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The EU regulatory framework

Blood Tissues / Cells Other starting
— 2002/98/EC 2004/23/EC materials —
Medical
— _ Devices
Clinical Trials _ _ 93/42/EC
2001/20/EC Medicinal Medicinal
Products Products GMP
diatri Community Code ||Centralised procedure 2003/94/EC
Paediatrics | \ Dir. 2001/83/EC Reg. 726/2004
1901/2006
Orphans
/ 141/2000
‘Annex I .
2003/63/EC Advanced Therapy New EC Variations
1394/2007 Proposa|s 1234/2008
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Centralised Procedure = “reserved” procedure
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Eligibility to the CP
“Mandatory Scope”
Art. 3(1) of Regulation (EC) No 726/2004 & its Annex

“Biotech” products

* Recombinant DNA
technology

« Controlled gene
expression

* Monoclonal AB

Orphan Designated
Medicinal Products
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“Optional Scope”

Art. 3(2)(a) — Art. 3(2)(b) -
Significant Interest of
Innovation Patients at
Community
Therapeutic Level
Scientific
Technical
2 3.45 4 " #
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Scientific Alchgee

Scientific Advisory
Groups (SAGS)
- HIV/Viral Diseases

Safety - Anti -Infectives (not HIV)
Efficacy - Cardiovascular
- Central Nervous System
/ - Diabetes &
Quality Endocrinology

Diagnostlcs

@M|@@pogenetlcs
Gene Therapy- @Hll
based therapy

Pharmacovigilance

Biological

} Vaccines

o Blood Products Biosimilar
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Decentralised Procedure
No MA existing in EEA
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Decentralised Procedure Evaluation

2 b "
1&
Draft AR 30 days for RMS/
SPC, PL, Labelling Agreement CMS to issue
l / National MA’s

90 days CMS to
approve

— —p [ Referral to
CMD(h)

Serious risk to
public health
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Decentralised Procedure Evaluation

Referral to
Referral to

CMD(h)

Commission Decisio

Binding in all RMS/CMS and across EU
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2006 2007 2008 2009

OFRrNWMNOOO~NO©O XN

[ positive opinions [ negative/withdrawals
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Clinical efficacy
30%
Quality
41%

Preclinical
Clinical safety 11%

13%

@ Clinical efficacy O Preclinical @ Clinical safety @ Quality
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58%
5%
@ Chemicals [ Others 1 Biologics
Chemicals: Biologics:
57% new chemical entities 50% recomb DNA derived products
18% new formulations 20% cell-based products
11% oligopeptides 11% classical biological products
3% generics 10% nucleic acid-based compounds

7% tissue engineering
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11 I
I 1 %%

180
1113 applications £ 128
submitted %120 —— y
positive outcome in 2/3 s j
of the cases, high g 601
success rate 2 ;‘g Etlﬂi
few negative opinions 0-

2000 2001 2002 2003 2004 2005 2006 2007 2008 2009

| O submitted M positive opinions B negative opinions O withdrawals |

per year

withdrawals may
reapply at a later stage
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62 orphan drugs

received marketing 139 4%

approval so far 10% .
More than one third

antineoplastic and 2% -

Immunomodulating, e s S

followed by agents for 8 cardiovascular o

metabolic diseases
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Scientific Advice and Protocol Assistance

0 50 100 150 200 250 300 350

M Scientific Advice [ Protocol Assistance
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Scientific advice
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PIP rapporteurships
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Rapporteurships 2008
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Co-Rapporteurship 2008
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Rapporteurships 2009
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Co-Rapporteurship 2009
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Peer review 2009
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Rapporteurs for Referrals 2008
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Rapporteurs for Referrals 2008
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) + -, DELPHI

Medivir tilldelas priset for alla de framgangar bolaget uppnatt under 2009. Under
aret har ledningen positionerat bolaget for att utveckla det fran ett forsknings- och
utvecklingsbolag till ett lAkemedelsbolag med egna produkter och egen
forsaljningsorganisation i Norden. Det nya munsarsmedlet Xerclear™ ar det forsta,
och hittills enda lakemedlet som 1 kliniska studier visat att det kan forhindra
uppkomsten av munsar, en sjukdom som enbart i Sverige drabbar tva miljoner
manniskor. Under 2009 har Medivir natt marknadsgodkannande, med unika
konkurrensfordelar, pa de tva nyckelmarknaderna, USA och Europa. Parallellt har
bolaget byggt upp en egen forsaljningsorganisation och har samtidigt levererat
betydande framsteg i de internationella samarbeten man har med andra bolag
speciellt inom omradet hepatit C.

Uthallighet, samverkan och ett globalt perspektiv ar sjalvklara delar i Medivirs
framgangsrecept. Det gor Medivir till en vardig vinnare av SwedenBIO Award 2010.
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Stat Privat

Insatser

Grundforskning .

Affarsanglar

Inkubatorer

Riskkapital

Aktiemarknad

FoU Kostnader

Marknadsféringskostnader

\

SEK
EKN

Marknadsintroduktion /
Forsaljning

5-20ar
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Sverige har lyckats med att bygga upp véarldsledande forskning och ligger i topp vad galler
innovation.

Det Svenska innovationssystemet ar inte optimalt for Life Science bolag som har lang vag
till marknaden.

Kortsiktigt:  Tillskott av kapital som investeras i kunskapsintensiva bolag via redan
befintliga organisationer.

Langsiktigt: Skapa konkurrenskraftiga forutsattningar for kunskapsintensiva bolag att
sjalva kunna attrahera riskkapital.

Ok utifran statstodsreglerna och kommisionen uppmuntrar initiativ.

Med tamligen sma regeringsinitiativ har Sverige mojlighe ten
att skapa forutsattningarna for att ett flertal Life Scien ce bolag ska kunna
vaxa och bli framtidens tillvaxtmotorer.
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