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The Evolution Of Outsourcing
K A T E  H A M M E K E  Vice President of Market Research, Industry Standard Research

ver the past few decades there have been considerable changes in the outsourcing 

environment; at the outset, pharmaceutical companies were primarily offshoring to 

lower-cost centers and used different contract manufacturers for different projects 

in a somewhat haphazard manner. As the CDMO industry blossomed, an environment 

now exists where virtual biopharmaceutical companies can thrive and a prior $100M barrier to 

entry as a drug innovator has been removed. 

The past 25 years have seen a steady progression in business relationships between CDMOs 

and drug developers. The initial focus on identifying supply chain inefficiencies to improve op-

erations and reduce costs grew into simple client-vendor relationships, which remained largely 

transactional in nature. There was not a lot of trust between the parties and there was a tenden-

cy for pharmaceutical companies to give commoditized work to contractors and to keep activi-

ties in-house that might put IP at risk. 

Over the years, trust between drug developers and CDMOs began to grow; some of these inter-

actions expanded to become preferred provider relationships, where a stronger connection be-

tween client and vendor provided more opportunity for cost savings. As outsourcing continues 

to mature, drug developers’ motivations have shifted from controlling fixed costs and capaci-

ty fluctuations to gaining access to specific technologies, skills, and/or scientific expertise not 

possessed in-house. These newer ventures, often referred to as strategic partnerships between a 

drug developer and a CDMO, allow the advantages of a long-term relationship to truly manifest. 

Regardless of how the partnership is defined, drug innovators are relying more and more on CD-

MOs to help solve the biopharmaceutical industry’s toughest challenges. 

As the pharmaceutical contract manufacturing industry matures, the benefits for drug devel-

opers of being able to outsource manufacturing have expanded far beyond cost savings. Estab-

lished pharma companies can strategically engage external manufacturers in order to focus on 

discovery and marketing, and new and emerging biopharmaceutical companies with no internal 

manufacturing capacity are able to utilize CDMOs to further their discoveries. Building the right 

kind of drug developer-CDMO relationship can accelerate a company toward achieving its drug 

development and commercialization goals. 

Market research conducted by Industry Standard Research (ISR) shows that drug developers 

building outsourcing relationships should ask themselves several important questions, starting 

with their outsourcing drivers, such as, “What is our available capacity?” and “Do we possess 

the necessary internal expertise?” The answers to these questions will inform which character-

istics a drug developer should prioritize when evaluating contract manufacturers. ISR

O
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Introduction

About The Author

K A T E  H A M M E K E  

Vice President of Market Research, Industry Standard Research

Kate Hammeke has been working in cross-industry market 

research for roughly 20 years, with 13 years of CDMO market 

research and market strategy consulting experience. Her research 

has informed the CDMO Leadership Awards since its inception. 

Kate leads the contract manufacturing market research 

division at Industry Standard Research by overseeing 

both the syndicated and custom research projects for drug 

innovator and contract manufacturer clients. Prior to 

joining Industry Standard Research, Kate served as director 

of marketing intelligence at Nice Insight, playing an integral 

role in the development of the research division of That’s 

Nice. Kate has developed and coordinated custom research 

projects for more than 50 major brands in the Fortune 500. 

Using her industry knowledge, Kate has written dozens 

of articles related to pharmaceutical outsourcing for 

numerous industry publications, including as a regular 

contributor to Life Science Leader.
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Identify Outsourcing Drivers

K A T E  H A M M E K E  Vice President of Market Research, Industry Standard Research

It might be cost- or time-savings or access to technologies, skills, scientific 

expertise, or capacity; there are many reasons for a drug developer to hire a 

CDMO. There is usually more than one motivation for engaging a CDMO, and 

most companies use a combination of outsourcing approaches to accomplish 

all of their manufacturing needs.

T
from companies hiring primary suppliers. When 

a drug developer needs access to capacity as op-

posed to scientific know-how, timelines, a solid 

regulatory history, and reliable, on-time delivery 

are top decision factors.

On the other hand, a drug developer that en-

gages a CDMO as a primary supplier has a whole 

suite of different needs. This type of outsourcer, 

such as a virtual biopharma that has no manu-

facturing facilities, needs to engage CDMOs for 

all manufacturing-related services, and must 

also rely on CDMOs for scientific expertise, be-

cause they don’t have experience manufacturing 

the compound/product themselves. So, while 

access to capacity factors into outsourcing ap-

proach and CDMO selection criteria, it is not the 

primary factor or even a top five consideration 

for this type of drug developer.

ISR research shows that among this type of out-

sourcer, the most important CDMO selection crite-

ria are scientific knowledge, experience level of staff, 

and right-first-time measurements. Virtual bio-

pharmaceutical companies’ outsourcing approach 

should be directed by the absence of in-house man-

ufacturing expertise, which points toward a more 

long-term, strategic engagement of CDMOs. 

Accordingly, before a drug developer starts to 

think about CDMO selection criteria or which 

specific CDMOs to consider for a project, it is im-

portant for a company to deeply understand why 

it is outsourcing manufacturing in the first place. 

Those motivations should guide a company’s out-

sourcing approach and inform the CDMO selec-

tion criteria, which together influence which CD-

MOs a company should shortlist. ISR

he top-level consideration for a drug de-

veloper is whether their company has 

some internal manufacturing capabil-

ities, which means they would use CD-

MOs to supplement their own manufacturing; if the 

drug developer has no internal capacity, they would 

need to use CDMOs for all manufacturing activities.

Among drug developers with internal manu-

facturing capabilities, it is important to consider 

how internal experience and capacity will influ-

ence the use of CDMOs. For this type of outsourc-

er, there are four main reasons that manufactur-

ing may be split between in-house and external 

resources. The reasons can be summarized as: 1) 

adequate experience and adequate capacity; out-

source for strategic reasons, 2) adequate experi-

ence but inadequate capacity, 3) inadequate expe-

rience but adequate capacity, and 4) inadequate 

experience and inadequate capacity. 

The reason to look at outsourcing from these 

vantage points is that market research shows 

there are behavioral differences among drug de-

velopers that stem from these drivers. The dif-

ferent motivations should play a central role in 

determining the best outsourcing approach for 

one’s organization. For example, if a drug de-

veloper has internal manufacturing capabilities 

but not enough available capacity, the business 

needs a secondary supplier to augment the sup-

ply manufactured in-house. This type of out-

sourcer — one seeking a secondary supplier — 

has different needs from a drug developer that 

outsources all manufacturing.

It also means companies hiring secondary sup-

pliers have different CDMO selection criteria 
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Choose The Right
Outsourcing Model(s)

K A T E  H A M M E K E  Vice President of Market Research, Industry Standard Research

There are three main categories for the many ways outsourcing relationships 

are contracted: tactical or transactional relationships, preferred provider 

agreements, and strategic relationships.

T
good idea of what to expect. Another important 

benefit of repeat business is that it can reduce 

decision-making time and avoid decision-mak-

ing fatigue. In the world of outsourced pharma-

ceutical manufacturing, reducing the time it 

takes to select and qualify a supplier may save 

weeks or even months. Preferred provider con-

tracts may be in the form of a clinical supply 

agreement or a commercial supply agreement, 

or any agreement to provide X amounts of 

cGMP material or drug product at specific time 

intervals. 

Strategic partnerships, the third category of 

outsourcing relationships, take the most plan-

ning and forethought for mutual success to 

ensue. Strategic partnerships form with a goal 

of developing a long-term relationship where 

specific skills, scientific knowledge, and ex-

pertise may be leveraged. These partnerships 

enable deep engagement between outsourcing 

partners, which also reduces risk, specifically 

for virtual biopharma companies. For example, 

a virtual company may choose to work with a 

large CDMO that has a good understanding of 

the regulatory environment. This can help the 

drug developer avoid mistakes and save valu-

able time over the course of development. Ways 

in which CDMOs and drug developers may con-

tract these agreements include full-time equiv-

alent (FTE)/extended workbench, in-sourcing 

(staff), risk/reward or risk sharing, and mile-

stone. A strategic partnership may also include 

terms that speak to a dedicated, consistent 

team at the specific CDMO. ISR

actical outsourcing is when a drug 

developer outsources manufacturing 

projects on a one-off basis and assess-

es suppliers based on each specific 

project’s needs (traditional CDMO outsourc-

ing). Preferred providers are a drug developer’s 

select group of prequalified CDMOs, and these 

providers are awarded the majority of the com-

pany’s outsourced manufacturing work. Stra-

tegic partnerships are when a drug developer 

establishes a relationship with a specific CDMO 

that allows both parties to predict the flow of 

work, leverage knowledge and expertise around 

the drug developer’s pipeline, and optimize effi-

ciencies offered by predictable, repeat business. 

Outsourcing relationships that fall under the 

“tactical” category tend to be transactional and 

focused on a service or activity being executed 

by an external provider. In fact, they are hard-

ly relationships at all. Tactical engagements 

require less planning, which sometimes corre-

sponds to a higher level of dissatisfaction. Tac-

tical relationships may be contracted as fee for 

service, time and materials, and toll manufac-

turing, among other options.  

Preferred provider relationships stem from 

the desire for a specific CDMO that the drug de-

veloper has used in the past to provide the same 

or a new service for the drug developer. Many of 

these relationships were initially based on reg-

ular access to capacity, yet their development 

reflects basic human nature in being drawn to 

the familiar. This familiarity can reduce risk 

and foster stability because an outsourcer has a 
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Figure 2 – Use of Consultants

7

Figure 1 – CDMO Selection Budget

Establish A Decision-Making Process 
And CDMO Selection Criteria

K A T E  H A M M E K E  Vice President of Market Research, Industry Standard Research

It is common for biopharmaceutical companies to formally budget for  

the CDMO selection process. 

T
hree-quarters (73 percent) of manu-

facturing outsourcers confirm formal 

budgets and 45 percent of outsourcers 

mention the company they work for 

uses consultants to help guide their CDMO choice, 

according to data from ISR’s research on manufac-

turing outsourcing models [See Figure 1 and Fig-

ure 2]. New and emerging biopharmaceutical com-

panies are more likely to use consultants to guide 

outsourcing provider selection, while large pharma 

companies are more likely to have procurement de-

partments involved in the process. When engaging a 

CDMO for development work, drug developers start 

the process as early as during the initial studies and 

“Does the company you work for formally  

budget for CDMO/CMO selection?” (n=108)

“Does the company you work for use industry  

consultants to help guide CDMO/CMO selection?” (n=108)

Source: CDMO Outsourcing Models (3rd Edition)

No - 27%

Yes - 73%

No -55%

Yes - 45%
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most often have a CDMO engaged by the end of Phase 

1 [Figure 3]. The timeline for engaging a CDMO for 

commercial manufacturing may begin as early as 

preclinical development, but most often takes place 

between Phase 1 and Phase 3 of clinical develop-

ment. It is not unusual to engage additional contract 

manufacturers after commercial launch to meet de-

mand or to access additional markets. 

The various approaches to the CDMO deci-

sion-making process fall into three main categories: 

group consensus, group scoring analysis, and execu-

tive decision. Company size and available resources 

often influence which decision-making approach a 

biopharmaceutical company uses. Market research 

shows group consensus is among the most popular 

at both small and large biopharma companies, while 

a group scoring matrix analysis is more common at 

larger companies with more resources (such as a 

procurement department) and fewer C-level stake-

holders with hands-on involvement. The CEO, CSO, 

or head of manufacturing may choose the contract 

manufacturer at a small, emerging biopharma com-

pany, but this is rarely the case at an established bio-

pharmaceutical company where risk must be bal-

anced across a variety of metrics. 

Drug developers that use a group approach for 

CDMO selection may have as few as four high-level 

individuals (at a virtual biopharma company) or as 

many as a dozen departments (at a Big Pharma com-

pany) represented. Industry Standard Research data 

shows that for outsourced bioprocessing work, man-

ufacturing/production, research & development, and 

executive management together possess almost half 

of the influence over the CDMO selection decision. 

Other members of the CDMO decision-making group 

include purchasing/procurement, clinical develop-

“To the best of your knowledge, at what point does the company you work for start to look for a CDMO for 

drug development manufacturing? Click the graphic of the timeline to indicate when your CDMO search 

begins. Click the graphic a second time to indicate when your CDMO decision has been made.” (n=108)

Source: CDMO Outsourcing Models (3rd Edition)

Figure 3 – Drug Development CDMO Engagement Timelines
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ment, quality assurance, scientists, drug discovery/

preclinical, project management, regulatory affairs, 

and validation (listed in descending order of influ-

ence) [Figure 4]. As virtual biopharma companies 

grow, the addition of a purchasing/procurement, or 

“outsourcing,” department is prioritized as the func-

tion can help to relieve executive management of 

some of the time-consuming aspects of the CMO se-

lection and vetting process. Additionally, the purchas-

ing/procurement department often helps to formalize 

outsourcing processes and the selection metrics used 

to assess potential contract manufacturing partners.  

When choosing a contract manufacturer for bio-

processing, data from ISR’s Bioprocessing Market 

Outlook reports show the top five CDMO selection 

metrics remain consistent despite some changes in 

their ranking over the past three iterations of the 

research. The selection metrics, in ranked order are 

Project fit for facility in terms of capacity and capa-

bilities (#1), a CDMO’s Industry reputation for doing 

quality work (#2), A track record of on-time and in-

full delivery (#3), Scientific expertise (#4), and Reg-

ulatory history (#5) [Figure 5]. The knowledge that 

experienced outsourcers have picked the same five 

attributes (out of 25 options) as the most important 

to bioprocessing CDMO selection over the past five 

years should give new outsourcers confidence that 

focusing on these attributes is a good place to start 

the CDMO selection process, too. 

Recognizing and prioritizing internal outsourcing 

drivers helps drug developers prioritize their needs 

from a CDMO. Top-level issues — access to capacity vs. 

access to specific skills/expertise not present in-house 

— can direct a drug developer toward the right out-

sourcing model and should inform CDMO selection 

criteria [Table 1]. Up-front communication of needs, 

internal resources, and service provider selection cri-

teria with prospective CDMOs enables contract man-

ufacturers to build complementary teams to balance 

individual drug developers’ specific requirements. 

Using these steps, drug developers can build strategic 

outsourcing relationships where their internal exper-

tise is complemented by external CDMO resources. 

In the outsourced pharmaceutical industry, cer-

tain situations deserve up-front time for investment 

and planning. While it may appear more actionable 

to jump right to the execution stage, incomplete or 

absent strategies often lead to lower productivity. 

And it can be more difficult to develop or change 

plans in the later stages of the molecule’s develop-

ment when activities are already in motion. Plan-

ning and relationship building are often viewed as 

non-urgent activities despite their importance. The 

lack of urgency can lead to these processes being 

undervalued and potentially omitted from a drug 

developer’s strategy to market. Biopharmaceutical 

companies that put time and effort into establishing 

an outsourcing plan — by identifying outsourcing 

drivers, selecting a contracting model that matches 

the company’s needs and resources, and establish-

ing a decision-making process and CDMO selection 

criteria — set themselves up for continued success. 

“Please allocate the amount of influence each department has on the selection of a new contract 

manufacturer for a biomanufacturing project. Please ensure your allocation totals 100%.” (n=100)

Source: Bioprocessing Market Outlook (3rd Edition)

Figure 4 – Department Influence On CDMO Selection

18%

15%

13%

12%

0% 5% 10% 15% 20%

Manufacturing / Production

Research and Development

Executive Management

Purchase / Procurement

Outsourcing / Supply Chain

% of Influence
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Source: Bioprocessing Market Outlook (3rd Edition)

“Which service provider attributes do you value the most when selecting a CDMO 

for an outsourced bioprocessing project? Select all that apply.” (n=100) 

“From these attributes, which one do you value the most when selecting a CDMO 

for an outsourced bioprocessing project?” (n=100)

Figure 5 – CDMO Selection Attributes

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

#1 Attribute Top 5 Attributes

16%
33%

Project Fit for Facility in Terms Of 
Capacity And Capabilities

13%
35%

Industry Reputation for Doing Quality Work

12%
38%

A Track Record of  On-Time 
And  In-Full Delivery

10%
45%Scientific Expertise

9%
39%Regulatory History

4%
30%Low Cost

5%
30%Speed / Efficiency

8%
30%

Previous Expereince Working With  

The CDMO As Compared To A New CDMO

4%
30%Responsiveness / Communication

3%
23%

Flexibility  To Adapt To  

Customer’s Desired Methodology

3%
22%Equipment / Technologies In Use

3%
14%

Understanding Of  
The Customer’s Requirements

2%
13%

Ability To “Customize And Choose”  
Technology Platforms

2%
13%Right-First-Time Measurement

2%
10%Customer Relations And Service

1%
10%Cultural Fit

1%
8%Dedicated Project Manager

1%
6%

Dedicated CDMO  
(One That Does Not Make Their Own Products)

1%
6%Staff Credentials

24%Project Management Skills

19%Financial Stability Of The Organization

16%Global Reach / Geographic Location

5%Size And Structure Of The Organization

1%Use Of Offshore Contractor To Save On Costs

% of Respondents
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Source: CDMO Outsourcing Models (3rd Edition)

“In entering into the [insert] model for outsourced drug development manufacturing,  

please select the drivers that led your organization to use this model. Select all that apply.”

Table 1 – Selection Driver Overview

Top 3 Drivers 

(Including ties)

Tactical Outsourcing Preferred Providers Strategic Partnerships

Development

(n=41)

Commercial 

(n=33)

Development

(n=45)

Commercial 

(n=41)

Development 

(n=44)

Commercial 

(n=42)

Access to additional capacity 1 2 2

Access to new markets 2

Access to process and/or 

production technologies  

not present within  

your organization

3 3

Access to specific  

skills/expertise not present 

within your organization
2 3 3

Availability of  

internal resources
3

Better capacity management 2 2 1 1 1

Improve efficiencies 1 2 3 2

Lack internal manufacturing 

capabilities for the product
1 2 3 1

Strategic importance  

of the product
3 2

No internal  

manufacturing capabilities  

(all manufacturing  

is outsourced)

3

Regulatory expertise 2

Reduction in commercial 

manufacturing costs
3

Reduction of fixed costs 

within your organization 

(staff, facilities)
2 1 2
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A complementary CDMO can help a drug developer 

know when it makes sense to spend additional up-

front time (and money) on process development 

to avoid manufacturing complications at scale-up. 

Technology transfers benefit from up-front plan-

ning and an adequate investment of time and re-

sources as well as a deep understanding between 

the drug developer and CDMO. By taking the time 

to uncover and understand internal gaps in knowl-

edge and/or resources, a business can find service 

provider(s) that help balance their limitations. A 

codified outsourcing strategy also means similar 

decisions can be made more quickly in the future. 

For these reasons and others, strategic engagement 

of outsourcing partners can ultimately help drug de-

velopers save time in clinical development and bring 

medicines to market faster.  ISR
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About ISR Reports

The pharmaceutical industry needs higher-quality 
market research. We fill that need.

Our industry reports utilize primary market research, which enables us to provide our customers with novel data  

on topics that, until now, were only attainable through custom research.

For our custom research services, we leverage years of industry experience and a global proprietary Health Panel of 

over 3,000 healthcare and pharmaceutical professionals to provide our customers with endless innovative possibilities.

What makes ISR different?
We understand that you’re looking for confidence in your market research. With ISR, you’ll consistently receive:

Focused Domain Expertise — We’ve operated in pharmaceuticals for over 15 years and because it’s our sole focus, 

our domain expertise brings value to the work that “generalist” researchers can’t deliver.

Genuine Research Expertise — Our market research experience has developed over 20 years in many dynamic 

industries. We capture appropriate sample sizes, given the research objectives, and we use appropriately 

sophisticated statistics to uncover everything that’s real and to give you confidence in your decisions.

Transparency — If you’re like many, you’ve been disappointed more than once by research providers who fail to live 

up to their promises, providing you with their “professional judgment” in place of sound data and suspect contacts 

instead of real decision makers. We deliver the beliefs, attitudes, and intentions of people who matter – and we’ll 

prove it by showing you the titles of your respondents.

For additional questions about any of our reports or custom research services, 

please contact us at info@ISRreports.com.
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