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% and Care Excellence) (Scottish Medicines Consortium). t771JIL=>>
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Care)
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+ Administrative
information
»Summary statemenis

MODULE 1

= General information about the pn:n'n::nullnl
*Licensed indications

* Appropriaie comparator

= Number of patients with a therapeutically significant additional benefit
=Cost of therapy for the statutory health insurance
+ Requirements for a quality-assured application

*Methodology for assessment of benefit and additional benefit
* Results of the assessment of benafit and additional benefit
*Patlent groups with a therapeutically significant additional benefit

= Full texts of the referances quoted
*Files for documentation of information search
= Btudy reports of all studies of the pharmaceutical company
* Decumentation for registration: CTD modules 2.5, 2.7.3, and 2.7.4
+ Assessmaent report of the regulatory autharity
+Check list for validation of formal completeness

\MDDULEE

MODULE 3 A-£
(per indication)

MODULE4A-Z

(per indication)

MODULE 5
(Appendix)

Figure 3 Structure of the dossier for early benefit assessment
in Germany.
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Axitinib BBEREDSHDE: 2013F3H: JEHESS
BHEEMREMNA  (PASEENd of life
(2nd line) criteriald—8BER&H 51
D)
2015428 : #E38(PASIC
K BDAM&EEIS)

Ipilimuma BEEDOHDE 2012F12H ##R(End
b ITHEYHZEEAE of life criteria, PASIC K
DiigEI5])

Abirateron #BZHBIDE 2012964 : #I (End
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ne (2nd AZ=%D)

line)

PAS:Patient Access,Scheme -17-
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‘ ¥R (Population)

‘ Lt iEE (Comparator)

‘ HxRTY 1> (Design)
‘ 79 hhHLA (Outcome)

‘ FIIELEE (Indirect comparison)
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« ANEY)IR7D ML
= HTABEREDZE X (T8 D TULVRWLD7D M
= fEER SN TULVRWL 7D b (Not validated
outcome)
= RKBAD7’D bHLA (Surrogate outcome)
= BEWTRT)7 AL (Composite outcomes)
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Core Value Dossier(CVD)
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4 4 4

. Disease e Product * Clinical program
. Diszase dlescription characteristics and comparative
* Epidemiolo .
Cp gy * PK/PD effectiveness
* Current treatment s Interaction
. d cuideli * Phase I/lI/IlI
practice and guideline * Preclinical safety .

Systematic review

* Burden of illness

e Unmet needs * « Meta-analysis
\ K' Network meta-analysis
Cost-effectiveness
analysis

Budget impact
model
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Director, Japan Operations
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