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Terugbetaalde Indicaties CPI

ÅSkin
ÅMelanoma
ÅSCC
ÅMerkel cell 

carcinoma
ÅRCC
ÅTCC
ÅLung Cancer
ÅHead and Neck Cancer
ÅEsophagalCancer
ÅColon cancer
ÅTNBC

TNBC



Drug Target Combinations Indication

Ipilimumab /¢[!πп Monotherapy Advanced (unresectable or metastatic) melanoma in adults, and adolescents 12 years of age and older

Nivolumab t5πм Monotherapy Advanced (unresectable or metastatic) melanoma in adults.

Adjuvant treatment of adults with melanoma with involvement of lymph nodes or metastatic disease 

who have undergone complete resection

Treatment of advanced renal cell carcinoma after prior therapy in adults.

[ƻŎŀƭƭȅ ŀŘǾŀƴŎŜŘ ƻǊ ƳŜǘŀǎǘŀǘƛŎ ƴƻƴπǎƳŀƭƭ ŎŜƭƭ ƭǳƴƎ ŎŀƴŎŜǊ (NSCLC) after prior chemotherapy in adults.

Adult patients with relapsed or refractory classical Hodgkin lymphoma after autologous stem cell 

transplant (ASCT) and treatment with brentuximab vedotin

Recurrent or metastatic squamous cell cancer of the head and neck in adults progressing on or after 

ǇƭŀǘƛƴǳƳπōŀǎŜŘ ǘƘŜǊŀǇȅ

Locally advanced unresectable or metastatic urothelial carcinoma in adults after failure of prior 

ǇƭŀǘƛƴǳƳπŎƻƴǘŀƛƴƛƴƎ ǘƘŜǊŀǇȅ

Inoperabel, advanced, recurrent or metastatic oesophagealsquamous cell carcinoma after previous 

treatment with fluoropyrimidine- and platinum- containing therapy 

Ipilimumab + nivolumab CƛǊǎǘπƭƛƴŜ ǘǊŜŀǘƳŜƴǘ ƻŦ ŀŘǳƭǘ ǇŀǘƛŜƴǘǎ ǿƛǘƘ ƛƴǘŜǊƳŜŘƛŀǘŜκǇƻƻǊπǊƛǎƪ ŀŘǾŀƴŎŜŘ ǊŜƴŀƭ w//

Advanced (unresectable or metastatic) melanoma in adults.
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Pembrolizumab t5πм Monotherapy Advanced (unresectable or metastatic) melanoma in adults

Adjuvant treatment of adults with Stage III melanoma and lymph node involvement who 

have undergone complete resection

+ Axitinib CƛǊǎǘπƭƛƴŜ ǘǊŜŀǘƳŜƴǘ ƻŦ ŀŘǾŀƴŎŜŘ w// in adults

Monotherapy CƛǊǎǘπƭƛƴŜ treatment of metastatic NSCLC in adults whose tumors ŜȄǇǊŜǎǎ t5π[м with a 

җрл҈ ¢t{ ǿƛǘƘ ƴƻ 9DCw ƻǊ ![Y ǇƻǎƛǘƛǾŜ ǘǳƳƻǊ ƳǳǘŀǘƛƻƴǎΦ

Treatment of locally advanced or metastatic NSCLC in adults whose tumoursexpress 

t5π[м ǿƛǘƘ ŀ җм҈TPS and who have received at least one prior chemotherapy regimen 

(EGFR mutant/ALK positive patients should also have received targeted therapy)

+ Pemetrexed and platinum CƛǊǎǘπƭƛƴŜ ǘǊŜŀǘƳŜƴǘ of metastatic ƴƻƴπǎǉǳŀƳƻǳǎ b{/[/ in adults whose tumors have no 

EGFR or ALK positive mutations.

Ҍ /ŀǊōƻǇƭŀǘƛƴ ŀƴŘ ǇŀŎƭƛǘŀȄŜƭ ƻǊ ƴŀōπǇŀŎƭƛǘŀȄŜƭCƛǊǎǘπƭƛƴŜ ǘǊŜŀǘƳŜƴǘ ƻŦ metastatic squamous NSCLC in adults

Monotherapy Adult patients with relapsed or refractory classical Hodgkin lymphoma who have failed 

ASCT and brentuximab vedotinΣ ƻǊ ǿƘƻ ŀǊŜ ǘǊŀƴǎǇƭŀƴǘπƛƴŜƭƛƎƛōƭŜ ŀƴŘ ƘŀǾŜ ŦŀƛƭŜŘ 

brentuximab vedontin.

Locally advanced or metastatic urothelial carcinoma in adults who have received prior 

ǇƭŀǘƛƴǳƳπŎƻƴǘŀƛƴƛƴƎ ŎƘŜƳƻǘƘŜǊŀǇȅ

Locally advanced or metastatic urothelial carcinoma in adults who are not eligible for 

ŎƛǎǇƭŀǘƛƴπŎƻƴǘŀƛƴƛƴƎ ŎƘŜƳƻǘƘŜǊŀǇȅ ŀƴŘ ǿƘƻǎŜ ǘǳƳƻǊǎ ŜȄǇǊŜǎǎ t5π[м ǿƛǘƘ ŀ /t{ җмл

Recurrent or metastatic head and neck squamous cell carcinoma (HNSCC) in adults 

whose tumors express t5π[м ǿƛǘƘ ŀ җ рл҈ ¢t{ ŀƴŘ ǇǊƻƎǊŜǎǎƛƴƎ ƻƴ ƻǊ ŀŦǘŜǊ 

ǇƭŀǘƛƴǳƳπŎƻƴǘŀƛƴƛƴƎ ŎƘŜƳƻǘƘŜǊŀǇȅ

First line treatment of metastatic microsatellite instable (MSI-H)or mismatch-repair-

deficient (dMMR) colorectal carcinoma

CPI - Reimbursed indications Belgium Q1 2021 ςŎƻƴǘΩŘ 



Cemiplimab t5πм Monotherapy Adults with metastatic or locally advanced cutaneous squamous cell carcinoma who are 

not candidates for curative surgery or curative radiation

Atezolizumab t5π[м Monotherapy Treatment of adult patients with locally advanced or metastatic urothelial carcinoma: 

ŀŦǘŜǊ ǇǊƛƻǊ ǇƭŀǘƛƴǳƳπŎƻƴǘŀƛƴƛƴƎ ŎƘŜƳƻǘƘŜǊŀǇȅ, or who are considered cisplatin 

ƛƴŜƭƛƎƛōƭŜΣ ŀƴŘ ǿƘƻǎŜ ǘǳƳƻǊǎ ƘŀǾŜ ŀ t5π[м ŜȄǇǊŜǎǎƛƻƴ җ р҈

+ Bevacizumab, paclitaxel and 

carboplatin

CƛǊǎǘπƭƛƴŜ ǘǊŜŀǘƳŜƴǘ ƻŦ ŀŘǳƭǘ ǇŀǘƛŜƴǘǎ ǿƛǘƘ ƳŜǘŀǎǘŀǘƛŎ ƴƻƴπǎǉǳŀƳƻǳǎ b{/[/ (Excluding 

EGFR mutant/ALK positive patients)

Monotherapy Adult patients with locally advanced or metastatic NSCLC after prior chemotherapy 

(EGFR mutant/ALK positive patients should also have received targeted therapy)

Ҍ bŀōπǇŀŎƭƛǘŀȄŜƭ ŀƴŘ ŎŀǊōƻǇƭŀǘƛƴCƛǊǎǘπƭƛƴŜ ǘǊŜŀǘƳŜƴǘ ƻŦ ŀŘǳƭǘ ǇŀǘƛŜƴǘǎ ǿƛǘƘ ƳŜǘŀǎǘŀǘƛŎ ƴƻƴπǎǉǳŀƳƻǳǎ b{/[/ who do not 

ƘŀǾŜ 9DCw Ƴǳǘŀƴǘ ƻǊ ![YπǇƻǎƛǘƛǾŜ b{/[/

+ Carboplatin and etoposide ŦƛǊǎǘπƭƛƴŜ ǘǊŜŀǘƳŜƴǘ ƻŦ ŀŘǳƭǘ ǇŀǘƛŜƴǘǎ ǿƛǘƘ ŜȄǘŜƴǎƛǾŜπǎǘŀƎŜ ǎƳŀƭƭ ŎŜƭƭ ƭǳƴƎ ŎŀƴŎŜǊ

+ nab-paclitaxel First-line metastatic triple negative breast carcinoma with PDL-м ŜȄǇǊŜǎǎƛƻƴ җ м҈

Durvalumab t5π[м Monotherapy Locally advanced, unresectable NSCLC iƴ ŀŘǳƭǘǎ ǿƘƻǎŜ ǘǳƳƻǊǎ ŜȄǇǊŜǎǎ t5π[м ƻƴ җ м҈ ƻŦ 

ǘǳƳƻǊ ŎŜƭƭǎ ŀƴŘ ǿƘƻǎŜ ŘƛǎŜŀǎŜ Ƙŀǎ ƴƻǘ ǇǊƻƎǊŜǎǎŜŘ ŦƻƭƭƻǿƛƴƎ ǇƭŀǘƛƴǳƳπōŀǎŜŘ 

chemoradiation therapy

Avelumab t5π[м Monotherapy Adult patients with metastatic Merkel cell carcinoma

+ axitinib CƛǊǎǘπƭƛƴŜ ǘǊŜŀǘƳŜƴǘ ƻŦ advanced RCC in adults
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GROUP INDICATION ORR (%) Agentsapproved Main driver ofresponse

Highresponse rate IƻŘƎƪƛƴΩǎ ŘƛǎŜŀǎŜ87 Nivolumab
Pembrolizumab

PDJamplicon

DesmoplasticMelanoma 70 Nivolumab
Pembrolizumab

Mutations from chronicsun exposure

Merkel cell 56 Avelumab
Pembrolizumab

Merkel cell virus

MSI-h cancers 53 Nivolumab
Pembrolizumab

Mutations from mismatch-repairdeficiency

SCCC 46 Cemiplimab Mutations from chronicsun exposure

Intermediate 
responserate

Skin Melanoma 35-40 Nivolumab
Pembrolizumab

Mutations from intermittent sun 
exposure

Renal cell carcinoma 25 Nivolumab
Pembrolizumab

Insertionsand deletions (indels)

NSCLC 20 Nivolumab
Pembrolizumab
Atezolizumab

Mutations from cigarettesmoking

Head and neck 15 Nivolumab
Pembrolizumab

Mutations from cigarettesmoking

Bladderand Urinary tract 15 Nivolumab
Pembrolizumab
Atezolizumab

Avelumab
Durvalumab

Mutations from cigarettesmoking

Adpatedfrom Ribaset al. Science2018
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A new era in the management of advanced CSCC patients - 23/02/2021

The cSCC is characterized by a high mutational burden 

HIGH ORR IN SKIN CANCERS

Kim et al. Annal Oncol 2016

Fania et al. Biomedicines2021 Feb 9;9(2):171.
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Do we have 
to treat 
forever?



In melanoma we have some evidence from long term follow up



What about patientswho stop due to toxicity?



What about patientswho stop due to toxicity?



What happensif we retreat patients?



What happensif we retreat patients?

Indirect evidence that we 
should not treat 

melanoma patients 
with a CR or PR forever



When do we 
stop?



Can a PET-scan help to decide to stop therapy in melanoma?
Methods

Á PET at 1 yearof treatment

Á Response definedby EORTC criteria

Á N = 104

Á 28% RECIST CR

Á 75% PET CMR



OTHER SKIN CANCERS



Results from the phase 1 study of cemiplimab 
in patients with locally advanced or metastatic 
SCC as well as the pivotal phase 2 study for the 
metastatic-disease cohort.



A new era in the management of advanced CSCC patients - 23/02/2021

Kim et al. Annal Oncol 2016

The tumor microenviroment is characterized by changes in the immune cell populations, immune checkpoint expression 
and immuosupression Č tumor escape from immune surveillance

Fania et al. Biomedicines2021 Feb 9;9(2):171.

CEMIPLIMAB (ANTI-PD1)
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Complete response rates per ICR

ϞAmong 23 laCSCC patients who were included in the pre-specified Group 2 interim analysis, there were no complete responses. 
CSCC, cutaneous squamous cell carcinoma; ICR, independent central review; IQR, interquartile range; laCSCC, locally advanced CSCC; mCSCC, metastatic CSCC; Q2W, every 2 weeks; Q3W, every 3 weeks. 

ÅComplete responses for Group 1 

increased from 6.8% in the 

primary analysis to 16.9% in the 

first follow-up analysis and now to 

20.3% at this subsequent 

follow-up analysis

Å For Group 2, there were no 

complete responses at the interim 

analysis, but the complete 

response rate was 12.8% at the 

primary analysis and is 

unchanged at this follow-up 

analysis

Å For Group 3, the complete 

response rate increased from 

5.4% at the primary analysis to 

16.1% at this follow-up analysis

ÅAmong 89 responders, median 

time to complete response was 

11.2 months (IQR, 7.4ï14.8)
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n=10 n=10

n=9

n=3

À

ҧ     [ŀǘŜ ǊŜǎǇƻƴǎŜǎ ŀǊŜ ǎŜŜƴ



KaplanςMeier curves for PFS per ICR

Data cut-off date: October 11, 2019. Median duration of follow-up among all patients: 15.7 months (range: 0.6ï36.1).
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Group 3 (mCSCC) 350 mg Q3W (n=56)

Total (n=193)

MonthNumber of 

patients at risk

Group 1 (n=59)

Group 2 (n=78)

Group 3 (n=56)

Total (n=193)

`

Å Estimated median PFS 

was 18.4 months 

(95% CI: 10.3ï24.3) for 

all patients

Å The KaplanïMeier 

estimated progression-

free probability at 

24 months was 44.2% 

(95% CI: 36.1ï52.1)

193 151 119 110 102 92 86 82 77 71 58 50 34 31 27 17 14 8 1 0 0

CSCC, cutaneous squamous cell carcinoma; CI, confidence interval; ICR, independent central review; laCSCC, locally advanced CSCC; mCSCC, metastatic CSCC; 

PFS, progression-free survival; Q2W, every 2 weeks; Q3W, every 3 weeks.



A new era in the management of advanced CSCC patients - 23/02/2021

Own experience

ÁFemale patient 
ÁRadiotherapy to the tumor : left wrist 

(photo 1a and b) and axilla (photo 2a 
and b) (5x4Gy),

ÁFollowed by cemiplimab. 
ÁA spectacular response was already 

seen after 2 cycles
ÁShe stopped treatment after 

approximately 1 year



Merkelcell carcinoma (MCC)
Å Rare neuroendocrine tumor of the skin

Å thought to arise in cells with touch-sensitivity function (mechanoreceptors)

Å More lethal than melanoma

Å Incidence is increasing

Å Risk factors:

Å Age

Å Immune suppression

Å MCPyV infection (80%)

Å Male sex

Å Light skin 

Å Ultraviolet (UV) - light 

Å Other malignancies

Schadendorf D et al. Eur J Cancer. 2017;71:53-69.
Tai P. Pathogenesis, Clinical Features, and Diagnosis of Merkel Cell (Neuroendocrine) Carcinoma. In: UpToDate, Waltham, MA. 
Accessed March 16, 2017.

PDQ® Adult Treatment Editorial Board. PDQ Merkel Cell Carcinoma Treatment. Bethesda, MD: National Cancer Institute. Updated 04/09/2015. Available at: 
http://www.cancer.gov/types/skin/hp/merkel-cell-treatment-pdq. Accessed 03/16/2017 [PMID: 26389158].

http://www.cancer.gov/types/skin/hp/merkel-cell-treatment-pdq








Case 2

START AVELUMAB AVELUMAB C6 AVELUMAB C13

3 x 8 Gy

77y old male patient ςMCC Parailiacal Le ςinoperable 



Case 2

START AVELUMAB AVELUMAB C6 AVELUMAB C13

3 x 8 Gy

77y old male patient ςMCC Parailiacal Le ςinoperable 

Treament was stopped after 34cycles because of fatigue



Apdapted from the presentation given by dr Camilo Guglilemo during the ESMO 
Virtual Preceptorship december 2020















SCC of the Head and Neck





Adapted from https://oncologypro.esmo.org/- presentation given during the ESMO ASIA VIRTUAL CONGRESS 2020

https://oncologypro.esmo.org/




RESULTS 1: PEMBRO MONO

Å Significantly improved OS vs 
EXTREME (cis-5FU-cetux) in 
the CPS ςπÁÎÄ#03ρ

Å Non-inferior OS in the total 
population

Å No improvement in PFS and 
lower ORR vs Extreme

Å Pembro had a favourable 
safety profile



RESULTS 2: PEMBRO + chemo 

Å Significantly improved OS vs 
EXTREME (cis-5FU-cetux) in 
the CPS ςπÁÎÄ#03ρ
and in the total population

Å Pembro + CT more durable 
responses

Å No statiscally improvement of 
PFS

Å Pembro had a comparable 
safety profile vs EXTREME





NIVOLUMAB MONOTHERAPY ςPRETREATED PATIENTS

Adapted from JP Marchiels ESMO 2019 https://oncologypro.esmo.org/



Breast Cancer

Apdaptedfrom the presentation given by dr Kim Sung-Bae during the ESMO Virtual Preceptorship on Breast Cancer January 2021













Atezolizumab in PDL1 positive patients ςPD-L1 ϷmTNBC


