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CERVICAL CANCER 
LOCALLY ADVANCED DISEASE
The most important information on the management of lo-
cally advanced cervical cancer (LA-CC) consisted of the 
OUTBACK trial, presented by Dr. Mileshkin from the Peter 
McCallum Center in Melbourne, during the plenary ses-
sion of the meeting. Up to this very moment, the standard 
treatment for LA-CC has been concurrent chemoradiation 
(CCRT), mostly with low dose (40 mg/m2) weekly cisplatin, 
and brachytherapy. Previous studies suggested that adjuvant 
chemotherapy (ACT) in addition to this standard approach 
might have a positive impact on survival.1,2 However, these 
studies had limitations on their own, were not changing 
daily practice, and therefore a confirmatory trial was needed. 
OUTBACK is an international randomised phase III trial of 
the Gynecological Cancer InterGroup (GCIG).3 Participating 
groups (countries) included ANZGOG (Australia and New 
Zealand), NRG (USA, Saudi Arabia, Canada, China) and  
Singapore. Eligible women had LA-CC suitable for CCRT 
with curative intent, FIGO 2008 stages IB plus positive 
lymph nodes, IB2, II, IIIB and IVA, ECOG performance 

status (PS) 0-2, tumours of squamous, adeno or adenosqua-
mous cell type and no nodal disease above L3/4. Women 
were randomly assigned to either cisplatin-based standard 
CCRT or standard cisplatin-based CCRT followed by ACT 
with four cycles of paclitaxel (155 mg/m2) and carboplatin 
(AUC5), after stratification for nodal status, participating site, 
FIGO stage, age and planned extended-field radiotherapy. 
Primary endpoint was overall survival (OS) at five years. Se- 
condary endpoints presented at this meeting included, pro-
gression-free survival (PFS), adverse events (AE), patterns of 
disease recurrence and global health status and quality of life. 
From April 2011 to June 2017, 926 patients were accrued, of 
whom 919 were eligible, 463 in the ACT arm and 456 in the 
control arm. Median follow-up was 60 months. There was no 
survival benefit with ACT (OS 72% vs. 71%; PFS 63% vs. 61%) 
(Figure 1). The pattern of recurrence was similar and there 
was no decrease in distant metastases (9% vs. 11%). Toxicity 
(both haematologic and non-haematologic) was worse with 
ACT, but beyond one year, the only difference between arms 
consisted of an increased incidence of peripheral neuropathy 
(7% versus 2% grade 2 sensory) and there were no signs or  

J.B. Vermorken, MD, PhD

“The United States is a long way from achieving clinical equity among its people” said Joe Elia, editor of 
NEJM Group in the introduction of the eBook on Racial Disparities in Clinical Medicine which was distributed 
among all ASCO members in June 2021. It is not without reason that this eBook is coming out now. In the 
President’s Address, Lori J Pierce mentioned how segregation impacts on health care. “Today”, she said, 
“ensuring equity of care – that is our good fight, this is the foundation of ASCO”. It was interesting to notice 
that this topic also got attention in the Gynaecological Cancer track of the meeting. Overall, ASCO 2021 
featured 14 presentations on cervical cancer, 32 on uterine cancer and 60 on ovarian cancer. The most 
important messages of these different presentations will be discussed in this article.
(BELG J MED ONCOL 2021;15(5):197-205)

Highlights in gynaecological cancer
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EARLY BREAST CANCER
OLYMPIA: ADJUVANT OLAPARIB AFTER (NEO)
ADJUVANT CHEMOTHERAPY
For patients with stage II/III BRCA1/2-associated breast 
cancer (BC), (neo)adjuvant chemotherapy ([N]ACT) is cur-
rently the standard of care. However, this treatment is as-
sociated with a substantial risk of recurrence. To improve 
on this, the phase III OlympiA trial investigates the po-
tential of adjuvant olaparib (OL) in this setting since PARP 
inhibitors have shown to have high clinical activity in the 
metastatic setting in patients with BRCA1/2 mutations. 
In OlympiA, a total of 1,836 patients with HER2-nega-
tive early BC, who were either hormone receptor-positive 
(HR+) or triple negative (TNBC), were randomised (1:1) to 
receive either oral olaparib (300 mg twice daily) or place-
bo (PL) continuously for one year. Baseline demographics 
and tumour characteristics were well balanced between 
arms. At 36 months, the invasive disease-free survival 
(iDFS) in the intention-to-treat (ITT) population was re-

ported at 85.9% and 77.1% with OL and PL, respective-
ly (HR[95%CI]: 0.58[0.41-0.82], p< 0.0001). Overall, the 
number of iDFS events was lower in the OL arm, with 
106 and 178 events occurring with OL and PL, respec-
tively. Of note, most of these events consisted of distant  
recurrences (7.8% vs. 13.1%). With a longer follow-up of 
3.5 years, results on iDFS supported the findings observed 
in the ITT population, with a three-year iDFS difference 
of 8.6% between OL and PL, with distinct and early 
curve separation (HR[99.5%CI]: 0.61[0.39-0.95]). Similar  
results were obtained in terms of distant disease-free  
survival (dDFS) at 36 months (87.5% vs. 80.4%, HR[99.5%-
CI]: 0.57[0.39-0.83], p< 0.0001). Although OL was associa- 
ted with a numerically higher three-year overall survival 
(OS) rate compared to PL, this difference was not statis-
tically significant (92.0% vs. 88.3%, HR[99%]: 0.68[0.44-
1.05], p= 0.024). Safety data were consistent with known 
side effects of olaparib, importantly with no excess serious 
adverse events or adverse events of special interest (like 

J. Blokken, PharmD, PhD1, T. Feys, MSc, MBA1, K. Punie, MD2, H. Wildiers, MD, PhD2

ASCO 2021 featured one crucial, practice-changing trial in early breast cancer: the OlympiA trial showed that 
one year of adjuvant olaparib improves invasive disease-free survival by 8.8% compared to placebo, when 
administered to high risk early breast patients (triple negative or hormone sensitive and HER2 negative) with 
a germline BRCA1 or 2 mutation. Furthermore, ECOG-ACRIN EA1131 failed to show improved outcome in 
triple negative breast cancer treated without pathological complete response after neoadjuvant chemo- 
therapy with platinum based chemotherapy compared to the current standard capecitabine. GeparNUEVO 
for the first time showed long term outcome with anti-PD(L)1 therapy administered with neoadjuvant chemo-
therapy in triple negative breast cancer. In the advanced setting, interesting overall survival updates of the 
PALOMA-3 and MONALEESA-3 studies were presented. Furthermore, the SYsucc-002 trial demonstrated 
that trastuzumab plus endocrine therapy was non-inferior to and had fewer toxicities compared with trastu-
zumab plus chemotherapy in patients with HR+/HER2- metastatic breast cancer. In addition, this article will 
touch upon several other studies that are notable. 
(BELG J MED ONCOL 2021;15(5):208-17)

Highlights in breast cancer
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ANTI-LAG-3, A SUCCESSFUL 
COMBINATION PARTNER FOR 
ANTI-PD-1 THERAPY IN THE 
TREATMENT OF ADVANCED MELANOMA 
LAG-3 (lymphocyte-activation gene 3) directed therapy moved 
to the forefront of melanoma immunotherapy at the 2021 an-
nual ASCO meeting. The first planned analysis of the glob-
al, randomised, phase III RELATIVITY-047 trial (evaluating 
the outcome of 714 patients with previously untreated, unre-
sectable metastatic melanoma who were randomly assigned 
1:1 to receive every-four-week intravenous administration of 
relatlimab at 160 mg plus nivolumab at 480 mg or nivolumab 
480 mg plus placebo, stratified by LAG-3 expression, PD-L1 
expression, BRAF mutation status, and disease stage) indicat-
ed that patients who received relatlimab (an IgG4 anti-LAG-3 
monoclonal antibody) in combination with nivolumab (an 
IgG4 anti-PD-1 mAB) resulted in a superior median progres-
sion-free survival of 10.1 months (significantly longer than 
that of patients who received nivolumab plus placebo;  4.6 
months). After a median follow-up of 13.2 months, the study 
met its primary endpoint, with a hazard ratio of 0.75 and a 
p-value of 0.0055. As observed in other immune-checkpoint 
inhibitor studies, an early drop in the PFS curve occurred 
within the first six months but the PFS benefit from the com-
bination therapy appeared early in the course of therapy (at 
the twelve weeks landmark). The combination was favoured 
across key prespecified subgroups. Treatment-related adverse 

events associated with relatlimab plus nivolumab were ma- 
nageable. Although the incidence of grade 3 or 4 treatment- 
related adverse events was higher with the combination 
(18.9% vs. 9.7%), they occurred at a lower rate than we observe 
with the approved nivolumab plus ipilimumab combination. 
Treatment-related adverse events led to treatment discontinua-
tion in 14.6% and 6.7% of patients receiving combination and 
monotherapy, respectively. There were three treatment-related 
deaths with the combination (haemophagocytic lymphohis-
tiocytosis, acute oedema of the lung, and pneumonitis) and 
two with nivolumab monotherapy (sepsis/myocarditis and 
worsening pneumonia).1 Forthcoming trial data (analysed ac-
cording to trial design), including tumour response and over-
all survival rates, will further provide the community with 
additional data that will help to define the position of this 
new active immunotherapy regimen within the therapeutic 
landscape of unresectable advanced melanoma. Unanswered 
questions relate to the clinical benefit (risk/benefit) of this 
new combinatorial regimen as opposed to the activity of the 
approved ipilimumab plus nivolumab regimen and whether 
there is cross-resistance between both combination regimens.
Adding to the enthusiasm regarding anti-LAG-3 therapy, 
were the results from a phase II trial investigating neoadju-
vant nivolumab plus relatlimab. This small dual centre trial 
included 30 patients with surgically resectable clinical stage 
III or oligometastatic stage IV melanoma. The patients’ me-
dian age was 60 years, 19 were men, and most (60%) had 

B. Neyns, MD, PhD

Over the last decade immunotherapy has become an integral part of the oncogenic treatment arsenal. 
Meanwhile, the field of immune-oncology continues to evolve, which was amply illustrated by the large 
number of studies evaluating innovative immunotherapies presented at ASCO 2021. 
(BELG J MED ONCOL 2021;15(5):218-23)

Highlights in immunotherapy
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IMMUNOTHERAPY ARRIVING IN 
FIRST-LINE RECURRENT/METASTATIC 
NASOPHARYNGEAL CARCINOMA 
Anno 2021, the standard of care in first-line treatment for lo-
cally advanced/recurrent or metastatic nasopharyngeal carci-
noma (NPC) is the combination chemotherapy gemcitabine + 
cisplatin. There are no approved therapies for later-line treat-
ment of NPC, and no immune checkpoint inhibitor has 

been approved for the treatment of NPC at this moment.

STUDY 1: TORIPALIMAB + GEMCITABINE/
CISPLATIN EXTENDS PROGRESSION-FREE 
SURVIVAL (PFS) IN RECURRENT OR 
METASTATIC NASOPHARYNGEAL CARCINOMA: 
JUPITER-02
Recently, the phase II clinical trial POLARIS-02 was pub-
lished in the Journal of Clinical Oncology, with efficacy and 
safety results of toripalimab in previously treated recurrent 
or metastatic (R/M) NPC. Toripalimab is a humanised IgG4 
monoclonal antibody against PD-1, already used in China 
for advanced melanoma and NPC in third-line. This study 
showed an overall response rate (ORR) of 20.5% with a me-
dian duration of response (DOR) of 12.8 months, median 

PFS 1.9 months and median OS 17.4 months. The POLARIS- 
02 study demonstrated a manageable safety profile and  
durable clinical response of toripalimab in patients with che-
morefractory metastatic NPC. An early decrease in plasma 
EBV DNA copy number correlated with favourable response.1

At ASCO’s Plenary Session, the results of JUPITER-02 were 
shown: a randomised, placebo-controlled, double-blind-
ed phase III trial of toripalimab in combination with gemci- 
tabine + cisplatin chemotherapy as first-line treatment for 
R/M NPC. Patients with advanced NPC with no prior che-
motherapy in R/M setting were randomised (1:1) to receive 
toripalimab 240 mg or placebo d1 in combination with 
gemcitabine 1,000 mg/m2 d1+d8 and cisplatin 80 mg/m2 
d1 every three weeks (Q3W) for up to six cycles, followed 
by monotherapy toripalimab or placebo Q3W until disease 
progression, intolerable toxicity or completion two years 
of treatment. The primary endpoint was PFS by indepen-
dent review committee (IRC) in the ITT population; second-
ary endpoints included ORR, DOR and OS. In total, 289  
patients were randomised: 146 received toripalimab and 143 
placebo. A significant improvement in PFS was seen for the 
toripalimab arm compared to the placebo arm (HR= 0.52, p= 
0.0003), with median PFS 11.7 vs. 8.0 months. The one-year 

W. Lybaert, MD

The ASCO Annual Meeting was held from 4 till 8 June 2021 in a virtual format. During this meeting, immuno-
therapy arrived in first-line recurrent/metastatic nasopharyngeal carcinoma, adjuvant capecitabine enters 
prudently the treatment algorithm of nasopharyngeal cancer, results of de-escalation studies in HPV-positive 
oropharyngeal cancer are promising and forwarding to phase III studies, cabozantinib shows impressive 
results in later-line radioiodine-refractory differentiated thyroid cancer, and immunotherapy tries to find a 
place in recurrent/metastatic salivary gland tumours, a tumour type without a uniform standard of care anno 
2021. In this report, the most important headlines will be discussed, with comments on the clinical relevance 
of the different studies.
(BELG J MED ONCOL 2021;15(5):226-33)

Highlights in head and neck cancer 
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EARLY-STAGE NON-SMALL CELL LUNG 
CANCER
(NEO)ADJUVANT STRATEGIES
IMpower010 is a randomised phase III open-label trial com-
paring atezolizumab (sixteen cycles of 1,200 mg once every 
three weeks [Q3W]) to best supportive care (BSC) after sur-
gery and adjuvant chemotherapy in patients with early-stage 
(IB-IIIA) NSCLC. The trial enrolled a total of 1,280 patients, 
of whom 1,269 received up to four 21-day cycles of adjuvant  
chemotherapy. All eligible patients had completely resected 
Stage IB (≥4 cm)-IIIA NSCLC (AJCC/UICC v7) and an ECOG 
performance status of 0-1. The primary endpoint of inves-
tigator-assessed disease-free survival (DFS) and secondary  
endpoint of overall survival (OS) were tested hierarchically. 
After a median follow-up of 32.8 months, adjuvant atezolizu- 
mab was shown to induce a statistically significant DFS 
benefit over BSC in the population of patients with PD-L1 
tumour cell [TC] ≥1% and Stage II-IIIA disease (median DFS 
not evaluable vs. 35.3 months, HR[95%CI]: 0.66[0.50-0.88],  
p= 0.004, Figure 1). This benefit was observed in all subgroups, 
except for active smokers at the time of enrolment and in  
patients harbouring an ALK rearrangement (both small sub-
groups of N= 75 and N= 23, respectively). Atezolizumab  

also reduced the risk of disease recurrence or death by 21% 
in all-randomised patients with stage II-IIIA NSCLC with 
a corresponding median DFS of 42.3 months compared to 
35.3 months with BSC (HR[95%CI]: 0.79[0.64-0.96], p= 0.02).  
Interestingly, PD-L1 expression levels seem to be of clini-
cal relevance in this trial, with a strong benefit for patients 
with tumour cell expression levels of at least 50% (HR[95%-
CI]:0.43[0.27-0.66]) and no benefit for patients without PD-L1 
expression (HR[95%CI]:0.97[0.72-1.31]). The statistical signi- 
ficance boundary was not crossed for atezolizumab vs. BSC 
for DFS in the ITT population (stage IB-IIIA NSCLC). OS data 
 were still immature, and this endpoint was not formally  
tested at this interim analysis. Any-grade adverse events (AEs) 
occurred in 92.7% and 70.7% of patients in the atezolizu- 
mab and BSC groups, respectively. AEs were grade 3-4 in  
severity in 21.8% and 11.5% of patients, respectively. Grade 
5 treatment-related AEs were rare and occurred in only 0.8%  
of patients in the atezolizumab arm. AEs leading to atezoli-
zumab discontinuation were reported in 18.2% of atezolizu- 
mab-treated patients. Immune-mediated AEs mostly occurred 
in a small proportion of patients (<1%). However, grade 3/4 
laboratory abnormalities for liver function were detected in 20 
patients (4%) of which only four were diagnosed with hepatitis. 

J. Blokken, PharmD, PhD, T. Feys, MSc, MBA

At ASCO 2021 much of the attention in the field of lung cancer went to early-stage non-small cell lung cancer  
(NSCLC) discussing both (neo)adjuvant strategies and local treatment modalities. In metastatic NSCLC, we would 
like to highlight some recent (chemo)immunotherapeutic advances in the treatment of non-oncogene addicted  
tumours as well as promising strategies to overcome osimertinib resistance, targeting of KRAS G12C mutated  
tumours and updated results for EGFR exon 20, HER2 exon 20, MET and RET targeting. As a final abstract, the  
results of the randomised phase III CALGB 30610/RTOG 0538 trial evaluating high-dose thoracic radiotherapy in 
small cell lung cancer will be summarised. We would like to acknowledge Prof. Veerle Surmont (University Hospital 
Ghent) for her help in selecting the abstracts discussed in this overview.
(BELG J MED ONCOL 2021;15(5):237-44)

Highlights in respiratory oncology
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UPPER GASTRO-INTESTINAL TRACT 
OESOPHAGEAL SQUAMOUS CELL CARCINOMA
In the phase III CheckMate 648 study, 970 patients with 
previously untreated, unresectable, advanced oesophageal 
squamous cell carcinoma (ESCC) were recruited, irrespec-
tive of their tumour PD-L1 expression levels. Patients were 
randomly allocated (1:1:1) into three groups. Group 1 as-
sessed the addition of 240 mg nivolumab (NIVO) once every 
two weeks (Q2W) to chemotherapy (fluorouracil + cisplatin) 
Q4W while Group 2 is a chemotherapy-free treatment  
option of NIVO 3mg/kg Q2W + ipilimumab (IPI) 1mg/kg 
Q6W. Finally, Group 3 is a control arm in which patients 
received chemotherapy Q4W alone. Primary endpoints for 
both comparisons are overall survival (OS) and progres-
sion-free survival (PFS) per blinded independent central  
review (BICR) in patients with a tumour PD-L1 expression 
level of at least 1%. At the time of the presented analysis, pa-
tients were followed-up for a minimum of 12.9 months. For 
the first comparison of NIVO + chemo vs. chemo alone, a 
highly statistically significant improvement in OS was ob-
served in patients with tumour cell PD-L1 ≥1% (Figure 1A). 
The median OS was 15.4 months for patients treated with 
NIVO + chemo and 9.1 months for patients receiving chemo 

alone (HR[99.5%CI]: 0.54[0.37-0.80], p< 0.0001). A similar 
trend was observed among the all randomised patient pop-
ulation with a median OS of 13.2 and 10.7 months, respec-
tively (HR[99.1%CI]: 0.74[0.58-0.96], p= 0.0021). In addition, 
also the PFS was significantly improved in the primary  
patient population of PD-L1 ≥1% (HR[95%CI]: 0.65[0.46-
0.92], p= 0.0023). However, this was not the case in all  
randomised patients (HR[95%CI]: 0.81[0.64-1.04], p= 
0.0355). The objective response rates (ORR) with NIVO 
+ chemo was 53% vs. 20% with chemotherapy alone in  
patients with PD-L1 ≥1% (47% vs. 27% in all randomised 
patients). Also for the second comparison of NIVO + IPI vs. 

chemo, a significant OS advantage was seen in favour of the 
immunotherapy-based regimen in the primary study popu-
lation (13.7 vs. 9.1 months, HR[98.6%CI]: 0.64[0.46-0.90],  
p= 0.0010, Figure 1B). This was also the case when looking 
at the entire randomised patient population (12.8 vs. 10.7 
months, HR[98.2%CI]: 0.78[0.62-0.98], p= 0.0110). The 
primary endpoint of PFS per BICR was not met in patients 
with tumour cell PD-L1 ≥1% (HR[95%CI]: 1.02[0.73-1.43], 
p= 0.8958) nor was this the case in all randomised patients 
(HR[95%CI]: 1.26[1.04-1.52], p-value not tested). ORR with 
NIVO + IPI and chemotherapy were 35% and 20%, respec-

J. Blokken, PharmD, PhD, T. Feys, MSc, MBA

At ASCO 2021, the most important studies in gastro-intestinal (GI) cancer related to the use of immuno- 
therapy in cancers of the upper gastro-intestinal tract. For advanced oesophageal squamous cell carcinoma 
(ESCC), the CheckMate 648 trial demonstrated that both nivolumab plus chemotherapy and nivolumab plus 
ipilimumab represent a new potential first-line standard of care, especially for patients with a tumour PD-L1 
expression of at least 1%. For adenocarcinoma of the oesophagus and oesophago-gastric junction, there is 
no evidence that peri-operative chemotherapy is unacceptably inferior to multimodal therapy. For tumours of 
the lower gastro-intestinal tract, the most important results came from the DESTINY-CRC01, CHRONOS, 
FIRE-4.5 and PANAMA studies.
(BELG J MED ONCOL 2021;15(5):248-53)

Highlights in gastro-intestinal cancers
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PROSTATE CARCINOMA 
FINDINGS ON PROSTATE CANCER (PCa) 
TUMOUR SEQUENCING – SUBSEQUENT  
NEED FOR GERMLINE TESTING?
Tumour sequencing is increasingly being used for therapeu-
tic selection in men with advanced PCa. In case of tumour- 
only sequencing, identified mutations can either be somatic 
or germline in origin. The objective of this study was to deter-
mine the overall and gene-specific probability of pathogenic/
likely pathogenic germline mutations. Targeted next-gene- 
ration sequencing of PCa tumour and matched peripher-
al blood was performed in 1,883 men (84% high-risk PCa,  
52% metastatic PCa [mPCa], 38% family history). A total of 
19% of patients had at least one (somatic or germline) muta-
tion and germline mutations were found in 10% of patients. 
The average germline probability was 40%, with high-
est probabilities for CHEK2 (83%), PALB2 (69%), HOXB13  
(60%), BRCA1 (55%) and BRCA2 (47%). These mutations 
would not have been reported as germline without matched 
normal and 46% would not have been detected based on 

family history. As such, men undergoing tumour-only  
sequencing should be counselled on the possibility of un- 
covering possible pathogenic germline mutations.1

ERASE: NEED FOR PHYSICAL EXERCISE 
DURING ACTIVE SURVEILLANCE
Men with PCa undergoing active surveillance are at an  
increased risk of cardiovascular death and disease progres-
sion. To address this, the phase II randomised controlled 
ERASE trial investigated the effects of exercise on cardio-
respiratory fitness and biochemical progress of PCa. A to-
tal of 52 men with localised PCa on active surveillance were 
randomised (1:1) to high-intensity interval training (HIIT, 
supervised aerobic HIIT on a treadmill at 85-95% of peak 
cardiorespiratory fitness thrice-weekly for twelve weeks) 
or usual care. The outcomes were cardiorespiratory fitness, 
biochemical progression of PCa and prostate-specific anti-
gen (PSA) kinetics. Forty-six participants completed the tri-
al and adherence to HIIT was 96%. Compared to usual care, 
HIIT significantly improved cardiorespiratory fitness (mean  

T. Vermassen, PhD1,2, S. Rottey, MD, PhD1,2, D. De Maeseneer, MD1,3

The 2021 ASCO Annual Meeting offered a variety of advancements in the treatment and detection of  
genitourinary cancers. For prostate cancer (PCa), matched tumour-normal tissue sequencing was shown to 
be the ideal standard of care (SOC) in de novo high-risk PCa patients. The addition of immune checkpoint 
inhibitors (ICI) to the SOC was found to be highly effective in muscle-invasive bladder cancer, with enfor- 
tumab vedotin (EV) continuing to show efficacy in urothelial carcinoma in a post-ICI advanced/ metastatic 
setting. Finally, the combination of ICI and tyrosine kinase inhibitors (TKIs) as first-line therapy for both non-
clear cell and clear cell renal cell carcinoma (non-cc/ccRCC) displays a clear survival benefit, with this effi-
cacy extending into the second-line treatment of patients with metastatic non-ccRCC who have previously 
received ICIs. The most important headline presentations relating to genitourinary cancers will be discussed 
in this congress highlights article.
(BELG J MED ONCOL 2021;15(5):256-63)

Highlights in genitourinary cancers
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OVERVIEW OF BELGIAN REIMBURSEMENT NEWS
(BELG J MED ONCOL 2021;15(5):264-5)

T. Feys, MBA, MSc, J. Blokken, PharmD, PhD

New oncology reimbursements 
in Belgium

TALAZOPARIB (TALZENNA®)
Since July 1st, 2021, the PARP inhibitor talazoparib is  
reimbursed as monotherapy for the treatment of adult  
patients with a germline BRCA1/2 mutation having  
locally advanced, unresectable, or metastatic triple nega- 
tive (TNBC) or hormone-receptor positive/HER2-nega-
tive breast cancer. Talazoparib is reimbursed in the first,  
second or later treatment line in the advanced breast  
cancer setting. In order to be eligible for reimbursement, 
the patient has to be previously treated with an anthra- 
cycline and/or a taxane in the (neo)adjuvant, locally  
advanced, or metastatic setting unless the patients is con-
sidered to be unsuitable for this treatment. In case of 
HR-positive breast cancer, the patient has to be pre-treated 
with hormone therapy, or should be unsuitable for this 
treatment modality. Importantly, the presence of a germ-
line BRCA mutation needs to be confirmed by an accred-
ited centre for medical genetics.
The reimbursement of talazoparib in this setting is based 
on the results of the randomised, phase III EMBRACA 
trial.1 In this trial, a total of 431 patients with advanced 
breast cancer and a germline BRCA1/2 mutation were  
assigned (2:1) to receive talazoparib (1 mg once daily) or 
standard single-agent therapy of the physician’s choice 
(capecitabine, eribulin, gemcitabine, or vinorelbine in 
continuous 21-day cycles). Talazoparib was found to be 
associated with a significantly better progression-free 
survival with a median of 8.6 months as compared to 

5.6 months in the control arm (HR[95%CI]: 0.54[0.41-
0.71]; p< 0.001). Also the objective response rate was  
significantly higher with talazoparib than with the con-
trol regimen at 62.6% and 27.2%, respectively (OR[95%-
CI]: 5.0[2.9-8.8]; p< 0.001). The PFS benefit seen with 
talazoparib did not translate in a significantly better 
overall survival, although this analysis was probably  
influenced by the use of subsequent treatments.2 Finally, 
patient reported outcomes with talazoparib were superior 
to what was seen in the control arm.1

CEMIPLIMAB (LIBTAYO®)
Cemiplimab (Libtayo®) was already reimbursed as 
monotherapy for the treatment of patients with locally 
advanced or metastatic cutaneous squamous cell carci- 
noma. Since July 1st 2021, the Belgian reimbursement 
criteria for this human monoclonal anti-PD1 anti-
body were broadened. The agent is now also eligible for  
reimbursement as first line therapy for adult patients with 
non-small cell cancer (NSCLC) having a PD-L1 expres-
sion in at least 50% of tumour cells and who are not 
harbouring a mutation in EGFR, ALK, or ROS. In order 
to be eligible for reimbursement, patients have to have  
locally advanced disease without the option for defini-
tive chemoradiotherapy or have metastatic NSCLC. The 
reimbursement of cemiplimab in NSCLC is based on the  
results of the EMPOWER-Lung 1 trial in which cemi-
plimab was found to significantly improve the over-
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INTERNATIONAL & NATIONAL CONGRESSES 2020

Virtual - ESHNR 2021
2-4 September 2021

Virtual - ILCA 2021 – The International Liver Cancer 
Association’s 15th Annual Conference   
2-5 September 2021  

AUA 2021 Annual Meeting 
10-13 September 2021   
Las Vegas, NV, United States 

IASLC 2021 World Conference on Lung Cancer  
8-14 September 2021   

Denver, CO, United States

Virtual - ESMO Congress 2021  
16-21 September 2021 

21st SIS World Congress on Breast Cancer and Breast Healthcare
22-25 September 2021   

Rhodes Island, Greece  

Virtual - EANO 2021 Meeting 
25-26 September 2021  

ASCO Quality Care Symposium
24-25 September 2021   

Boston, MA, United States and online

30th EADV Congress
29 September -2 October 2021   

Vienna, Austria

MSTS Annual Meeting
6-8 October 2021   

Baltimore, MD, United States




