


MANUFACTURING SERVICES | QUTSOURCING TO

SVISNCIINCRVANNIN

ENGAGED BY EMERGING/ | fvione emerancs
NICHE & START-UP BUYERS | NICHE AND START-UP

BUYERS

N et v | 17% 24%

Materlal SEI’VICES Emerging Pharma Emerging Biotech Emerging Pharma Emerging Biotech

Development Services by Buyer Group
Emerging Pharma Emerging Biotech

Small Molecule API

Large Molecule API / Biologics

Injectables Product Development

Solid Dose, Semi Solids,
& Liquid Development
Emerging Pharma Emerging Biotech

Other Delivery Forms
(Inhalable / Transdermal)

A | 22% 259,

Services Emerging Pharma  Emerging Biotech

Manufacturing Services by Buyer Group
Emerging Pharma Emerging Biotech

Large Molecule API / Biologics

E ing Ph E ing Biotech
Small Molecule APl & Advanced Mmerging Fharma Mmerging Elotec

Intermediates

Solid Dosage Forms

Semi-Solids & Liquids

Specialty Dosage Forms

Injectables

JULY 2014 CMO SUPPLEMENT LIFESCIENCELEADER.COM



http://LIFESCIENCELEADER.COM

See what we'’re made of.
o o ® "
Q ﬁ"; \
o — ﬂ =\

@

e Our Services Include:
\ » Formulation Development

| * Clinical-Commercial Manufacturing
* Method Development

* Analytical Testing

» Stability Program Management

Find out more about our Molecule to Market
Stability Services online Visit us at corerxpharma.com
at corerxpharma.com Follow us on Twitter - twitter.com/CoreRx

CoreRx, Inc. | 14205 Myerlake Circle, Clearwater, FL 33760 USA | 727.259.6950
CoreRx (and the CoreRx logo) are registered Trademarks of CoreRx, Inc. | © 2014, CoreRx,, Inc. All rights reserved.



OUTSOURCING PREFERENCES
& PRACTICES AMONG EMERGING/
NICHE AND START-UP BUYERS

OUTSOURCING RELATIONSHIPS

% of projects contracted to each type of outsourcing relationship

Emerging Pharma Emerging Biotech
Tactical Service Provider

Preferred Provider

Strategic Partnership

INTEREST LEVEL IN A
STRATEGIC PARTNERSHIP

Emerging Pharma Emerging Biotech

Interested

Neither interested
nor uninterested

Not interested

Track record &
History of success

Risk sharing
opportunities

Experience

Use of contractors
in emerging markets
to save costs

Good communication
& transparency

Rapport between
teams

Understanding
of the customer's
requirements

Adaptability to
sponsor’s desired
methodology

Adaptability & LEVEL OF |NF|_UENCE Responsiveness

Flexibility with

project needs ON CMO SELECTION

Geographic
convenience
& location

Financial stability
of the organization

Size & structure
of the organization

Range of services
& Service offering
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Emerging Pharma

Emerging Biotech References from

colleagues or
coworkers

Industry reputation
for doing quality
work

Cultural fit

Willingness to go
the extra mile
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The ART

Mastering your drug discovery through

to early development requires access to
detailed problem-solving, intellectual project
management and sophisticated tool sets.

Our locations in North America and

Asia are bolstered by years of deep Pharma
discovery expertise. Technically, we've stood
where you stand and know how to shine a
light on the valuable stepping stones that exist
on the pathway from target drug discovery
through pre-clinical development.

Inventively progress the success
of your compound with
AMRI SMARTSOURCING™.

®
Headquarters: Albany Molecular Research, Inc. AM R I
26 Corporate Circle, Albany, NY 12203 USA

Contact: 518.512.2345 | James.Grabowski@amriglobal.com
Website: www.amriglobal.com

Albany Molecular Research Inc.

Discovery and Development APl Manufacturing Drug Product Manufacturing
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‘ EXCLUSIVE LIFE SCIENCE FEATURE

Following The Lead From Big Pharma
Or Biotech May Not Identify The Right

‘ FOLLOWING THE LEAD FROM BIG PHARMA OR BIOTECH MAY NOT IDENTIFY THE RIGHT SUPPLIER FOR EMERGING/NICHE OR START-UP COMPANIES ‘ By K. Hammeke

Supplier For Emerging/Niche Or
Start-Up Companies

KATE HAMMEKE  Contributing Editor

A couple of years ago, Nice Insight explored how the essential
qualities for outsourcing relationships varied between

large and midsized companies, in addition to traditional
pharma companies versus biotechs. As one would imagine,
these essentials differ quite a bit from emerging or start-up
companies, as their needs when it comes to outsourcing are

different from larger companies.

ftentimes the company is

too new to the industry to

have a well-established pro-

cess for selecting providers

or a track record of what has worked
well in the past. To further complicate
matters, it is not uncommon for senior
leadership at start-up companies to have
a history at a Big Pharma or biotech
and to be brought on for their expertise :
— which is a strong positive in many
aspects of running a successful business
but not necessarily in finding the right
type of outsourcing partner.
Folks in the biopharmaceutical indus-
try know that identifying which qualities
make the greatest contribution to a posi-
tive relationship with an outsourcing
partner is an ongoing and ever-changing
process. The fluid nature of the drug :
development industry - one that is con-
stantly adapting to new health challeng-
es, technologies, and regulations - is part
of what makes it so difficult to outline :
which attributes in a contract manufac- :
turer should be prioritized so that the :
relationship functions like a strategic
partnership in which both the buyer and
CMO benefit. The continual transforma- :

tion of drug development reiterates the
importance of keeping an open mind
and learning from the successes of one’s
industry peers. That way, the pressure
to find the right business for a project
diminishes and is replaced by confidence
in finding a company with the right mix
of attributes that will make for a success- :
ful long-term partnership. :

PRACTICES OF EMERGING PHARMA AND :
EMERGING BIOTECH COMPANIES DIFFER
Nice Insight reviewed the outsourcing
behaviors and strategic partnering pref-
erences of respondents who work at
emerging / niche or start-up pharmaceu-
tical companies and those who work at
emerging or virtual biotechs to see how
these smaller businesses identify CMOs
and develop mutually beneficial relation-
ships. Starting with the methods used to
identify potential outsourcing partners,
Nice Insight found that the practices of
emerging pharma companies and emerg-
ing biotechs differ. Emerging pharma
relies on referrals from colleagues as :
their main resource (60 percent), whereas
emerging biotechs use industry research
to identify potential CMOs (62 percent). :

Emerging pharma companies are more
likely to seek advice from consultants on
outsourcing (56 percent as compared to
51 percent of emerging biotechs), while
emerging biotechs are more likely to seek
out suppliers at trade shows than emerg-
ing pharma companies (53 percent vs. 39
percent).

The primary reason for engaging con-
tract manufacturers — improving qual-
ity — was consistent between emerg-
ing pharma, Big Pharma, and Biotech
companies; however, among emerging
biotech respondents, this trait came in
second after improving time to market.
It is no surprise that cost savings are
a key factor in outsourcing. Whether
it is decreasing fixed costs or capital
investment, reducing financial outlay
proved important among established
and emerging companies and for both
traditional pharma and biotechs.

An interesting area where outsourc-
ing motivations diverged between
emerging companies is the desire to
gain operational expertise: prioritized
fourth among emerging pharma compa-
nies but ranked eighth among emerging
biotech companies. Mitigating supply
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Compare impartial peer reviews to find your ideal CRO
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Company No. 1 Company No. 2 Company No. 3 Company No. 4 Company No.5

Company looking to extend Demand increases for highly Hazardous chemistry Lyophilization option Mammalian cell line selected
a compound'’s stability polent compound market grows offered over liquid fill over microbial cell line
Formulation variables Elevation in operator Few CMOs have these Shelf life stability technology cGMP procedures

impact supply to patients experience required capabilities brings value to CMO very different

Sample Nice Insight with open access to limited top line data on
our website — optimized for smart phones, tablets and desktops

Nice Insight is unique in enabling you to compare a large number of

CROs based on impartial reviews from thousands of respected peers that

buy outsourced services, rather than relying on the typical claims that

make them all appear the same. Learn who is rated highest for the leading
drivers: quality, reliability, requlatory, affordability, productivity and innovation —
and quickly establish a shortlist that best aligns with your strategy.

Search. Compare. Contact.

For more information, contact Nigel Walker, Managing Director
at nigel@thatsnice.com or +1 212 366 4455.

www.niceinsight.com

niceinsight

Marketing Intelligence by That's Nice
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EXCLUSIVE LIFE SCIENCE FEATURE © Contact Kate Hammeke at kate.h@thatsnice.com.

ATTRIBUTES EMERGING EMERGING
PHARMA BIOTECH

Experience (Operational/Methodological/Therapeutic)

Financial stability of the organizaton ——M8

Quality/Regulatory positioning B

Timeliness 3]

Risk sharing opportunities

Size and structure of the organization —M8

)

Geographical locations

ATTRIBUTES EMERGING EMERGING
PHARMA BIOTECH

Operating procedures that are established collaboratively —
Flexibility in terms of commitment
Dedicated project manager 3]
Long-term commitment B
Customized protocols or outlines
=
a (8

Preferred scheduling arrangement

Discounted pricing arrangement

Flexible payment terms

ATTRIBUTES EMERGING EMERGING
PHARMA BIOTECH

Improve time-to-market B

Improve quality

Reduce fixed costs 3]

Gain competitive advantage

Reduce capital investment/financial outlly ——— EJ
General process improvement
Improve regulatory positioning B
Gain operational expertise

Use internal staff more efficiently

Mitigate supply chain risk

Survey Methodology: The Nice Insight Pharmaceutical and Biotechnology Survey is deployed to outsourc-
ing-facing pharmaceutical and biotechnology executives on an annual basis. The 20132014 report includes
responses from 2,337 participants. The survey is comprised of 240+ questions and randomly presents ~35 ques-
tions to each respondent in order to collect baseline information with respect to customer awareness and cus-
tomer perceptions of the top 100+ CMOs and top 50+ CROs servicing the drug development cycle. Five levels of
awareness from “I've never heard of them” to “I've worked with them” factor into the overall customer aware-
ness score. The customer perception score is based on six drivers in outsourcing: Quality, Innovation, Regula-
tory Track Record, Affordability, Productivity, and Reliability. In addition to measuring customer awareness
and perception information on specific companies, the survey collects data on general outsourcing practices
and preferences as well as barriers to strategic partnerships among buyers of outsourced services.

BE A

chain risk carried greater importance
among emerging pharma companies
than among emerging biotechs (5th posi-
tion vs. 10th). Conversely, emerging bio-
tech companies ranked general process
improvement much higher than emerg-
ing pharma (6th position vs. 10th).

When it comes to selecting a CMO,
the number one factor for both emerg-
ing pharma companies and emerging
biotechs is experience. Experience is
one of two common rankings between
these two buyer groups, the other being
“risk sharing opportunities” in fifth posi-
tion. Emerging pharma placed the CMO’s
financial stability over quality and time-
liness (3rd and 4th, respectively), where-
as emerging biotechs ranked financial
stability after those merits, identifying
quality/regulatory positioning as their
second priority, followed by timeliness.
Neither emerging pharmas nor emerg-
ing biotechs placed much importance on
the size and structure of the CMO or its
geographical location.

As a contract manufacturer, you should
apply this knowledge to pitch the right
company strengths to the relevant
audience in key sales communications,
which will more strategically position
your business. Emerging companies
that understand how other buyers iden-
tify and prioritize CMO qualities before
engaging a provider can eliminate some
of the trial and error elements of vendor
selection and serve as an advantage with
respect to strategic decision making in
outsourcing. @

/>
s

N. WALKER S.FAZZOLARI

© If you want to learn more about the report or
about how to participate, please contact Nigel
Walker, managing director, or Salvatore Fazzolari,
director of client services, at Nice Insight by sending
an email to niceinsight.survey@thatsnice.com.
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to Global Innovation

LONZA

Your Strategic Partner for Successful Therapeutic Design, Development and Production

As acommitted partner to the pharmaceutical and biotechnology industry, Lonzarecognizes
the need for established and dependable global manufacturing facilities. Together with our
process innovation, proprietary technologies, project management, regulatory expertise,
and global footprint, we are well positioned to meet your outsourcing needs at any scale.
We offer a full range of services from preclinical risk assessment of your candidates to
full-scale commercial manufacturing.

View a virtual tour of our state-of-the-art manufacturing sites at
www.lonzavirtualtours.com

For more information, contact us at:

North America: +1 201 316 9200

Europe and Rest of World: +41 61 316 81 11
custom@lonza.com

Custom Services Include:

Risk Assessment

Cell and Viral Therapies
Mammalian Biopharmaceuticals
Microbial Biopharmaceuticals
Antibody Drug Conjugates
Cytotoxics

Highly Potent APIs

Peptides

Small Molecules

Vaccines

www.lonza.com/oursites
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Solucf~ath Flew

A new low solubility solution

The Customizable, Fixed-Price Solution to
Rapidly Improve Solubility

Never before has it been so fast and simple to e Consult with a solubility expert at the earliest stages.
overcome solubility challenges. With SoluPath Flex™, e Plan, quote and launch project in days.

you'll have access to the choices and scientific e Rapid results from dedicated equipment and teams.
expertise you need to mest your unique needs. Only with SoluPath Flex™ can you accelerate development

with a solubility enhancement solution custom tailored
to meet the specific requirements of your molecule,
timeline and budget. Plus, you can finalize your plan
with a solubility expert in just one meeting.

e Full array of solubility technologies and services.
e Hand-pick the services for your

molecule and business.
e Know all costs, timelines and AP

requirements in advance.

Get exactly what you need, and get it faster with SoluPath Flex™ (Visit our booth #403 at the CRS Annual Meeting

cffatheon.

Performance the World Over®

+1 866.PATHEON e www.patheon.com e doingbusiness@patheon.com
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