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Gorevimiz ve Hedefimiz

Vizyonumuz

“Yenilikci tedavi 6nerileri” sunarak, saglik
alaninda yasanan zorluklarin asilmasinda
ulkemiz saglik sektorine ve hikimetimize
“cozim ortag1” olmaktir.

Misyonumuz

Turk tibbinda “yenilik¢i” Urinlere,
teknoloji ve bilgiye erisimi artirmak,
saghk alaninda “etik ve seffaf” bir ortam
olusturulmasi icin calisarak tlkemiz saglik
sektdrine katkida bulunmaktir.
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1,1 trilyon dolar buyukluglindeki diinya ilag pazan igerisinde yenilikgi ilag tireticilerinin

payl 620 milyar dolardir. Tuirkiye’de de AIFD liyelerinin pazar payi1 %52'dir

Global Ilag Pazari Tarkiye llag Pazari
$1,105 trilyon $7 Milyar

Yenilikci llaclarin Payi Arastirmaci ilag Firmalari
%56 %52

®
@ e
Kaynak: IFPMA 2017 Facts and Figures Report. IMS Turkiye Verisi. AI' D



llag endiistrisi diger sektorlere kiyasla gelirinin daha biiyiik bir boliimiinii arastirma ve
gelistirme araciligiyla yeni bilgi iretmeye yatiriyor

Net satislar yiizdesi cinsinden Ar-Ge Harcamalari (2016)

%10,9 Yaziim ve bilgisayar hizmetleri
%8,7 Teknoloji donanimi ve ekipmani 48  Elektronik ektrikli eki
g ektronik ve elektrikli ekipman
il ! %4,4 Otomotiv ve yedek parca

%4,3 Havacilik ve savunma " RTRT
%3,3 Endistriyel mihendislik %3,0 Kimyasallar

%1 5,7 |lac ve biyoteknoloji

*ARGE yogunluguna gore siralanmis endustriyel sektorler (Net satislarin ytizdesi cinsinden ARGE) @

Not: Bu veriler AB (608), Japonya (360), ABD (829) ve Diinyanin Diger Ulkelerindeki (703) kayitli ofisleri bulunan ve diinya genelindeki toplam ARGE yatirimlari r ®

acisindan siralanmis (ARGE yatirimlari, 1,9 milyon Avronun lizerinde olan) ilk 2,500 sirkete aittir) AI FD
Kaynak: 2015 AB endiistriyel ARGE yatirimlari karnesi, Avrupa Komisyonu, Ortak Arastirma Merkezi, Aragtirma ve Yenilikgilik Genel Mudurlaga.



Yenilikci tedaviler sunmak lUizere Ar-Ge’ ye yatirim giderek
artiyor

Diinyadaki ilagc Ar-Ge Yatirimlari, milyar’

2006 yilindan beri ARGE'ye yaklasik 2015-2020 yillan arasinda da
- 1,100 milyar dolarlik yatirnm 900 milyar dolarlik yatirim yapilmasi bekleniyor
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Kaynak: World Preview 2015, Outlook to 2020; 1EvaluatePharma 2015 World Preview; 2Battelle 2014 Kiiresel Ar-Ge Finansmani I



En biiyiik global 20 ila¢ Ar-Ge projesinin 160 milyar dolardir

Kaynak: EvaluatePharma® World Preview 2017

146,921

Aducanumab Biogen Phase IlI Anti-beta-amyloid (Abeta) MAb 1,536 10,199
2. Apalutamide Johnson & Johnson Phase Il Anti-androgen 1,629 9,839
3. Abemaciclib Eli Lilly Phase Il Cyclin-dependent kinase (CDK) 4%6 inhibitor 1,792 8,840
4. Rova-T AbbVie Phase Il Ani-delta-like ligand (DLL) 3 Mab-cytotoxic drug conjugate 1,476 New Entry 8,486
5. Ozanimod Celgene Phase IlI Sphingosine-1-phosphate (S1P) 1 & 5 modulator 1,779 8,174
6. Axicabtagene Ciloleucel Kite Pharma Filed Anti-CD 19 chimeric antigen receptor (CART) T cell therapy 1,713 New Entry 7,427
7. Bictegravir/F/TAF Gilead Sciences Phase IlI Nucleoside reverse transcriptase inhibitor (NRTI) & HIV integrase inhibitor 4,378 7,178
8. Semaglutide Novo Nordisk Filed Glucagon-like peptide (GLP) 1 agonist 2,243 6,943
9. Guselkumab Jonhson & Johnson Filed Anti-IL-23 MAb 1,559 New Entry 6,392
10. ABT-494 AbbVie Phase Il Janus kinase (JAK) 1 inhibitor 1,214 New Entry 6,285
11. Emicizumab Roche Phase IlI Anti-factor IXa/X bispecific MAb 1,635 6,129
12. Epacadostat Incyte Phase Ill Indoleamine 2,3-dioxygenase (IDO) 1 inhibitor 1,728 New Entry 5,866
13. Sirukumab Johnson & Johnson Filed Anti-IL-6 MAb 1,162 5,423
14. SHP643 Shire Phase llI Anti-plasma kallikrein MAb 921 5,327
15. Elagolix AbbVie Phase IlI Gonadotrophin releasing hormone (GnRH) antagonist 1,488 New Entry 4,956
16. CTLO19 Novartis Filed Anti-CD 19 chimeric antigen receptor (CAR) T cell thearpy 917 New Entry 4,794
17. Shingrix GlaxoSmithKline Filed Herpes zoster vaccine 1,126 New Entry 4,321
18. Tremelimumab AstraZeneca Phase IlI Anti-cytotoxic T lymphocyte associated proetin (CTLA) 4 MAb 992 New Entry 4,302
19. Glecaprevir&pibrentasvir AbbVie Filed Hepatitis C NS3/4A protease & hepatitis C NS5A inhibitor 1,254 New Entry 4,066
20. Lampalizumab Roche Phase Il Anti-complement factor D MAb 924 4,063

TOP 20 31,466 129,008

Other 115,455 @® 380,089

509,097 / -%5




Yalniz hasta i¢in sagladigi degerle degil, ekonomik olarak da
en degerli ‘yenilikgi ila¢’

ilag Yasam Déngiisii Asamalari

AR-GE ASAMASI ORTA ASAMA GEC ASAMA
Klink , Faz1 , Faz2 Giris Biiylime ., Doygunluk | Gerileme Jenerik
Oncesi | | Rekabeti

Yatinm veya Satig

1 T yil -> 1
Bulus Lansman Patent Siiresinin Sonu

|

1 |

Kaynak: pharmaexec.com, “Rethinking Product Lifecycle Management” by Stan Bernard. Erisim: 02.11.2017

Uretim yapisinda yiiksek
katma degerli asamayi
hedefleyen bir ekosistem
gerekiyor.
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Ar-Ge Deger Zincirinde Klinik Arastirmalar

Asama 1 Asama 2 Fazl Faz2 Faz3 Asama 4

Preklinik Klinik Calismalar
Calismalar (Faz 1, Il ve Ill)

& CACAD

*Blitcenin %23’ %65’i %3,5'i %10'u
* Pugatch Consilium - 2016 ?AiFD

Temel Arastirma Onay ve Ruhsat

\_




Turkiye'deki Klinik Arastirma Yatirnnmi AIFD uye firmalari

Klinik Arastirma Yatirimlari . Fazlara Gore Arastirma Sayilari
384 milyon
318
350M TL
268
300M TL
238
250M TL
200M TL
150M TL
100M TL 59 59
1| -
0 Faz-1 Faz-2 Faz-3 Faz-4

2012 (13 Firma) 2013 (19 Firma) 2014 (27 Firma) 2015 (22 Firma) 2016 (23 Firma) H 2014 m2015 m2016
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Endistri destekli devam eden ¢alismalar “milyon nuifus

basina” hesapladigimizda 57. siradayiz

Calisma/10¢ Niifus Calisma/10¢ Niifus
1 Estonya 147.6 36 italya 31.9
2 Belcika 138,7 a7 ABD 311
3 Danimarka 130,2 38 Kore 27,5
4 israil 106,8 39 Romanya 25,7
5 Avusturya 96,0 40 Giircistan 25,0
6 Letonya 92,5 41 Cek Cumhuriyeti 22,6
7 Macaristan 90,6 42 Sili 14,8
8 Hollanda 83,9 43 Katar 14,3
9 isvicre 82,8 4 Bosna Hersek 14,2
10 Proto Riko 81,7 45 Moldovya 13,5
11 isvec 80,5 4é Panama 13,5
12 Yeni Zellanda 78.6 47 Makedonya 13,0
13 irlanda 68,5 48 Bahamalar 12,8
14 Finlandiya 68,3 49 Liibnan 12,5
15 Singapur 68,1 50 Arjantin 121
16 Kanada 66,6 51 Japonya 9.2
17 Bulgaristan 648 52 Ukrayna 9.0
18 Norvecg 62,4 b3 G. Kibris B.6
19 Litvanya 61,3 B4 Malezya 7.7
20 Slovakya 59.9 55 Gliney Afrika 7.3
21 Avusturalya 59.0 56 Rusya Fed. 6,6
22 Liksemburg 56,2 57 Tiirkiye 6,5
23 izlanda 54,4 58 Karadag 6,4
24 ]spanya 484 59 Belarus 6,2
25 Hirvatistan 44.5 60 Kolombiya 2,9
26 Yunanistan 44.5 61 Peru 5.5
27 Portekiz 39,5 62 Tayland 4.9
28 Hong Kong 39.0 63 Meksika 4,6
29 Birlesik Krallik 38,7 b4 Kuveyt 4,1
30 Slovenya 36,8 65 Kosta Rika 4,0
3 Sirbistan 36,5 1} Birlesik Arab E. 3.8
32 Fransa 36,1 &7 Guatemala 3.3 ®
33 Almanya 35,3 68  Brezilya a2 rA.FD
L . 34 Polenya 33,5 &9 Dominik Cum. 3,0 I
ClinicalTrials.gov (17.08.2017) - TERAR 32.9 e TR 28



Ulkelerin Biyoteknoloji Politikalarinin Karsilastirmasi
Biyorekabetcilikte Turkiye rakiplerinin gerisinde kalmaktadir

Factor 1: Human capital
Life sciences graduates (PhD & Challenging Attractive Attractive
Masters), per million population

Factor 2: Infrastructure for R&D

(R&D spending % of GDP) Challenging Attractive Attractive Attractive

Factor 3: Inteallectual property
protection

Factor 4: The regulator . . . .
.o 8 ¥ Challenging Challenging - Attractive - Attractive
environment

Factor 6: Market and commercial
incentives (R&D Tax incentives)

Challenging Attractive Attractive Attractive Attractive

Attractive Challenging Attractive Attractive Attractive

[ ]
¢ AiFD
Kaynak: Pugatch Consilium : Building The BIOECONOMY 4th Edition I



Ulkelerin Biyoteknoloji Politikalarinin Karsilastirmasi

Biyorekabetcilikte Turkiye rakiplerinin gerisinde kalmaktadir

Quality of academic publications

Clinical trials per million population to
date

Clinical trials for biologics per million
population to date

Early phase (Phase | and Il) clinical trials for
biologics per million population to date

Biopharmaceutical product launches, %
available in country within 5 years of
global product launch, 1983-2000

National % share total number of patients
from top 50 PCT applicants universities,
2015

BCI Survey Ranking 2016

Venture Capital & Private Equity Country
Attractiveness index, Economy Ranking,
2016

Struggling to
compete

Struggling to
compete

Struggling to
compete

Struggling to
compete

Struggling to
compete

Struggling to
compete

Kaynak: Pugatch Consilium : Building The BIOECONOMY 4th Edition
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Struggling to
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Struggling to
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Struggling to
complete

Struggling to
complete

Struggling to
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Highly
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Struggling to
complete

Highly
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Highly
competitive

Highly
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Highly
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Highly
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Struggling to
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Highly
competitive

Highly
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Singapore
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Tirkiye ila¢ endustrisinin kiresel rekabetgiligi yakalayabilmesi igin

AIFD durmaksizin ¢alisiyor ve gelecekte de ¢alismalarini slirdirecek

Tirkiye ilac Sektori

Vizyon

2€23

_ ""Raporu

Agustos 2012
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«Biyolojik Tibbi Uriinlerin Onaylanmasi ve Kullanimi»
kitapcigimizi yayinladik
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