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Introduction and aim Key findings
Extensions of therapeutic indications are one of the most i -
common methods to extend the lifecycle of a medical 55 new outpatient a0
product in the post-authorisation phase. Another major cagcer medicines. -
trend is the shift towards outpatient cancer care. The aim 56% of them had at ‘ 8
of the study was to explore the role and the level of least one extension 0% 8 i
evidence of extension of indication for outpatient cancer of indication by 2022 -
medicines in the Europe. The study examines and
compares three groups: first indications for multi- . .
compal - group ; L . Study design quality
indication medicines, extensions and medicines without . i
extensions H Wes Nigher for - 12
. 3 15 2
(Y  extensions than for N
first indications :
Methods
We conducted a document analysis of all new outpatient i )
cancer medicines approved in Europe 2010-2020 and the The proportion of First indications of Extensions of indications Medicines without
. .. . . el T dici th exts (n=57, tensi f indicat
extensions to their indications. We collected the general medicines offering i st a ey
research characteristics from European public assessment clinical a(:detd value B Noimprovinent W Minor B Moderate
reports, compared them using the Joanna Briggs was greatest among : L
ports, comp . 9 99 extensions Figure 1. Assesment of clinical added value by
Institute's critical appraisal tools, and we compiled the e <
o " Haute Autorité de Santé
clinical added value (CAV) assessments by Haute Autorité
de Sante. 0 10 20% 3 0% 50% 60% 70% 80% 90%
Randomized
Results
We identified altogether 55 new cancer medicines. 31 Open
medicines had one or more extension(s) of indication ol Bl
while 24 had none. Altogether, 57 extensions were 2
observed. The most common indications of medicines g Active-controlled
were the treatment of hematological cancers (24%, n=13). g Cormtiid
The most frequent type of extension involved a shift in Z
the line of treatment (35%). Compared to the initial Non-controlled [
indications, the studies supporting the extensions Phase Il
generally demonstrated higher quality in terms of study
design. Furthermore, the proportion of medicines offering Phase |-l
CAV was greater among extensions than among first g ) EEE—
. . . .. . . = QOverall survival (OS) | -
indications and medicines without extensions. =
o Progression free survival (PFS)
< £
conCIUSIons g Response rate (ORR) =
Drawing on various evaluations and viewpoints, our S =
analysis indicates that indication extensions represent a z Other S
Prevalent and Signiﬁcant Paft for Pr0|009ing the |ifeCyC|e M First indications of medicines with extensions of indications (n=31) ® Extensions of indications (n=57)
of outpatient cancer medicines in Europe. Moreover, the m Medicines without extensions of indication (n=24)
results suggest that the clinical value of these medicines
tends to increase with the addition of new indications. Figure 2. Key characteristics of new cancer medicines with and without extensions of indication
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