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2012-2016 ILAC SEKTORU BUYUME
BEKLENTILERI

Dunya 3-6
ABD 1=4
Cin 15-18
BRI™™ 12-15
AB-5* -2
Japonya 1=4

*AB-5 Almanya, Ingiltere, lalya, Fransa, Ispanya
** BRI: Brezilya, Rusya Federasyonu, Hindistan

Kaynak: IM5 Prof.Dr. Ahmet ARAMAN, istanbul
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AVRUPA ILAC ENDUSTRISINDE AR-GE YATIRIMI (MILYON €)
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B iLAC iIHRACAT/ITHALAT DENGESI (MILYON €)
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TURKIYE

Jenerik/Esdeger Ilag
Uretim Yonuyle
Kuvvetli

Hammadde ve
Orijinal/Referans llacta
Disa Bagiml
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TURKIYE ILAC SEKTORU STRATEJi BELGESIH

VE EYLEM PLANI
. HEDEFLER

) Hukuki diizenlemelerin ve idari kapasitelerin, toplum sagligini koruyacak ve yatirimlari
artiracak sekilde iyilestirilmesi

Sektdriin gereksinimlerine cevap verebilecek nitelikli insan gliciine yatirinm yapilmasi

Kamu, iniversite ve 0ozel sektdor arasinda gilivene dayal seffaf bir ortam

olusturularak isbhirligi ve koordinasyonun gelistirilmesi

Bilingli bir hekim, dishekimi, eczaci, hemsire ve tiiketici kitlesi olusturarak akilci ilac
kullaniminin saglanmasi

Katma degeri yiiksek lriinlerin gelistirilebilmesi icin Ar-Ge faaliyetlerinin planlanmasi
ve koordinasyonun saglanmasi, bu sekilde gelistirilen Griinlerin desteklenmesi

Sektoriin siirdiirtlebilirligini ve kiresellesmesini saglamak amaciyla rasyonel ve destekleyici
finansman modelinin olusturulmasi
Prof.Dr. Ahmet ARAMAN, Istanbul Wyndham Levent Otel, 24 Ekim 2014



ILETiSiM, ISBIRLIGI, KOORDINASYON

/ ILAC

\ £MNDUSTRISI

FINANSAL GUC, BILGI BiRiKiMi VE TECRUBE
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Lider Ilac Artan Ar-Ge
Endustrisi Yetkinligi

ilag Endistrisi- Yiksek Katma
Upiversite Degerli Urin
Isbirligi Uretimi

Kisisellestirilmmis fleag, biyoteknelefi, biyomedikel Ar-Ge,
naneteknelofi, hedejlendirilmis llac
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Biyofarmasotik Endiistrisi-Akademik Medikal Merkezler Arasinda Ortaklik Modelleri

MODEL

KISA ACIKLAMA

KULLANIM SIKLIGI

1. Kisitlamasiz Arastirma
Destegi

Sirket Universiteye kisitlama olmaksizin
arastirma destegi verir, akademik ortak
destegi ihtiya¢  duyulan
kullanmakta 6zglirddr.

alanlarda

Yaygin bir sekilde kullanildi

2. Ana Arastirmaci

Sirket spesifik bir probleme yonelik
olarak tek bir arastirmaci ile iliski kurar.
Bu arastirmaci, sirket kaynaklarina
erisim saglar ve arastirma hedeflerine

yon verir.

Yaygin bir sekilde kullanildi

3. Tek sirket/Tek tUniversite

Sirket, Universiteyi spesifik bir alana
yonelik olarak, bilgi birikimi ve kaynak
alisverisine dayali bicimde, uzun vadeli
iliski yapilandirmak tzere secer.

Yaygin bir sekilde kullanildi

4. Hizmet karsiligi licret

Sirket problemi ve ¢6zimu belirleyerek
bir veya daha fazla Universiteye spesifik
projeler verir.

Yaygin bir sekilde kullanildi

5. Girisim Sermayesi

Sirket,akademik uzmanlara spesifik bir

problemin ¢éziimiine ydnelik baslangic Gelismekte
yatirimi saglar.
6. Miisterek Mini-Lab/ Sirketin arastirmacilar Gniversitenin lab,
Bio-Kiimeler merkez ya da olanaklarini kullanarak
akademiden uzmanlarin  deneyimini Gelismekte

endustrinin ilag gelistirme yetenekleri ve
kaynaklari ile kombine ederler.

Prof.Dr. Ahmet ARAMAN, istanbul
Wyndham Levent Otel, 24 Ekim 2014
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Biyofarmasotik Endiistrisi-Akademik Medikal Merkezler Arasinda Ortaklik Modelleri

MODEL

KISA ACIKLAMA

KULLANIM SIKLIGI

7. Universite Konsorsiyumu

Yeni ve sik rastlanmayan bir model. Sirket,
bltlinsel bir yaklasimla farkl
Universitelerden uzmanlarin bir problem
Uzerinde isbirligini saglar.

Sik kullanilmayan bir model
Gelismekte

8. Biiyiik Enstitii

Sirket var olan bir enstitliye destek saglar ya
da enstitl icinde farkl arastirmacilarin ayni
problem Uzerinde calistigl yeni bir merkez
kurar. Bazi ortakliklarda sponsor, problemi

Sik kullanilmayan bir model

ilk c6zen takimin bir sonraki arastirma fazini Gelismekte
destekler.
9. Rekabet Sirket Universiteden fikir ya da bilesik
talebinde bulunur, degerlendirme igin
destek verir, en fazla umut vaat edeni uzun Gelismekte
vadeli destek icin secer.
10. Endiistri/hiikiimet destekli | Arastirmanin birlikte yiratuldugu birimler
rekabetgi arastirma normalde ticari rakiplerdir. Gelismekte
11. Akademik ila; Kesif Universite ile egitimsel acidan iliskide olan
Merkezleri ve genellikle multi-disipliner isbirlikleri Gelismekte
arayan bagimsiz merkezlerdir.
12. Risk paylasim modelleri Sirket arastirma  projesinin  kontrolini
Universite ile paylasirken, Universitenin de Gelismekte

finansal riski paylastigi esnek ortakliklardir.

Prof.Dr. Ahmet ARAMAN, istanbul
Wyndham Levent Otel, 24 Ekim 2014
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Farmasotik Sirketler ":I"“’ers'td‘:r N
<l -Patent sirelerinin 'D"’?_g uzmaniarina erigim
dolmasi - on‘u5turuc.u tip

Uzerinde etki

-Sinirh Grdn hatti et k o
-Biyoteknoloji sirketleri -Sl-r'et now-how’ina
erisim

ile pazar firsatlarinda .
azalma -Maddi kaynak

PN

Buiyuk olgekli isbirlikleri ve
kapsamli anlagmalar

Kaynak: http://www.mondaq.com/unitedstates/x/231700/Life+Sciences+Biotechnology
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The New Pharma Reality

As pharmaceutical companies adjust to life after the
patent cliff, how are changing trends and fresh challenges
affecting the world of medicine manufacture?

By Gert Moelgaard
For almost a decade, the theme I've heard talked about over
and over in the pharmaceutical industry is the patent cliff and
its anticipated impact on business and profits. Today, most
companies are past this precipice, but the world on the other side
is very different to the one we were used to. I call this the “new
pharma reality.” ¢

Mmyarﬁdesov«dnehstnquﬁaﬁzdv;dcsmbedmt%
consequences of the patent cliff. i t between

and 2015, the value of prescription drug sales would plummet
ﬂpnmnma&pkedandg:neﬁummadlhemm’{!wmn?

Many big pharma companies had failed to come up with enough

promising drugs to compensate for the revenue that would soon

be lost. Generally, accurate. Over the
last3-5 year

AN

Kaynak: The Medicine Maker, September 2014, p. 20-21
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The Future
of Medicine
Manufacture

Economic pressures, new teclmology and the rise of biologics are all having a huge
impact on the pharmaceutical industry. What will the next 10 years hold for drug and
biologics manufacture? To answer that question, Gert Moelgaard reviews the factors
driving big change in manufacturing and Guillaume Plane takes us on a tour of the
facility of the near future.

see that the predictions only captured a part of the big picture.
While the profitability of many of the old blockbusters has
declined, new types of pharma products are taking over, especially
within the category of specialty drugs.

The new reality of manufacturing

There has been a lot of discussion about the impact of the patent
cliff on drug discovery, development and the general business
landscape for our industry, but I think a lot of people forget about
another very important topic: manufacturing. It may not be
clear to everyone just yet, but the challenges that manufacturers
face now are very different to those seen when the patent cliff
predictions were made.

Back in the so-called ‘blockbuster era’ — before the patent
cliff — the most profitable drugs were traditional medicines,
mostly oral solid dosage drugs for lowering cholesterol,
thinning blood and other common indications. They were

fi d in huge quantities, typically in specialized
facilities, with technology that has remained largely
unchanged for 50 years. Of course, most of these products still
exist on the market, but they now have generic competitors.
Coupled with pressure from healthcare payers to cut costs,
their value has been so eroded that the holders of some of
the big brands are even considering selling them off. Many
of these former blockbusters are no longer produced in large
dedicated facilities by the originator, but are instead farmed

‘www.themedicinemaker.com
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Kaynak: The Medicine Maker, September 2014, p.22.
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New technology
Future trends
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Antibiotic Apocalypse: Part I
We're losing the fight against
antibiotic resistance. Can initiatives

to kick-start drug development help

» -
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o us regain the upper hand?
Antibiotic Apocalypse: Part

() We're losing the fight against
antibiotic resistance. Can initiatives 41 _43

to kick-start drug development help

us regain the upper hand?
145 —

Pushing Stem Cells from Promise
to Product

What challenges lie ahead on the
road to commercialization?

Pushing Stem Cells from Promise
to Product
What challenges lie ahead on the

road to commercialization?

Kaynak: The Medicine Maker, September 2014, p.37.
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lla¢ Endiistrisi-Akademi: 2012 yilinda gercekiesmis baslica

anlasmalar

Pharma: Sanofi
Partner: UCSF
Focus: Diabetes

Pharma: Johnson & Johnson
Partner: Queensland University
Focus: Chronic pain

Pharmas: Eli Lilly, Merck and Pfizer
Partners: University of Hong Kong, National
University of Singapore, National University
Health System in Singapore and the Genome
Institute of Singapore

Focus: Hepatit B

Pharma: Elan
Partner: Cambridge University
Focus: Alzheimer's

Pharma: Novo Nordisk
Partner: Oxford University
Focus: Rheumatoid Arthritis

Pharma: UCB
Partner: Oxford University
Focus: Immunology

Pharma: Novo Nordisk
Partner: JDRF
Focus: Type | diabetes

Pharma: Bristol-Myers Squibb
Partner: Vanderbilt University
Focus: Parkinson's disease

Prof.Dr. Ahmet ARAMAN, istanbul
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lla¢ Endiistrisi-Akademi: 2012 yilinda gercekiesmis baslica
anlasmalar

Pharma: Novartis
Partner: University of Pennsylvania
Focus: Personalized T-cell therapy

Pharma: Sanofi

Partner: Brigham and Women's
Hospital/Harvard Medical School
Focus: Diabetes

Pharma: Merck
Partner: California academic researchers
Focus: Disease progression

Pharma: GlaxoSmithKline
Partner: Yale University
Focus: Disease progression

Pharma: AstraZeneca
Partner: The Broad Institute
Focus: Infectious diseases

Pharmas: AstraZeneca, Boehringer Ingelheim,
GlaxoSmithKline, Janssen Pharmaceutica (J&J),
Merck Serono and Pfizer

Partner: University of Dundee

Focus: Multiple disorders

Pharmas: Abbott, AstraZeneca, Bayer, Eli Lilly,
GlaxoSmithKline, Merck and Sanofi

Partners: Texas A&M University, Weill Cornell
Medical College, the Bill & Melinda Gates
Foundation

Focus: Tuberculosis

Prof.Dr. Ahmet ARAMAN, istanbul
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lla¢ Endiistrisi-Akademi: 2012 yilinda gercekiesmis baslica

anlasmalar

Pharmas: AstraZeneca, Genentech and Merck
Partner: University of Washington
Focus: Drug Transporters

Pharma: Roche, Eli Lilly, Servier, Janssen Pharma: Bayer HealthCare

Pharmaceutica and Pfizer

Partner: Academic researchers/entrepreneurs

Partners: Multiple academic centers led by Focus: Foster biotech startups

King's College London
Focus: Autism spectrum disorders

Pharma: Accuray
Partner: University of Heidelberg
Focus: Oncology

Pharma: AstraZeneca

Partners: Weill Cornell Medical College,
Washington University School of Medicine, The
Feinstein Institute for Medical Research and
the University of British Columbia.

Focus: Alzheimer's disease

Prof.Dr. Ahmet ARAMAN, istanbul
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ISTANBUL UNIVERSITESI

istanbul Universitesi-NOVARTIS: ilag Arastirmalari Birimi

— Faz ll, lll ve IV diizeyinde, noroloji, kardiyoloji, enfeksiyon, romatoloji, solunum,
transplantasyon, hematoloji ve onkoloji alanlarinda klinik calismalar

— Egitim-staj programlari, bilgi alis-verisi, hekim - hasta egitim programlari
gelistirilmesi

ITAM: istanbul Universitesi + Kog¢ , Bezmialem Vakif, Bogazici, Kadir Has
ve Sabanci Universiteleri + Istanbul Kalkinma Ajansi

istanbul Universitesi Klinik Arastirmalar Miikemmeliyet Merkezi (ilUKAM)
istanbul Universitesi ila¢ Arastirma ve Uygulama Merkezi (ILAM)
istanbul Universitesi Bitkisel ilaclar Arastirma ve Uygulama Merkezi
SAN-TEZ Projesi

— 1.U. Eczacilik Fakiiltesi Farmasétik Teknoloji AbD -BiLiM ILAC

I.U. Eczacilik Fakiiltesi-SANDOZ: Proje Bazh Calisma prensibi
dogrultusunda miisterek proje

istanbul Universitesi TEKNOKENT ve Teknoloji Transfer Merkezi

Prof.Dr. Ahmet ARAMAN, istanbul
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