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Report Overview

ISR's CDMO Outsourcing Models report takes an in-depth look at

current outsourcing practices among drug innovators to gain insight Data collection in Q3, 2020
into the adoption and application of different outsourcing strategies.

Biopharma report buyers are encouraged to use its content to

navigate the benefits and drawbacks of various outsourcing models,

to understand the cost breakdown of a manufacturing project by

molecule type and stage of development to see where potential 15-minute web-based
savings can be optimized, and to prepare for potential difficulties quantitative survey

and challenges that peer outsourcers have encountered when using

contract manufacturers. CDMO readers will gain insight into the

service provider selection process, including details on budget, the

use of consultants, the timeline for engaging CDMOs, and who is

involved in the selection process. Contract manufacturers will also 108 respondents from North
learn sponsor drivers for choosing different outsourcing models, their America, Europe, and Asia
satisfaction with different models, and the challenges associated with

each outsourcing approach. CDMOs can use this report’s content

to plan for changes in outsourcing model usage, to capture new

business by zeroing in on the elements that drive the outsourcing

model’s success, and to anticipate future customer needs.

What you will learn:

Drug Developers Contract Manufacturers
* Benefits and drawbacks of using each of three e Gain insight into how sponsor experience
different outsourcing models for development and capacity influence outsourcing
and/or commercial manufacturing needs strategies as well as which drug products
and components are most likely to be
outsourced

e Understand the cost breakdown of an
outsourced manufacturing project by molecule
type and stage of development to identify areas e Learn decision-making hierarchies and
where potential savings may be gained outsourcing drivers influencing CDMO
selection then use this information to
improve your sales pitch and approach
« How to prepare for challenges and difficulties
that peers have encountered when using
contract manufacturers through various e Use this report to plan for changes in
outsourcing models outsourcing model usage, to understand
why those changes may transpire and to
capture new business by zeroing in on the
elements that drive an outsourcing model’s
success
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For Sales and Business
Development at a CDMO

My name is Lindsey and | am a VP of Business Development at a mid-size, full
service CDMO. Part of my job is to drive revenue for the specialty dosage form
drug product manufacturing segment of our business. ldeally, my outreach occurs
right as sponsors are getting ready to look for a CDMO. It would be helpful to know
when their selection process begins and why they are outsourcing.

As a mid-size CDMO, we're hoping to grow with our clients via strategic
relationships. What drives interest in partnering with a CDMO like ours, and what
partnership traits can we focus on to capture outsourcer’s attention?

| Founding/Discoven y | CMC/Clinical/Regulatory/Quality Compliance/Medical/Commercial
I I I 1
\ Clinical Development \ FDA Filing & Approval \
shudies D‘:\;eeg;‘:rrvr‘\cear:(/ / / / P S
Phase 1 Phase 2 Phase 3 Commercial L Plannin: g/
T T [
C D MO Pre-IND Meeting pifa‘?c";a Safety Update
Meeting
E t Market
ngagemen Inital IND Endotprase ||| xont i Now e
. . Submissions 2 Meeting Submission Submissions
Timelines
Ongoing Pre-BLA or NDA
Submission Meeting
| | | |
I IND Review Phase I Application I Annual I
Review Phase Reports
H Adequate Experience and Adequate Capacity Lack Experience but Adequate Capacity
EXpel’lence m Adequate Experience but Lack Capacity B Lack Experience and Lack Capacity

and Capacity

Influence Specialty dosage form drug
Outsourcing patches, implants, etc.)
Strategies 0% 20% 40% 60% 80% 100%

% of Respondents

Phase Il (h=99)
Large, global CDMOs [

Mid-size, full-service CDMOs [}
Ideal Service Data in full report

. Small, niche COMOs |}
Provider Type Specialty service providers -

(Contract Labs, Logistics, Packaging)

0% 10% 20% 30% 40% 50%

% of Respondents
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For Marketing

My name is Daniel and | am the Director of Marketing at a small, niche CDMO. My
job is to build awareness of our brand and position the company as a leader in the
field of Orphan Drug manufacturing. Ideally, a sponsor engages our services during
clinical development and scales up manufacturing with us when their drug receives
FDA approval.

To do my job, | need to understand where outsourcers need my company's help
and how best to communicate our capabilities to them. I'd also like to convince
them that forming a strategic partnership is the way to mutual success.

B Adequate Experience and Adequate Capacity Lack Experience but Adequate Capacity
Experlence m Adequate Experience but Lack Capacity m Lack Experience and Lack Capacity
and Capacity
Influence

. Orphan drugs 17% 38%
Outsourcing
Strategies 0% 20% 40% 60% 80% 100%
% of Respondents
m Extremely important mVery important
Use of Same Moderately important m Slightly important
Not at all i tant

CDMO fOI‘ B NOtTat all Importan
Development
and Commercial
Manufacturing 0% 20% 40% 60% 80% 100%

% of Respondents

Strategic Partnerships
Strategic

Partnership (n=44) (n=42)

Strategic importance of the product 2
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For Chief Scientific Officers at an
Emerging Biopharma Company

My name is Whitney and | am the CSO at an emerging biopharmaceutical compa-
ny. My role is to lead all aspects of pharmaceutical development for our company’s
product pipeline, which includes identifying the right approach to outsourcing in
order to save both time and money while bringing our medicines to market sooner.
We will be hiring a CDMO for the first time. What sorts of outsourcing challenges
should | expect?

It would be helpful to know which outsourcing relationships have the greatest suc-
cess rates for companies like mine and why. Where can we learn to save on costs
from experienced outsourcers?

‘ ‘ Length of lead time to manufacture and length

Drug Development of manufacturing time

Manufacturing
Difficulties —
Direct Quotes quality and compliance standards as well as managing

‘ ‘ Managing multiple CMOS and maintaining consistent
the business relationships

B Greatly exceeded my expectations m Somewhat misses my expectations
Outsou rcing m Somewhat exceeded my expectations m Greatly misses my expectations
Model Met my expectations
Performance Tactical
: Out i 3
vs Expectations - SO("{::”;)
— Commercial
Manufacturing 0% 20% 40% 60% 80% 100%
% of Respondents
B Large molecule, development work, clinical trial materials (n=25)
m Large molecule, commercial production, augment internal supply (n=8)
Large molecule, commercial production, primary supplier (n=6)
Large _
APl Manufacturing -
Molecule
Costs by Analytical Services - Data in full report
Activity Drug Product s
Manufacturing
0% 5% 10% 15% 20% 25%

% of Manufacturing Project Costs
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To obtain full access to this report, please select one of the following licenses:

Single-user License A single-user license allows access to a single individual user. $4,460 USD

A site-wide license allows access to organization employees within a particular geographic

Site-wide License site/location (i.e. NYC or London office).

$6,990 USD

Enterprise-wide An enterprise-wide license allows access to ALL employees in an organization — this is the

License recommended license if a report has widespread relevance throughout an organization. LEUL

To purchase the report with a credit card or invoice, simply click the button below to
be taken to the report page. If you'd like to inquire about a different payment method

or have questions, contact us at Sales@ISRreports.com or +1.919.301.0106. Purchase Report !'

To schedule a call to discuss this report with one of our analysts, please e-mail us at
info@lISRreports.com.

Save on any ISR report, by creating a free account.

« Receive $250 instant credit towards any ISR report
e Earn 10% credit towards all future purchases

» Receive advanced notifications on ISR’s latest reports and free resources

Industry Standard Research is the premier, full service market research provider to the pharma and pharma
services industries. With over a decade of experience in the industry, Industry Standard Research delivers
an unmatched level of domain expertise.

For more information about our off-the-shelf intelligence and custom research offerings, please visit our
Web site at ISRreports.com, email info@ISRreports.com, or follow us on twitter @ISRreports.
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SOMETHING TO CONSIDER

LIBRARY ACCESS
SUBSCRIPTION

ISR's library access subscription provides your entire
organization access to our full library of syndicated
market research reports (100+ titles) plus access

to all reports (~25 per year) released during your
subscription period.

Our research categories include:

S @

Biosimilars & Clinical Trial Commercialization Department
Biologics Recruitment & Models &
Retention Structures

RS
o © g 9 @

Trends & Manufacturing Service
Technologies Provider Quality
Benchmarking

«’ DISTINCTIVE - Receive novel insights

from industry decision-makers on topics
including: service provider quality, patient
recruitment, biosimilars, clinical technology,
manufacturing, clinical operations, and
commercial activities.

( UNRESTRICTED - isR doesn't sell seats.

Instantly obtain access for all employees within
your organization

(AFFORDABLE — Receive access to

ALL reports in ISR’s library, as well as those
released during your subscription period. ISR’s
competitive library pricing equates to the cost of
a few individual report purchases.

CUSTOM RESEARCH

UNDERSTAND YOUR MARKETS

Leverage ISR’s experience and institutional
knowledge to create a fit-for-purpose market
research project that addresses the business
decisions you need to make.

Are you:

* Developing a new product or service?

+ Evaluating a new market?

+ Targeting a new customer segment?

* Entering a new geography?

* Needing a deeper understanding of your
customer or potential customer base?

UNDERSTAND YOUR CUSTOMERS

Who makes the decisions and in what contexts?
ISR can help you gain a deeper understanding of
your customers’ decision-making units (DMUs) and
decision-making processes (DMPs).

Key Questions Addressed:

* What motivates the purchase decision?

« How are companies, products, solutions, and/or
brands evaluated?

*  What factors drive the final buying decision?

¢ Where are your customers won or lost in the
purchasing process?

«  Why were specific opportunities won or lost?

« How do you keep customers engaged and
manage their loyalty over time?

CUSTOM RESEARCH SERVICES

* Investigator Forum

* Brand, Advertising, and Message Testing
* Loyalty Management

* New Product and Service Development
« Competitive Intelligence

» Strategy War Games

« MORE
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6 Questions to Ask

About your Market Research

How do you know the research products and services you buy will give you confidence in the
decisions you make? Here is how Industry Standard Research ensures you are getting the value
you should expect from quality market research.

1. WHEN WERE THE DATA COLLECTED?

This should be the first question someone asks you during

a presentation and saying “l don't know" doesn't sound so
good. Whether in custom research or our syndicated library,
ISR collects up-to-date data relevant to the project at hand
and we tell you when the data were collected.

3. WHAT IS THE RESPONSIBILITY PROFILE FOR

THE PARTICIPANTS?

Knowing how many people participated in the research

is one thing, knowing they are decision-makers is quite
another. Nothing stops a presentation faster than senior
management questioning the fundamental basis of your
research. Confidently present the research findings because
you know that ISR collected data from decision-makers.

5. WHO SPONSORED THE RESEARCH?

We are an independent, third-party data source. We provide
clean, unbiased data and clean data means you can confi-
dently stand behind your analysis, presentation, and recom-
mendations. Also, when we do a custom piece of research,
your data is your data—you won't see it anywhere else, ever.

2. HOW MANY PEOPLE PARTICIPATED IN

THE RESEARCH?

Understanding your margin of error allows for better
expectation setting, making you more likely to hit your
performance metrics. ISR ensures our studies reach the
correct sample size needed for accurate analysis.

4. WHERE DID THE PARTICIPANTS COME FROM?
Eliminating sample bias translates into accurate infor-
mation and improves service quality by ensuring your
decisions are the right ones. ISR’s Health Panel provides
an array of participant profiles from within the pharma-
ceutical industry ecosystem. If we need outside panels
(e.g. physician, patient, pharmacist, payer), we will use
them, no questions asked.

6. WHAT IS THE BACKGROUND OF THE ANALYST WHO
MANAGED THE PROJECT AND REPORT?

ISR offers experienced analysts with hands-on industry
knowledge. Our analysts will produce insights that you
can quickly turn into fit-for-purpose recommendations
for your organization.

To learn more: contact us at info@isrreports.com or +1(919)301-0106
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