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Objectives wemons

The EBA of new drugs was implemented in Germany in Drugs with the first EBA from January 2011 until December 2016 in the three indications were considered.! Market penetration
2011 in order to slow the increasing expenditure for was evaluated by comparing the observed consumption with the expected consumption derived from the target population of
expensive drugs for special indications. This research aims the EBA. The target population is defined as the maximally treatable number of statutory health insurance (GKV) patients based
to analyze the market penetration of new drugs for on epidemiologic data (upper limit of patient number). Observed consumption is derived from defined daily doses (DDD) for
melanoma, multiple sclerosis and diabetes mellitus outpatient market of the GKV for each year from 2011 until 2016.? Moreover, the impact of an additional benefit vs. the

considering their EBA results. appropriate comparator in the EBA on market penetration was analyzed.
Results
Melanoma
Market characteristics Figure 1: Number of treatable patients Table 1: New drugs launched for melanoma between 2011 and 2016
: . . . .
Until 2011 hardly any drugs available for patients with 4,500 Active Launch | Type of Further indications : Max. Patients
advanced melanoma — substance EERLIGE it | treatable treated
E ! patients in 2016
Results © 3500 — _
e 6/7 drugs show additional benefit for melanoma . Ipllimumabi20F LN [gyanced x SIS 2100 28
patients -E o ’ Vemurafenib 2012 BRAF-V600 adv. - Sign. 1,400 154
» Observed consumption of new drugs for melanoma is =~ % § “> | = pabrafenib | |etixctmabay i 20s g Lkt o oCE s IDROEIC M o =L |2 20=c | DN b5
lower than the expected consiimption 2 .E 5 000 Nivolumab . head & neck, renal cell NP 2,230-3,690
P A p. £ 8 * Pembrolizumab and urothelial cancer
* Observed consumption is overestimated as 3 drugs are S 1,500 %‘T?fab:;f:?t;b N
: o = i : in- | ;
also licensed for other indications ;. oog: | WVemurafenib | \ l:embrn 2015 Advanced Hodgkin Ivmphnma, Sign. 2,270-3,810 616
3 :  Ipilimumab lizumab NSCLC, urothelial cancer NP 230-690
E 500 | Trametinib 2015  BRAF-V600 adv. NSCLC Sign. 1,400 516
0 - - - Cobimetinib 2015  BRAF-V600 adv. - Sign. 1,400 116
2011 2012 2013 2014 2015 2016
_ beacm (PRRE Dabrafenib 2014 BRAV-V600 adv. - NP 1,400 517
Blue: BRAF-VV600 mutation, Orange: unrestricted indication,
Shaded: drug with additional indications Add.: Additional, Max.: Maximally, adv.: advanced, Sign.: Significant, NP: No Proof
Multiple Sclerosis
Market characteristics Figure 2: Number of treatable patients Table 2: New drugs launched for multiple sclerosis between 2011 and 2016

e 124,000 - 200,000 patients in Germany?
* Standard of care: interferon beta and glatiramer acetate
(both parenteral)

100,000 Active substance Launch |Type of multiple Add. Max. treatable | Patients
90,000 - sclerosis benefit |patients treated in
2016

« Fampiridine and cannabis sativa extract excluded from Ll Eingolimod 5011 RRMS NP 8 000 10,973
analysis as they are solely approved to treat symptoms g TR00 highly active or Marg. 1,500
60,000 - rapidly progressing
Results | _ - 2 50,000 - Teriflunomide 2013 RRMS NP 85,000-105,000 6,648
e 1/3 drugs show add. I?eneflt fur‘multrplei sclerosis p,:.atlents E . ‘ Dimethyl Fumarate 2014 RRIIS ip 85,000-105,000 14,593
* Observed consumption of teriflunomide and dimethyl ~
fumarate is lower than the expected consumption " 30,000 Add.: Additional, Max.: Maximally, Marg.: Marginal, NP: No Proof, RRMS: Relapsing Remitting MS
r
. g e . 20,000 | ® Daclizumab ® Dimethyl Fumarate
howgver still significantly high (probably due to oral ) s Y il i
application) 10,000 -| ® Fingolimod Natalizumab
e Observed consumption of fingolimod is higher than the 5
expected consumption 2011 2012 2013 2014 2015 2016
Diabetes Mellitus ‘
Market characteristics Table 3: New antidiabetics with the first EBA between 2011 and 2016
- L W - - - 4
> million patients in Germany Active substance Launch | Sum of max. treat | Add. Max. treatable | Opt B Active substance Launch | Sum of max. treat | Add. Max. treatable | Opt
Results able patients benefit | patients uut5 able patients benefit | patients ﬂut5
* 6/18 drugs show additional benefit for Linagliptin 2011 1,219,500 1,218,500 Vildagliptin/Metformin 2007  792,050- 792,050-
diabetes mellitus patients Saxagliptin/Metformin 2011  729,650-748,450 Marg. 615,800- - 810,850 810,850
* 9 assessed drugs withdrawn from market 634,600 Dapagliflozin/Metormin 2014 615,300 NP 615,300
NP 113,850 Canagliflozin 2014  1.253,400- NP 1,253,400- Yes
(opt out)
oF 4 ’ " . Dapagliflozin 2012 896,100 NP 896,100 - 1.453,400 1,453,400
& -
- Ze':_"e Cj;w;nﬂ '0':_; ;si.esse s Saxagliptin 2009  1,182,900- Marg. 634,600 : Insulin degludec 2014 1,095,950 NP 1,095,950  Yes
<
IGESEER e T -8l SIINGI a0l 1,382,900 NP 548,300- Insulin degludec/ 2015  752,000- NP 752,000- Yes
Figure 3: Consumption of antidiabetics 748,300 Liraglutide 903,000 903,000
o Sitagliptin 2007 1,704,800~ Marg. 1,156,500 - Empagliflozin 2014  1,253,400- NP 1,253,400- -
o 1,904,800 NP 5438,300- 1,453,400 1,453,400
2 100 748,300 e =y
o - _ ! Canagliflozin/Metformin 2014 615,300 NP 615,300 Yes
g " el zgggg- A E;i’zgg_ : Albiglutide 2014  1,253,400- Marg. 468,700 .
£ 60 - : * 1,453,400 NP 784,700-
2 Antidiabetics with benefit assessment NP 176,250 984 700
s 40 B Antidiabetics without benefit assessment iwi : :
% Lixisenatide 2012 903,000 NP 903,000 Yes Dulaglutide 2015 1 705,500- Marg.  450,000- -
g O Vildagliptin 2007  1,705,400- NP 1,705,400-  Yes 1,905,500 650,000
B - . _ 1,905,400 1,905,400 NP 1,255,500
EE S BT e 9 Empagliflozin/Metformin 2016 615,300 NP 615,300 Yes | add.iadaitional; Maxi Maximially Mare:: Margirial, NPiNo Praof
Conclusions
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