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CDMOs: Endless summer?

Pharmaceutical CDMOs are still extremely bullish about the state of
business now and for the foreseeable future. Andrew Warmington
spoke with industry leaders at CPhl Worldwide 2019

Busiress leaders are not knawn
tor telking down the state o
business but wihnen evaryone is
ovarewhelm |':| v positive for years
an end,
S -, £Ors, -.'.-I':*-“:uc:-.ur £a L.‘-.‘f‘lUﬁ
1@ base in Europe and Morfh
-"m"—.'l ca have thrived. Thair cutlosk
ot CPhl Wardwide in Fronkhur on
J-¢ MMovember
ransar is the I-"'-:I!J'r"ﬂ
ri-'l,g |_:i;_:-','-| e, Last VRO 50w 0
peard 59 FDA "|'|_:|-'"'|_:|_-. _ 42 nae
valeculs anbities IMMES and 17
‘.‘l-ﬁ|-.'|!'_|:| 5, A grawing ~-*.=.|'.m"i:*.n of
this coming from amall companing,
who do nat heve < and newver wil
hove - manufoch ing capobilities
and who therefore look 1o COMOS
These componies confinue fo find
veniure copital ond IPO) funding
reasanably eosy fo occess.
According fo FDA and Global Data
indisstry ar r_Ir.-I Adam Bradbury, o
recard 43 drsgs in 2018 hod cne
ar mare eapedited raviews
240 |."!l'.'-l'-'.‘|'_".-r-iE"'.l'L'l'.‘| drug HMEs
wers approved ond &5% of these
W r_-- teaurced. This was o record
'-i-__| [ i BAE il '.n_'.:.l

 are Ihicn

wizs na differant.

Rl mcn

il

27 he
frack -_.|-:_| WS, "|| [n’_ 171
in 2017, And 70% were cutscurced,
(] ]| '|',' |_:-:_:|_-:_'||_.-_.|_- S0 MEONY wWers

developed by smoll and medium
sized pharma companies, [hese
trends will confinue, creoting further
opportunities in the short term,
Brodbury said.
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®  Fulure investrment plans
include highly potent solid dosage
farms at Plankstadt, confinuous
manufocwring of Chenéve, France,
and large-scale solid phose peptide
synihesis capacity in Colorodao,

o5 well os HPAPI development
copabilities, The company will

loak to further expond its network,
ooquiring new sites that fit with its
needs in tachnology ferms.

Asia to US

In the post year, Korea's 5K
ocquired Ampoc Fne Chamicals
ord incorporoted all of s pharmao-
focing businesses info o new anfity
colled SK Pharmteco. The former
BMS launch site for new molecules
at Swords, Irelond, is port of this, as
SK Bisdek Irelond. Existing identitias
arsd cultures are being mointained,

"We hosted a lot of meefings here
at CPhl and they have bean very
productive with regards 1o customer
commitment ko sending projects o
ws”, said CED Dr Aslom Molik, “We
alsa hod a ket of customer-bosed
production meetings and o lot of
people showing up af our customer-
anly event.®

As with most COMOs, the
company was seeing Big Pharma,
biotechs and virtual phorme obout
all kinds of projacts. “Things have
really picked up o lot. 5ome projecs
thol we wsed to consider small or
early phose are naw moving o fast
through the FDA opproval process,
they are leaving rubber marks on
the rood,” said Malik.

Maolecules ore becoming mone
complex, with more steps, ond
thus miore likely to need services
like chiral chemistry or Ampoc’s
speciolifies, like simuloted maving
bed chromatogrophy and energetic
chemistry. The FDA now increasingly
demands volidation eodier in the
process: sevan to eight steps might
be dona under cGME driving
customers fo COMOs for their R&D
ord engineering copabilifies as wall
as manufacturing.

In eddition, added Patrick Park, VP
of business developmean, starting
micherals are becoming more
complex and hove 1o be custom-
mode. Ampoc ond ather COMOs
are thus having fo bock-integrate.
Additionol copacity hos been added

at Swords and the ax-Boahringer
Ingeiheim site in Virginia. The

firm is alse adopting its herloge

in continuous processing from the
eerospace ond oil and gos markets
to the smoller volumes and shorter
timelines of pharmo,

Based in China and the L3
is WiuXi AppTec subsidiory 5TA
Pharmaceutical. Dr Xiooyong Fu,
seniar VP for APl development and
commercialisation, said thot the
compony's business is being driven
by the some toitwinds os the ma ket
in genaral,

Sirong demand from cuslomers,
nodably in oncodogy and orphan
drugs, is o more specific
driver, o5 ore new modalifies,
such o5 oligonuclectides and
peptides. STA has greatly
expanded its peplides and
oligonuclectides copocity lotehy
ognd con hondle both solid ond
solution phose monufacture, unlike
most specialised oligonuclectide or
pegtide COMOs,

The company s olso expanding
its APl capacity in China. "Every
veor we add one or two plants
infe our aperatians, so we have
very big exponsion plans,” soid
Fu. *Wa are ako adding te our

capabilities, such as varows delivery

technelogies in oral solid dosoge
form. We are o true CDMO,
odive the whole way through

the development choin 1o the
commercialisation stage.”

STA, he added, is also investing
in technology copabilifies, notably
HPAPIs, biocotalysis and flow
chemistry, The focus is mainky
on using How ko solve fechnical,
chemistry and safety chollenges
that arise in baich, rather than
trying fit parficulor reoclions into
Haw.

Sirce the show, STA has besn
named as the preferred COMO
poriner for Impoct Theropeutics,
a Chinese clinical-stoge
biophormaceutical company.

This will cover the entive product
development process for iImpact's
pipeline of oncology drugs,

Indian summer

Also rooted in Asia but with
gxtensive Western assets i Piromal
Globol Phorma. Mew CED Patar
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DeYoung soid that the company “is
seeing really robust demaond for our
services and offerings”, It i investing
particularly in four differenticted
oreas, oll onchared in Western
focilities: ADCs, sterile fill-finish,
HP4Ps ond APls for emerging
pharma in the eorly stages.

Investment will soon foke place
ot Aurcea, Cntario, for o mojor
epansion. This is particularhy
tfargeted ot customers moving
campounds inta Phase HIand
saeking certainky of supply. The
angireering work is done ond i
should progress early next year ot
the lolest

"We are seeing exponentiol
groweth in in1egmhed projects
ocross these sites,” soid DeYoung.
“A lot of that is obouwt reducing
complexity and improving speed,
and it comes from bath emerging
ond large componies. s really
obout speed fa market more than
occelerated approvals as such. The
other advantage we can offer is
bock-integ ration inta aur facilities
in India.”

& Kansipud] - China efedt also helping India
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PATIENTS AT THE

@ ond consequent repolriotion of
projects is filling up copocity in the
West,” Blocher soid.,

"There ore some Big Pharmo
mono-plants out there for sole, but
they ore not abways useful for muki-
purpose contract manukacturing,
in oddition, not having E&D ot
the same site as monutociuring is
o disodvontaoge when processes
are being squeezed so fost due o
occelerated opprovals,” he odded.

Moormwhile, oncology s an
increasingly dominant part of the
pipeline and Ching is becxming a
fast-growing marke! for oncology
drgs, albeil an unpredictoble one
gt times of frode wors and toriffs,

HEART OF IT

¥ Heedlemnn — The patlent
iz alsa the COMD's sushame

with price pressure on bronded
genenc drugs and uncertainties
on how pricing is hondled for
innovotors, In the longer term,
Chinese phorma componies moy
become a customer for Westem
CDMOs, Blocher said.

Saltigo is also performing
well, said Andreas Klein, heod
of morketing and sales. Many
custamers ore building Westarn-
cantred supply choins for starting
mcterials, inlermeadiates and
AP, ond CTDMO copacity is
heavily booked. Some cushomers,
he soid, expect 1o see this and
consequent cost pressures lead fo o
consolidation in the CDMO secior,
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“Mobody really thinks things will
go bock to normal nesd year," Klein
remorked, "Everyone is preporing
tor this situation o continue for
three to five years or even longer,
becouse the consolidation in Chino
will confinue and China will move
to a ditferent quolity, sofety and
anvironmental slondard level.”

For now, if is not alwoys easy
b change trom one day o tha
nexd, particularly for complex ond
heavily requlated products, when
custormers are laoking for rapid
implementation and long-berm
solutions, Saltigo is thus asking for
four- to five-year commitment from
customers 1o compaigns.,
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