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Context & Objectives Method

I I I_I A S P Timeframe: from 2021 to 2023

> Although remains the trials in oncology, HAUTE AUTORITE DE SANTE

observed assessment differences between products with comparable
similar OS results suggest the ,
highlighting the need to move beyond spontaneous comparisons of 0S
outcomes to adequately assess the efficacy of oncology products.

» Transparency committee (TC) opinion for products indicated for the
treatment of metastatic cancers in solid oncology (reassessment &
early access excluded).

» Factors influencing a different level and/or downgrading of appraisal
regarding clinical added value* (CAV) when 0S were similar.

Results
. . . g *CAV
» 39 TC opinion identified : | major
17 had either a non-significant or unavailable 0S (100% CAV IV or V) Il important
Il moderate
e 22 has available 0S results : 64% (14/22) with CAV Il IV minor

V. non-existent
Table 1. Identified TC opinion with 0S results and a different lever and/or downgrading of appraisal regarding CAV

mO0S 3-6 months mOS > 6 months mMOS not reached

mOS 0-3 months mOS NA/exploratory/no

differences

CAV IV: IMFINZI (+/- CAV Ill: OPDIVO (digestive) _
HR 0,7-0,8 TREMELIMUMAB (lung); CAV |V: PADCEV (urothelial); ?ﬁ!;!i)KEYTRUDA
IMFINZI (bile duct); TRODELVY(breast) '
CAV lll: PLUVICTO (prostate); LIBTAYO CAV Illl: ENHERTU CAV Ill: NUBQEA (protate);
(cervical); KEYTRUDA (digestive); TUKYSA (breast); BAVENCIO ENHERTU (breast); KEYTRUDA
HR 0,6-0.7 (breast) (urothelial) (cervical)
CAV |V: OPDIVO+YERVOY (lung); CAV V: LIBTAYO (lung) CAV IV: XTANDI (prostate)
LYNPARZA (prostate)
HR 0,5-0,6 CAV lll: KIMMTRAK (Eye); CAV ”I:.OPPIVO
(digestive);
HR < 0,5 CAV IIl: TRODELVY (breast)

CAV IV: OPDUALAG
(melanoma); AKEEGA

NS (prostate); TIBSOVO (bladder);
LYNPARZA (prostate);
KEYTRUDA (renal)

CAV IV: KEYTRUDA CAV 1V: KEYTRUDA

(colorectal) _
CAV V: LIBTAYO (skin): E;“helfor;g)ma)' Zalsthd AN
Not CAV IV: TECENTRIQ OPDIVO+ YERVOY (colorectal); y
available (lung) ENHERTU

CAV V: OPDIVO+YERVOY

(breast) PEMAZYRE (bladder); (melanoma); LYTGOBI

PHESGO (breast); AYVAKYT

(digestive) (bladder)
mO0S= 0S gain (month)
Table 1. Influencing factors of CAV appraisal with similar 0S results (n=8) **
Safety concerns  Methodological weaknesses
i_ _________________________ | Conclusion
38% < - - Selected population Comparator :
62% Y l
100% \ :
: 38% 37% |
YES = NO YES : 62% :
= i
: YES = NO :
I l
**opinions with CAV IV/V and an CAV different from another opinion with the same 0S results (excluding OS NS or not available)
Figure 1. Impact of oral hearing on - N I_I ,/.S S
assessment — - Post-audition appraisal
c € CB! granted CAV granted Audition requested Change in appraisal
O T ~ -
Initial request S (CAV U (h=3 37 5% A by the applicant ) .
T:u o 5 Important n-_ o Important / IV IV -> 1l
> 2~ n=8 (81,8%) CAV IV (n=4 [50,0%]) n=2 (100%) n=1 (pembrolizumab)
- N T skt CAV V (n=1[12,5%]) : \ P y
CAV Important S \. J
n=18
18 TC opinion - ’ —= | [ Mod 1 ( ) Moderate / IV " Mod Important
. o 4 ) g A oderate _ % oderate oderate -> Importan
CEOCLTSR AV // (n=4 [22.2%)) g n=4 (18,2%) | | CAV /Y (=4 [100%) n=4 (100%) k n=2 )
CAV /il (n=12 [66,7%]) £ _ - . Z
CAV IV (n=2 [11,1%]) S X .
\_ Y, 1°x Important CAV /I (n=6 [85,7%]) Evaluation downgraded
S < n=6 (100%) CAV /V (n=1[14,3%]) (compared to initial request)
= - L y 4 CAV Il -> CAV I
— c
= 5 CAV Ill -> CAV IV
ke 1 CAV Il -> CAV V
. J

CB': Clinical Benefit
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