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ally well, there’s plenty of room for im-
provement. The European Commission
started the European Strategic Invest-
ment Fund about a year ago to kickstart
the bloc’s economy. Now more and
more voices are clamouring for radical

changes in venture financing.
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Although the latest wave of biosimilar
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stakeholders are calling on the EMA to
change its labelling guidelines.
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Open to innovation

In early June, the EMA accepted the
first four therapies into its PRlority
MEdicines scheme, an EU version of
the FDA Breakthrough Therapy desig-
nation (p. 12). At the same time, the
Agency is preparing a report on the
outcome of a pilot project called
‘Adaptive Pathways’, which is designed
to accelerate patient access to novel,
life-saving medicines by granting stag-
gered market authorisation (see p. 64).
However, while the Agency pushes
schemes that foster drug innovation, it
may also be curbing the adoption of
next-gen biosimilar antibodies. A re-
cent survey commissioned by Europa-
Bio and member companies found
that the Agency’s current biosimilar la-
belling rules are viewed critically by
prescribing medical specialists in six
EU markets (see p. 78).

Another pioneering field is highlighted
in our cover story (p. 14). Eight
months after the very first market ap-
proval for an oncolytic viral therapy
against melanoma, the pipeline of vi-
ruses directed against tumours is grow-
ing. Agribiotech in contrast is facing
stiff headwinds, both in terms of mar-
ket access and regulation. For the first
time in 20 years of commercial GMO
cultivation, global acreage shrank in
2015. Meanwhile, the EU Commission
is dragging its feet when it comes to
making a decision on the regulatory
status of crops created by new breed-
ing technologies that prevent the use

of transgenes.

Thomas
Gabrielczyk
Editor-in-Chief
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IMI calling

FUNDING The Innovative Medicines Ini-
tiative (IMI) has earmarked close to €60m
to boost the R&D productivity of the Eu-
ropean pharmaceutical industry. In its lat-
est call for proposals, the public-private
partnership of the EU Big pharma associ-
ation EFPIA and the European Commis-
sion announced it will launch projects
spanning from antimicrobial resistance
flu, liver disease, rheumatic arthritis as
well as medicines safety to data quality.

Fighting hospital-acquired infections
with Clostridium difficile bacteria, which
cause antibiotics-associated diarrhoea
that can turn into a life-threatening pseu-
domembranous colitis, are the focus
of the IMI’s latest “antimicrobial resist-
ance” project. It aims at improving the
understanding of Clostridium difficile epi-
demiology, as well as treatment and pre-
vention of the infection.

“Personalised” induction of immune tol-
erance is the headline of another project.
Companies and researchers from academia
and the biotech industry will try to restore
the balance between proinflammatory T-
effector (Teffs) and immune-dampening
regulatory T cells (Tregs) in patients with
the autoimmune disease rheumatic arthri-
tis. In particular, they will search for ways
to boost the activation of Tregs.

Identification of factors that improve
the quality of preclinical drug safety data,
particularly in neuroscience where ani-
mal models can hardly predict the effects
in man, is the focus of an additional IMI
project. The ultimate goal is to reduce the
failure rate, cost and drug development
times. Computer-based prediction of drug
toxicity is subject to another project. Par-
ticipants will create a huge database,
which is aimed at correlating animal safe-
ty with human safety data.

Another topic is focused on finding bio-
markers that identify patients with alco-
holic fatty liver disease (NAFLD) whose
disease will turn into the more serious con-
dition non-alcoholic steatohepatitis.
Finally, IMI researchers will create a EU-
wide platform to investigate and predict
the efficacy of flu vaccines. "

Heard in Brussels

EMA primed for action

BRUSSELS We all
know about the in-
credible amount of
time it takes to bring
a novel therapeutic to
patients and the mar-
ket, and the eye-wa-
tering cost associat-
ed with that process.
It has broken many
a person and richer
and better than you
orl.

The European Med-
icines Agency has in-
troduced a new tool,
called PRIME (like
a Transformer™)
that can hopefully help applicants to
accelerate approval, particularly
those in advanced technology are-
as or where no treatment is current-
ly available. As the world gets small-
er, it is great to see that they nicked
the idea off the Americans, as it
reflects the Breakthrough Therapy pro-
gramme over there which has been run-
ning at the Food and Drug Administra-
tion since 2012.

PRIME (PRlority MEdicines) will offer
selected programmes early and ‘proac-
tive’ support with the aim to get regis-
trations achieved after 150 days rather
than the usual 210 — 60 very valuable
days for both patients and patent hold-
ers. Not everybody can use this — you
have to demonstrate potential to ben-
efit patients with unmet medical needs
based on early clinical data. However,
once you have been picked, you get
continuous support to build your mar-
keting authorisation application, meet-
ing with multi-disciplinary experts and
receiving advice at key milestones in-
cluding from Health Technology As-
sessment bodies.

This is good news for small compa-
nies, where cash is king and friends

CLAIRE SKENTELBERY
Secretary General of the Euro-
pean Biotechnology Network

with money are hard
to come by. Accept-
ance into PRIME is
a strong indicator
of investment and
partnering potential,
helping de-risk high-
ly novel potential
therapeutics for larg-
er companies which
roll their eyes like
a terrified horse at
anything not shaped
like a sugar cube.
It’s also good for Eu-
rope’s translational
research landscape,
making it easier to
take truly innovative ideas from the
lab into development. Hopefully
it will contribute to brains, money and
momentum entering the pipeline.

And of course it is better news for
patients — PRIME goes straight to those
hard to reach spots and there are plen-
ty of people there who won't get an-
other chance of a novel medicine. To
have something genuinely different
become available when all you had
hopes of was a reformulated ‘some-
thing’ is something that will sustain
patients and their families in tough
times.

With the close of recent calls from
Horizon2020, which included ad-
vanced biomaterials for the treatment
of neurodegenerative disorders, it
looks like PRIME will be very useful.
Medical research is combining the out-
comes from breakthroughs in disease
understanding with an increased abil-
ity to manipulate biology and merge
it with many other technologies for
the creation of medicines that bold-
ly go where no medicines have gone
before (always end with Star Trek if
you can).

Make it so. "
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Natural Born Killers

CANCER IMMUNOTHERAPY Amgen’s Imlygic was approved last year — a move that finally added
oncolytic viruses (OVs) to the healthcare toolkit. Although the treatment’s scope of application as
a stand-alone therapy is limited, many are viewing the event as Ground Zero for an explosive new
age in medicine. Evidence is mounting that the full potential of virotherapies can only be realised

in combination with other immunotherapies, chemotherapies or small-molecule therapies.

A number of other European drug developers have now jumped on Amgen’s bandwagon.

he CMO of German drug de-

veloper Oryx Translation-

al Medicine believes “onco-

lytic viruses combined with
immune checkpoint inhibitors are the
latest trend right now in cancer ther-
apy.” Michael Dahm says the combi-
nation has come about due to the fact,
although the immune system can recog-
nise and fight cancer early the process,
most cancer cells are eventually shield-
ed by an immunosuppressive setting.
Hence, immunotherapies like immune
checkpoint inhibition (CPI) can effective-
ly strengthen the immune system, and
help it regain the ability to destroy cancer
cells. Researchers established that onco-
lytic viruses (OV) have the ability to tear

apart cancer cells long ago. Over the last
few years though, data has begun to ac-
cumulate that they also potentially have
immense immunotherapeutic value.
OVs basically come in two flavours:
wild-type viruses whose anti-cancer re-
sponse and attributes have been discov-
ered more or less by chance, or genetically
modified gene therapy hopefuls. The first
tumour regressions after virus infections
happened eons ago in healthcare terms —
back in the late 19" century. The first local
approvals of an OV came in 2004 (Latvia)
for a wild-type enterovirus and 2005 (Chi-
na) for a genetically modified adenovirus.
Both treatments were developed outside
the auspices of the Western science com-
munity. Dubbed rigvir for ‘Riga virus’, the

Latvian Picornaviridae family ECHO-7
virus has now also been approved in
Georgia to treat melanoma, colorectal
cancer and other tumours. The Chinese
OV is used to treat head and neck cancer.

Gem in the casket

Oryx is focusing on another wild-type vi-
rus. The H1 parvovirus (H-1PV) is a wild-
type rat virus that infects and mediates
lysis in cancer cells from various human
tumours. Although the company has oth-
er clinical assets, Dahm calls H-1PV the
“most precious gem in the Oryx casket ...

» Read the full story in the
printed issue.
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A burning need
for financial growth

FINANCING Investments in Europe’s life science sector were robust in 2015. The impressive
performance of biotech stock markets over the last few years has engendered a renewed enthu-
siasm for plowing money into private companies, and rising numbers of US-based investors
are also crossing the Atlantic. But even if the amount of cash flowing into the sector overall is
climbing, some aspects of the business environment still desperately need improvement.

>> Read the full story in the printed issue.
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A crippling lack of
information

BIOSIMILARS The US has opened the floodgates to cheaper versions of biologic medicines, and analysts
predict that by 2020, biosimilar protein meds could seize a significant share of a projected €390bn market.
That’s good news for national health services and insurers, which stand to save billions in payouts. As ex-
pensive biologics begin to go off-patent, competitors with knockoffs are planning their onslaughts. But
for biosimilars to have a future, both physicians and patients have to be sold on the idea — and many of
them remain uninformed and unconvinced. The field is at a crucial juncture.

>> Read the full story in the printed issue.

Picture: Safebiologics.org



European Biotechnology | Summer Edition | Vol. 15 | 2016

COMPANY INDEX

AbbVie Inc... (USA) .. .....oo .. 24,25, 71,79, 80, 81
Ablynx BV (B). ...........

AC Immune SA(CH). ........... ... 73
Acorda Therapeutics, Inc... (USA) . . ... 69
Actelion AG (CH) . ............. ... 29
Ad-O-Lytics (GER). . ....... 17
Adaptimmune Ltd (UK). . . .. 37
ADC Therapeutics (CH) . ... 24
Aglaris Cell S.L.(ES) . ... ... .. 74
Alexion Europe SAS (F). . .............. ... ... 29
Almac Group (IR) ... ... 65
Amgen Inc... (USA) . 15,18, 23, 65, 79, 80
Aprea AB (SE). ... ... ... ..ol 69
Aqua-BioTech Group Ltd (MT) .................... 74
arGEN-XB.V.(NL) . ......... Lo 71
Arkyne Technologies (ES) . . . .75
Ascendis Pharma A/S (DK) . .. ... ... 37
ASEBIO(ES) . ............ . Supplement, 50, 51

AstraZeneca AB (SE/UK) . .. ............. 26, 29, 65,
Bavarian Nordic A/S(DK) . .. ..................
Bayer AG (GER) ........ ... .............
Bial-Portela & CA SA (PT). ..
Bio-OnSppa. (IT)....... ... ... ...
BIOCOMAG (GER) ..o iii e 43
BioFIT2016 (F)...........
Biogen Idec (USA) ........

BioGeneriX AG (GER). . . ... 77
Biolnvent International AB (SE) . 23,69
Bionaturis SA(ES). .. ........ ... 75
Bioo (ES)................ .75
BioSUm (ES) ............ .75
Biotie Therapies Corp. (FI). . . ... 69
Biotrial (F). .. ..o 71
bluebird bio (USA) . ... ... ... . 65
Boehmert & Boehmert (GER) . .

Boehringer Ingelheim (GER) .. .............. 18, 24, 25
Bone Therapeutics (B). . ......................... 23

Bristol-Myers Squibb (USA) .

Bryan, Garnier & Co. (UK) ....... 29
C4X Discovery Holdings plc (UK). . . . . 86
CANDOR Bioscience GmbH (GER) . . .93
Capricorn Venture Partners (B) ... ... ... 38
Cassiopea SPA(IT) . ............... ... ... ... ... 37
Cebiotex (ES) .. ... 75
ChemChina ... 94
Chiesi Farmaceutici S.p.A. (IT) ... oo 65
CinfaBiotech (ES). . ... ... ... 82
Circassia Ltd (UK). .......... 29,37
CMC Biologics A/S (DK/USA) . . .. 84
Concept Heidelberg (GER) . . 58, 59
Cook Pharmica (USA). .. ... .. 85
Crispr Therapeutics (CH). . . . .72
Cropenergies AG (GER) . . .. .29
CSL Behring GmbH (GER) . . ... 85
CTI Life Sciencs Ltd (UK) .. ... ... 65
Cynata Therapeutics Ltd (AUS) . ................... 74
Cyprus Entrepreneurship Fund . ................... 36
DBV Technologies (F) ... 37
DECHEMA Ausstellungs-GmbH (GER) . .......... 42,67

Deutsche Messe AG (GER)
DIA Europe (CH) .........
DNA Therapeutics (F) ... ...
DNAtrix Inc.. (USA) .......
Dutch Venture Initiative . . . .
EBD Group (CH). ......... L.
Editas Medicine (USA) . .. ........ .. ... ...
EliLilly (USA). .o
EMBL Ventures GmbH (GER) . .
EndoStim (NL/USA)

Epirus Biopharmaceuticals (USA) .................. 76
Eppendorf AG - Bioprocess Center Europe (GER) ....... 9
EQULTS GmbH (GER) .. ... ...t .. 29
ERA Biotech (ES). ......... .75
ERS Genomics (IRL) .. ............... .72
EuropaBio /European Biotech Week (B) . . 46, 47
European Biotechnology Network (B). . . . . . CP3

European Business Development Conference (GER) 48, 49

EY (GER). .o 20
Faron Pharmaceuticals Ltd (FI) .. .................. 86
Fordergesellschaft IZB (GER). . .................... 17

FOSS Innovation Centre (DK) L.
Galapagos NV (B). . ...
GE Healthcare (UK) ... ........ ... ... .. ........
Gedeon Richter Ltd (HUN). .
Genelux GmbH (GER) . .. ..
GeNeuro S.A. (CH). .......
GenfitSA(F).............
Genmab A/S (DK). . ....... L.
Genzyme (USA) . ... ... i
GlaxoSmithKline (UK) ..............

High-Tech Griinderfonds GmbH (GER) ... ....... 19, 36
Horizon Discovery Ltd (UK) .. ........ ... 29
Horizon Pharma (IRL). . .. .... .37
Human Longevity Inc.. (USA). . 70
ILMAC - Messe Basel (CH) . . .. ... 15
Immunicum AB (SE) . ... .. ... 69
Immunocore Ltd (UK). ... 65
Immunovia AB (SE). . . .. ... 68
IMS Health (USA). . .. .. ... 94
Infarco Group (ES) .............. ... ... ... ..., 82
Intrexon Corp. (USA) . ........................ 6,71
Iproteos S.L. (ES) ... 75
J.R. Simplot Company (USA). ...................... 6
Janssen Pharmaceutica N.V.(B) ............. 23,64,79
Johnson & Johnson (USA) .. 23,26,29,85
JPMorgan (UK). . ... o 24,25
JTP Communication Design, Inc.. — BlOJapan . . ... 55
Kuros Biosciences (CH) . ................. .22
Kymab Ltd (UK) ......... ... 86
Life Science Partners (GER). . ... .................. 36
Lokon Pharma AB (SE) . .. ... ... ... 16
LSP (NL) .22
Lundbeckfond Ventures (DK) ... .................. 18
MediGene AG (GER) . ... ... ... 24
Medimmune Ltd (UK). ... 70
Merck & Co. (USA). . ... ... 29
Merck KGaA (GER). .. ......... ... 19
MLM Medical Labs GmbH (GER) . . 11
Moderna Therapeutics Inc... (USA) . 29

Monsanto (USA). . ............. ... 10,94
MorphoSys AG (GER) . . . . ..

MSD Sharp & Dohme (USA). . . 65, 80, 85
Nabriva Therapeutics AG (AT). . ................... 23
Newron Pharmaceuticals S.p.A. (IT)................ 20
Nordic Life Science Day 2016 (SE). . . 44, 45
Nouscom (CH) . . ... .. i 22
Novartis AG (CH) ... ... e 24

Novo Nordisk A/S (DK). .
Oddo & Cie (F). ..............
Oncolytics Biotech Inc... (CDN). .
Oncos Therapeutics Ltd (FI) ... ..
Oncurious NV (B). ........ .
Onxeo SA. (DK). ..ot
OPISs.rl (IT) oo
Oryx Therapeutics (GER). . . .
OSE Immunotherapeutics (F)
Otsuka Pharmaceutical Co. Ltd (JP) ... ............. 65

Oxitec Ltd (UK) .. ............... .71
Pacific Biosciences (USA) . . .29
PCI Pharma Services (UK). ......... .21
PerkinElmer (LAS) Germany GmbH . . ... 33
Pfizer CentreOne (USA) .. ......... ... CP4
Pfizer Inc... (USA). .. ... 79, 80
PharmaMar (ES) . ......... ... 23
polpharma biologics (PL) . . . .. 7,76,77
PRO SCIENCE Polska Sp. zo.0. ................... 39
PsiOxus Therapeutics(UK) AAAAAAAAAAAAAAAAA 18,19, 70
Richter Helm Biotec (GER) .. ... .................. 77
Roche Group (CH) . ............. 29,70,77,79, 85,91
Sandoz AG (CH) . . ..o 3,79
Sanofi SA(F) .............. 79, 84
Santhera Pharmaceuticals (CH). . . .. 20
Sellas Life Sciences Group (CH) . . 24
Seventure Partners (F) . . ........ ... 83
Siemens Healthcare (GER) . .72
SME Grifols (ES) . . ... oo 36
SODIAB (SE) .o e e 65

Soft Flow Hungary Ltd . . ..
Spark Therapeutics (USA)

Summit Therapeutics plc (IRL). . ................... 23
Swiss Pharma International AG. ... 76
Syngenta AG (CH) .......... ... 94
Taconic Biosciences (GER) . . .. CP2
TargEDys SAS (F). . ....... ... 83
Targovax AS(N) ....... 18
Tilt Biotherapeutics (FI). . L..32
Transgene SA(F)................. 18,19, 70
UBMi — CPhl Worldwide 2016 (NL) . . . 52,53
UCB(B) oottt e 23,25
Univac (B) ... 86
UPM (FI) ... 68
Valneva (F) .. ... 72
Vaxon Biotech SA(F) . ........ .. ... .. ... ....... 24
VCN Biosciences SL (ES). 18
VersantVentures. .. ...................... ... 18
Vetter Pharma-Fertigung GmbH & Co.KG (GER). ...... 25
Vontobel Research (GER) ... ..................... 29
ZAB Brandenburg Economic Development Board (GER) 12
ZeClinic (ES). .. oo 75
Zera Intein Protein Solutions (ES) ... ............... 75

FREE EXCERPT

Easy Blotting

CANDOR ReadyTector® is the all-in-one
detection solution for Western blotting.
The one-step solution has been devel-
oped by Candor Bioscience.

ReadyTector® contains all ingredients
for a quick one-step immunodetection.
Only a specific primary antibody has to
be added. “All-in-one” stands for all in-
gredients in one solution as well as for
all-in-one step. Blocking and binding of
primary and secondary antibodies are
carried out simultaneously. The only ad-
ditional step is washing with the specific
ReadyTector® Wash Buffer.

The all-in-one solution from Candor
is available for primary rabbit antibodies
and for primary mouse antibodies. Both
versions work with the same easy and
quick protocol.

CTOR
peapyTECTOR  REACYTECTS
¥ . Anti-Moute
it Buiffer T 1zoml
woml -
f : »
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The ReadyTector® kit contains the all-in-
one Solution and the Wash Buffer. Bottle
sizes of 40 ml, 120 ml and 500 ml are
available.

More information: www.readytector.com

CONTACT

Candor Bioscience GmbH
Simoniusstr. 39

88239 Wangen, Germany
Tel.: +49(0)-7522-7952-70
Fax: +49(0)-7522-7952-729
info@candor-bioscience.de
www.candor-bioscience.com
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The European Biotechnology Network is dedicated
to facilitating co-operation between professionals in
biotechnology and the life sciences all over Europe.
This non-profit organisation brings research groups,
universities, SMEs, large companies and indeed all
actors in biotechnology together to build and deliver
partnerships.

s Do you want to know more about the advantages of a
(free) membership? Just have a look at our website.
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