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Smart Outsourcing:
Strategic Alignment, Risk  

Management, and New Relationships 
Outsourcing decisions should be made to foster  

potential long-term strategic partnerships.

O
utsourcing in the pharmaceutical indus-
try, until recently, has been largely 
confined to commercial manufactur-
ing, packaging, and support for clinical 
trials. The industry is rapidly chang-

ing; companies are facing rising costs, a fast evolving 
global market, and weak pipelines. Many companies 
are outsourcing activities that have historically been 
kept in house, freeing themselves to concentrate on 
their core competencies and become more agile in 
responding to changing conditions. These new out-
sourcing models include discovery and R&D, regula-
tory, chemistry and manufacturing controls (CMC) 
support, and back office sales and marketing activi-
ties—virtually no activity is out of bounds. Instead 
of building or acquiring specialized technologies and 
facilities, many companies are seeking access to them 
elsewhere.   

Smart outsourcing provides the following opera-
tional and business benefits: 
•	 Reduced	 operating	 costs	 and	 greater	 return	 on	 
 investment (ROI)     
•	 Shorter time to market through faster accesses to 

increased capacity, new technologies, specialized 
facilities, intellectual property (IP), and expertise  

•	 More efficient use of critical internal resources (e.g., 
human and facilities)     

•	 Avoidance of large expenditures to bring new or 
expanded capabilities in house as well as the cost of 
staffing those capabilities  

•	 Increased velocity and flexibility in responding to 
rapidly changing global markets. 
To reap the full rewards of outsourcing over the long 

term and significantly enhance shareholder value, 
however, companies need to take a comprehensive 
approach. Companies that adopt a smart outsourcing 
strategy include: 
•	 Pursuing outsourcing in the context of an end-to-

end, global supply chain strategy that is directly 
aligned with the company’s strategic business goals

•	 Managing outsourcing as part of a continuing, 
mutually beneficial, long-term strategic partnership

•	 Assessing and effectively managing the increased 
risk that comes with more extensive and diverse out-
sourcing.  

Companies can use outside expertise to help carry out 
such an approach. This article outlines the benefits of 
using a third party in strategic outsourcing.  

Leveraging external expertise 
Effective use of outside experts who have the requisite 
industry-specific technical, quality and compliance, 
operational, and business experience can provide an 
invaluable, independent source of perspective, meth-
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odologies, and tools to help ensure 
the best decisions are made each 
step of the way. Experts can help 
to tightly align outsourcing strat-
egies with a company’s strategic 
business and supply chain plans, 
re-affirm core competencies, and 
make informed recommendations 
regarding which current outsourc-
ing needs represent the highest 
ROIs and competitive advantages 
going forward.  

The right consulting partner 
can give advice on how best to 
support these st rateg ies with 
ongoing operational excellence 
and risk-management programs, 
as well as develop and maintain 
highly effective and mutually 
beneficial strategic relationships 
with prospective outsource pro-
viders. But whether a company 
engages external advisors or not, 
the company will need to be able 

to skillfully blend strategy, risk 
management, and a new mind-
set and approach to outsourcing 
partnerships to remain competi-
tive in today’s, and tomorrow’s, 
rapidly changing and increas-
ingly challenging global markets.   

A new kind of partnership
The effective selection, quali-
f icat ion, and management of 
outsource partners begins with 

Due Diligence Checklist

•	Capacity:	Does	the	partner	have	the	capabilities	and	capacity	needed	but	also	the	flexibility	to	grow	so	there	will	be	
no	disruption	to	the	supply	chain	as	needs	and	markets	grow?	Is	the	partner	willing	to	make	contractual	obligations	to	
deliver	on	this?	What	is	the	partner’s	past	history	with	other	partners	and	customers?		

•	 Technical capability: Does	the	partner	have	the	technologies	and	technical	capabilities	to	support	business	goals	in	
the	near	term,	as	well	as	the	commitment,	resources,	and	flexibility	to	introduce	new	technologies	as	the	pipeline	and	
products	evolve	in	the	future?	Is	their	workforce	experienced	and	flexible	enough	to	support	this?

•	Quality and compliance systems:	Does	the	partner	have	reliable	and	proven	quality	and	compliance	systems	in	
place,	and	how	much	visibility	would	the	company	have	into	those	systems?	Will	the	partner	inform	the	company	
of	any	issues	that	may	come	up,	and	work	proactively	to	help	resolve	them	so	they	won’t	be	repeated	again	(i.e.,	
corrective	actions	and	preventive	actions	[CAPA])?

•	Compliance history:	What	is	the	partner’s	track	record	with	US	and	other	regulatory	agencies,	and	what	is	the	
likelihood	of	compliance	problems	in	the	future?

•	Quality culture: Above	and	beyond	written	processes	and	procedures,	does	the	partner	show	commitment	to	
maintaining	a	reliable	state	of	quality	and	compliance	in	all	company	activities,	and	at	all	levels,	so	that	the	likelihood	
of	interruptions	of	supply	due	to	poor	quality	or	compliance	performance	will	be	low	and	the	dedication	to	excellence	
high?

•	Roles, responsibilities, and governance: Have	the	respective	roles,	responsibilities,	and	accountabilities	of	
the	sponsor	and	outsource	provider	been	discussed	and	agreed	upon,	and	are	they	clearly	understood?	Has	a	
formal	communications,	notification,	and	decision-making	process	been	put	in	place?	Have	the	appropriate	senior	
leadership,	project	management,	and	other	key	resources	been	identified	on	each	side	of	the	relationship	to	determine	
who	will	have	responsibility	for	communicating	and	making	decisions	about	potential	issues	that	may	come	up?	

•	 IP management:	To	what	degree	might	the	partnership	put	intellectual	property	at	risk,	especially	if	the	company	
moves	up	the	value	chain	in	the	kind	of	activity	that	is	being	outsourced?	

•	Single versus multisource:	Is	single	or	multisourcing	the	best	strategy	for	cost	and	risk	management	as	well	as	to	
help	assure	continuity	of	the	supply	chain?				

•	Organizational cultural compatibility: To	what	extent	do	the	two	parties	share	similar	visions,	values,	and	
behaviors	to	support	an	effective	and	mutually	rewarding	partnership	and	the	drive	for	continuous	improvement?	Are	
there	any	major	disconnects	or	warning	signs	of	potential	trouble?	

•	Regulatory:	What	are	the	routine	regulatory	risks	of	the	partnership	as	well	as	the	unique	risks	posed	by	the	nature	of	
the	partnership	or	outsourced	activity?
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the way one thinks about those 
partners, no matter what the 
nature of the partnership (e.g., 
innovator–CMO or innovator-to-
innovator). Short-term thinking 
about outsourcing as a stopgap 
measure or commodity solution 
to  ope rat iona l  needs  ba sed 
largely on cost or capacity must 
be replaced by thoughtful and 
robust evaluations of both the 
current and future benefits of 
developing long-range strategic 
partnerships that deliver f lex-
ibility and value to both parties 
involved. 

Consider not only what out-
source partners can provide in 
the near term, but also what 
they may be able to do as the 
relationship grows. Long-term 
strategic partnerships can have 
substantial benefits to each of 
the outsource partners in rev-
enue, capacity planning, and 
potential access to new technolo-
gies and markets. 

For example, consider that 
two large pharmaceutical com-
panies enter into mutually ben-
ef ic ia l,  long-term (>10 years) 
strategic relationships. These are 
innovator-to-innovator partner-
ships that are based on a pro-
g ress ive  schedu le  of  mut ua l 
explorat ion and cooperat ion. 
Among their short- and long-
term goals are the use of each 
other’s available capacity and 
specialized facilities, technical 
and scientific information-shar-
ing, and potentially, the code-
velopment of future products 
and technologies. 

Maintaining such long-term, 
strategic partnerships requires 
a significant shift in thinking 
and organizational culture on 
both sides—from a purely trans-
actional relationship to one of 
shared planning, shared r isk, 
and collaboration.   

This shift requires develop-
ing and nur t u r ing a  h igh ly 
cooperat ive working relat ion-
ship that incorporates trust, a 
shared vision, open communica-
tion, and a dedication to quality, 
timeliness, compliance, and con-
tinuous improvement. 

Risk-based due diligence   
Selecting a strategic outsourcing 
partner goes far beyond a check-
list of their capacity, capabili-
ties, and cost. A company should 
thoroughly assess all of the risks 
associated with that partnership, 
develop the appropriate remedia-
tion plans and contingencies with 
the potential partner, and agree 
to jointly manage those risks to 
successful outcomes. Conducting 
a thorough and intelligent risk-
based due diligence, performed 
as a shared exercise with the out-
source partner, can identify key 
areas of uncertainty that need to 
be addressed. Due diligence can 
also help align each party’s expec-
tations with regard to their rel-
ative roles and responsibilities, 
accountability, and what success 
looks like for each of the parties 
involved.

A number of alternative risk- 
assessment and risk-management 
methodologies and toolboxes 
exist. One should be selected 
that effectively identifies, priori-
tizes, and helps manage the risks 
that exist but that also provides 
an objective and quantif iable 
output that clearly supports the 
business case for that outsourc-
ing decision. 

Key areas to be considered in 
these risk-based assessments are 
outlined in the sidebar (see “Due 
Diligence Checklist”).

At  t he  conc lu s ion of  t he 
assessment, both the company 
and potential outsource part-
ner should have a comprehen-

sive profile of the major risks of 
the overall outsourcing strategy, 
including those related to time, 
cost, and deliverables as well as 
the degree of regulatory, opera-
tional, and cultural risk. 

The prospective partners can 
then collaboratively determine 
the relative priorities of those 
risks to each party, how those 
risks will be mitigated, and the 
contingency plans that will need 
to be put in place. The time and 
cost of mitigating each risk and 
the ROI for doing this must also 
be carefully considered so that 
an informed business decision 
can be made about entering into 
the relationship.  

This  r i sk-based assessment 
should not be a single undertak-
ing. Conditions change and risks 
change with them. The evalua-
tion should, therefore, be con-
ducted periodically as a formal 
part of the business relationship 
process in order to continue to 
manage change and uncertainty, 
assure alignment of the partners 
with the goals and deliverables 
of the agreement, and to validate 
that the work or services being 
conducted continues to support 
the strategic supply chain and 
business strategy.  

Establishing and maintaining 
successful relationships
The success of strategic outsourc-
ing relationships, both in the 
short and long term, depends 
upon ef fect ive planning and 
project management, appropri-
ate metrics, successful knowl-
edge t ransfer,  ongoing open 
communicat ion, and per iodic 
reassessment to help assure the 
long-term viability and health of 
these critical business partner-
ships.  

E f fec t ive  pla nn ing beg ins 
with the development and exe-
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cution of the appropriate busi-
ness and qual it y agreements 
that clearly define and specify 
the relative roles, relationships, 
specifications, and deliverables 
that are expected. These include 
the proper controls and contin-
gencies that may be needed to 
address any unexpected situa-
tions that may arise.  Metrics 
must be establ ished to serve 
as an early warning system for 
potential issues and to measure 
the relative success of the out-
comes that are expected.  It is 
also highly recommended that 
companies establish dedicated 
resources to manage these rela-
t ionships as they move to a 
broader and more strategic sourc-
ing st rategy. These dedicated 
resources should also monitor 
progress against plans, quality of 
the deliverables, costs, and other 
parameters that have been set 
forth in the business, technical, 
and quality agreements.  

The relat ionship beg ins in 
earnest with complete and reli-
able IP and knowledge trans-
fer between the sponsor and 
the contract partner, including 
effect ive technical transfer i f 
the outsourcing involves a pro-
cess to be run or product to be 
made. Companies that intend 
to engage in outsourcing need 
to assure they have an effective 
in format ion and technolog y 
transfer process in place that is 
formal, efficient, scientifically 
and technically sound, compli-
ant, cost-effective, and reliable. 
This is a core competency that 
consistently produces maximum 
strategic impact. Too often, how-
ever, such transfers are treated 
as one-off events that are the 
responsibility of a single func-
tion, department, or site, rather 
than part of a comprehensive 
transfer f ramework supported 

by well-trained and experienced 
resources on both sides of the 
ag reement .  T hat  f r a mework 
should include the following: 
•	 An overall transfer program 

management process, includ-
ing a governance structure, 
the establishment of execu-
t ive sponsorsh ip,  and the 
clear delineation of roles and 
responsibi l it ie s ,  inc lud ing 
those of support funct ions 
and transfers. In this way, the 
company can manage its out-
sourcing transfers as a portfo-
lio and apply risk management 
techniques to the portfolio as 
a whole. 

•	 P rojec t- leve l  ma nagement 
for each individual transfer, 
including a set of require-
ments,  ac t iv it ies,  dec ision 
points, milestones and best 
practices that help ensure pre-
dictable, on-time transfer that 
is able to be validated.  

•	 Transfer strategy, including 
the means to fill any gaps in 
the organization or the receiv-
ing organization, an overall 
descr ipt ion of the transfer, 
and measures of success. 

Process understanding  
and control
When a process or product is 
being transferred, the organiza-
tion must have the proper level 
of process understanding and 
control over that product or pro-
cess so that it can provide clear, 
complete, and technically sound 
specifications to ensure success-
ful transfer. 

Elements for achieving pro-
ce s s  u nde r s t a nd i ng  i nc lude 
employing QbD principles and 
techn iques ;  ident i f y ing  t he 
appropriate cr it ical-to-quality  
attributes and associated critical 
process parameters to limit vari-
ability and maximize control; 

identifying drivers of variation 
and of interactions in crit ical 
processes; and understanding the 
right process-control strategies. 

When older or insufficiently 
developed processes with a high 
or uncertain level of variability 
must be transferred, improved 
control can usually be obtained 
retrospectively f rom conduct-
ing a highly structured, statisti-
cal analysis of the historic data 
associated with those processes. 
Such process capability and con-
trol evaluations, if implemented 
properly, can help achieve an 
improved level of understand-
ing and control over these older 
and more variable processes in a 
relatively short period of time, 
of ten in just weeks. The r isk 
of prolonged and costly trans-
fer attempts, or even failure, is 
thereby, significantly reduced. 
Achieving process robustness is 
a critical success factor for right-
first-time transfers to outsource 
partners, as well as successful 
validation and reliable operation 
of those transfers. 

Sustaining the relationship 
Once the operational relation-
ship is under way, the open and 
honest two -way communica-
tions, continued risk assessment, 
and cooperative problem solv-
ing upon which the partnership 
was first based must continue. 
This can’t be emphasized strongly 
enough. Too often when out-
source providers encounter tech-
nical problems or have quality 
or compliance issues, they tend 
to conceal those problems from 
the client while they attempt to 
resolve the issues on their own. 
Sooner or later, news of the prob-
lem comes to the attention of 
the client as a sudden and unex-
pected surprise, with potential 
negative impact on both the cli-
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ent and outsource partner. What 
otherwise may have been a minor 
problem potentially escalates into 
a major issue, which could have 
been more effectively managed if 
the outsource partner had com-
municated with the client and 
enlisted their help in a more 
t imely and effect ive manner. 
Conversely, clients must keep the 
outsource provider fully informed 
of plans that will increase or 
reduce the volume and level of 
services that will be required so 
they can plan their resources and 
capacity accordingly.

Fina l ly,  cont inue to assess 
the strategic outsourcing strat-
egy at regular intervals to assure 
continued alignment with the 
strategic business goals of the 
company, the strategic supply 
chain strategy, as well as with 
chang ing pat ient needs and 
market conditions. Conduct a 
regular re-assessment of the per-
formance history and poten-
tial risk at each of the partners 
along with a re-assessment of 

the entire outsourcing portfolio. 
This will help assure the con-
tinued success of those partner-
ships, the ident i f icat ion and 
remediation of any new r isks 
that may arise, and also help to 
identify additional opportunities 
for strategic outsourcing as your 
company continues to evolve 
and grow. 

Questions to be asked during 
re-assessments include:
•	 What are the highest-priority 

and highest-ROI opportunities 
for additional outsourcing that 
will support manufacture of 
our current products, introduc-
tion of future products, and 
overall strategic business plan?

•	 Are there some outsourced 
p r o j e c t s  t h a t  s h o u l d  b e 
brought back in house?

•	 Has there been a sh i f t  in 
any of our core competen-
cies, technologies, or internal 
capacity to support our cur-
rent and upcoming products?

•	 Has there been a shift in our 
company’s strategic business or 

supply chain plans as a result 
of  cha ng ing compet it ion, 
patient, or market conditions?

•	 What are the relative priori-
ties, timing, costs, risks, com-
petitive advantages, and ROI 
of making a change in our 
current outsourcing st rate-
gy?  What if the change isn’t 
made?
The bottom line is that today’s 

outsourcing decisions should be 
thought of as potential long-term 
strategic partnerships in sup-
port of an overall strategic sup-
ply chain strategy, and aligned 
closely with the business goals of 
the company. Decisions should 
be based on a solid business case, 
technical, and quality foundation 
that is further supported by a 
robust risk-based assessment and 
management methodology. Only 
then can the most important 
requirement of all on both sides 
of the relationship be fulfilled, 
thereby protecting and enhanc-
ing shareholder value. BP
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