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Assessing the Quality of Innovation
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- irinotecan liposome

New Active Substance Approvals:

; - nivolumab _cab tinib
- atozolizumab - pembrolizumab - casozar ! - abemaciclib
- durvalumab lenvatinib
- nivol b - nivolumab - ado-t.ra.stuzumab n 0 0
o gmla b ‘ - neratinib
—PpamSioRasme - palbociclib o
- ribociclib - cobimetinib
Head Pancreatic - dabrafenib 2 0 1 3 2 0 1 7
i i ea - nivolumab -
cneimeb and Neck - pembrolizumab
- talimogene laherparepvec
nivolumab Bladder - trametinib
- Niv
- regorafenib
Neuro- - nivolumab

blastoma Melanoma - ramucirumab

24 indications - tipiracil/trifluridine

I - lenvatinib mesylate =
- acalabrutinib (MCL)
Colorectal - axicabtagene
ciloleucel (DLBCL)
_ blinatumomab - belinostat (PTCL)

(ALL) - copanlisib (FL)
- daunorubicin + - ibrutinib (MCL, WM)
cytarabine (AML) - idelalisib (CLL, FL, SLL)
- enasidenib (AML) - nivolumab (Hodgkin's)
- ibrutinib (CLL) - obinutuziumab (FL)
- inotuzumab - pembrqhgumab
ozogamicin (ALL) (Hodgkin's)
- midostaurin (AML)
- obinutuzumab
(CLL.FL) - siltuximab
- tisagenlecleucsl|
(ALL)
- venetoclax (CLL)
- bevacizumab
- afatinib - nilrapa_ribb
- alectinib — - olapari
- atezolizumab - rucaparib
- brigatinib
- ceritinib
- gefitinib
- necitumumab
- nivolumab —
- osimertinib ~ I - avelumab
- pembrolizumab

- ramucirumab

I - regorafenib

- bevacizumab

Basal Cell
Carcinoma

Multiple
Myeloma

- eribulin
- olaratumab
- trabectedin - daratumumab

Trends:
- derstymum cancer drugs A
EES’EE:E? o - ra 223 dichloride — — orphan drugs A
e accelerated approvals A
first-in-class ¥

Prostate

- sonidegib

Source: IQVIA, ARK R&D Intelligence, Apr 2018; IQVIA Institute, Apr 2018
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Research agendas (R & D of new drugs) driven by health care
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Urgent problems and possible solutions

&

requirements and not by anticipated profitability

(more financial commitments from governments)

Inexorable growth of the orphan drug (OD) market and misuse of the
orphan legislation (> threshold values for rare disease/definition of
OD designation/,,significant benefit*/(economic) incentives granted
should be discussed and amended

Concept of accelerated approvals P limited clinical evidence at
marketing authorization (benefit-risk/(cost-)effectiveness?)
Obligation to perform confirmatory RCTs after approval and stringent
monitoring of performance/completion/publication (sanctions?)

More transparency as to communication between EMA, HCP, patients,
pharmaceutical industry (e.g., scientific advice/early dialogue)



