Oncology Group (ANZCHOG). Special thanks also to the Clinical Trials Awards and in collaboration with: ."? % CANCER CAMBRIDGE | | References: 1. Grimison PS, et al. Annals of Oncology
Advisory Committee (UK) and National Cancer Institute (USA) for funding this study. Translational Cancer ' ';.3"!‘ BE(SEARCH CENTRE A N ZC H G | ' 2014; 25: 143-148.; 2. Lawrence N, et al. Annals of Abst ra Ct #TPS 52 4
Research Centre supported by Cancer Institute NSW has financially supported the collection of blood and TSR B Sl Bl Bl e | Oncology 2016; 27; 2302-2303; 3. Rimmer, Y, et al.
tissue for translational research. %IR%E&%IS{IB(?E Cambridge University Hospitals [TTZ53 | | R British Journal of Cancer 2011;105:766-72

ANZUP receives valuable infrastructure support from the Australian Government through Cancer Australia.


mailto:p3bep.study@sydney.edu.au
http://www.anzup.org.au/

	TRIALS IN PROGRESS - P3BEP (ANZUP 1302): �An international randomized phase 3 trial of accelerated versus standard BEP chemotherapy �for individuals aged 11-45 years with intermediate and poor-risk metastatic germ cell tumours

