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Key Milestones in Oncology Approvals
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Xalkori
First biomarker-driven therapy 
for children and young adults 
with ALCL

Abecma
First approved cell-
based gene therapy for 
multiple myeloma

Libtayo
First immunotherapy 
for patients with 
advanced BCC

Opdivo
First approval for adjuvant 
treatment of patients with 
high-risk UC 

Tecentriq
First and only 
I-O approved for 
adjuvant NSCLC 

Lumakras
First targeted therapy 
for KRAS G12C-mutated 
locally advanced or 
metastatic NSCLC

Keytruda
First immunotherapy plus chemotherapy 
as neoadjuvant treatment for high-risk 
early-stage TNBC

Tivdak
First ADC 
for cervical 
cancer

Fyarro
First drug approved for 
PEComa

Enhertu
New HER2-
directed ADC for 
the treatment 
of HER2+ve 
gastric/GEJ

US Ukoniq
New targeted therapy 
(PI3K and CK1 inhibitor) 
for MZL and FL

Zynlonta
First CD19-targeted 
ADC for DLBCL

Ayvakit
First targeted therapy for 
systemic mastocytosis to 
inhibit D816V mutant KIT

Tibsovo
First targeted therapy for 
previously treated IDH1-
mutated cholangiocarcinoma

Verzenio
First CDK 4/6 inhibitor 
approved for adjuvant 
treatment of breast cancer

Keytruda 
Adult and paediatric adjuvant 
treatment for completely 
resected melanoma across 
stage IIB and IIC
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Elzonris
First approved treatment for 
BPDCN, and the first approved 
CD123-targeted therapy in Europe

Trodelvy
First Trop-2-directed 
antibody-topoisomerase 
inhibitor conjugate approved 
for TNBC in Europe

Darzquro
New route of administration for 
multiple myeloma treatment

Retevmo
First drug for RET fusion gene-
positive NSCLC

Keytruda
Can now be used as a 1st line 
treatment for oesophageal cancer

Delytacta 
A cancer treatment that is 
currently only available in Japan

Opdivo + Cabometyx
New I-O and TKI 
combination option 
for RCC

Copiktra
Approved for relapsed or 
refractory CLL or SLL and FL after 
at least two prior therapies

Opdivo
1st line treatment of adult patients with HER2-
negative advanced or metastatic gastric, 
gastroesophageal junction (GEJ), or oesophageal 
adenocarcinoma (EAC) whose tumours express PD-L1

EUROPE

JAPAN

Bavencio 
New I-O option 
to treat locally 
advanced/metastatic 
urothelial carcinoma

Qinlock 
New treatment option 
for advanced GIST

Pemazyre
First drug for FGFR2 fusion gene-
positive biliary tract cancer that has 
been approved in Japan

Lumoxiti
First-in-class CD22-
directed immunotoxin drug 
approved for 3L+ relapsed 
or refractory HCL

Jemperli
First anti-PD-1 
therapy approved for 
recurrent or advanced 
endometrial cancer

Minjuvi
A new therapeutic option for 
eligible DLBCL patients in 
Europe, addressing an urgent 
unmet medical need

Keytruda
Keytruda’s first 
TNBC indication 
approved in Europe

Keytruda
First anti-PD-1 Therapy approved in 
combination with chemotherapy for 1st 
line treatment of advanced oesophageal/
GEJ cancer, regardless of histology

Hiyasta 
A cancer treatment that 
is currently only available 
in Japan

Opdivo 
The first approved 
drug for cancer of 
unknown primary 
(CUP) available in 
Japan

Herceptin 
The first approved 
drug for salivary 
gland cancer 
available in Japan

Raiatt MIBG-I 131 Injection
A cancer treatment that is 
currently only available in Japan
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A YEAR IN ONCOLOGY 

Number of Oncology Approvals - US, Europe & Japan

Gynaecological cancers include epithelial ovarian, fallopian tube, 
endometrial cancer and primary peritoneal cancer.  

NHL includes DLBCL, MZL, MCL & CLL
This chart is based on number of FDA approvals in 2021.

Source: Desk research conducted by the Ipsos Oncology Centre of Expertise, based on publicly available clinical data. Please CLICK HERE to access the full list of sources. Please CLICK HERE to access a glossary of abbreviations/definitions used

Gynaecological cancers include epithelial ovarian, fallopian tube, 
endometrial cancer and primary peritoneal cancer.

NHL includes DLBCL, MZL, MCL & CLL
This chart is based on number of EMA approvals in 2021.

Lymphomas include PTCL, ATLL & CTCL 
 

This chart is based on number of PMDA approvals in 2021.

†NB: Total 2021 approvals DO NOT include biosimilars/generics

TOTAL FDA novel drug approvals/ new 
indications in oncology† 52

Cancer type receiving the most new indications Lung

Newly approved biosimilars 0

Newly approved generics 0

TOTAL EMA novel drug approvals/ new 
indications in oncology† 31

Cancer type receiving the most new indications Breast

Newly approved biosimilars 3

Newly approved generics 4

TOTAL PMDA novel drug approvals/ new 
indications in oncology† 44

Cancer type receiving the most new indications Lung

Newly approved biosimilars 0

Newly approved generics 3
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JAPAN APPROVALS

All solid tumours

TOTAL

Breast
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Colorectal
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Stomach (inc. gastric, GEJ)
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Acute Lymphoblastic Leukaemia (ALL)
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EUROPE APPROVALSUS APPROVALS

All solid tumours

TOTAL

Lung (inc. NSCLC, SCLC, MPM)
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Thyroid

Head & Neck (inc. SCCHN) 

PEComa

Gynaecological Cancer

dMMR solid tumours
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Whilst the global COVID-19 pandemic continued throughout 2021, new oncology drug/indication 
approvals maintained momentum. Both the US and Japan reflected similar levels of approvals 
compared to 2020, whilst Europe* saw a higher number of approvals in 2021 vs. 2020. 
*The UK will follow EMA regulatory decisions for a period of 2 years following 1st January 2021 - https://www.gov.uk/guidance/european-commission-ec-decision-reliance-procedure.
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All haematological cancers

NHL

Multiple Myeloma (MM)

Chronic Myeloid Leukaemia (CML)

Acute Lymphoblastic Leukaemia (ALL)

Anaplastic Large Cell Lymphoma (ALCL) 

17

7

5

1

44

Source: Desk research conducted by the Ipsos Oncology Centre of Expertise, based on publicly available clinical data. Please CLICK HERE to access the full list of sources.
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