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Many firms that outsource major projects can
end up managing relationships at arms-
length. For complex, business-critical pro-
jects, this is a high risk strategy as it may fail
to give sufficient warning of project setbacks.
Issues may only become actionable after they
have become major problems. Embedding a
"man in plant” is a good solution, but is often
not practical due to the contractor's cross-
client confidentiality restrictions. In certain
circumstances, a solution could be to inte-
grate a trusted consultant in the contractor's
project team, allowing issues to be identified
early and managed more effectively.

Biotech is accustomed to financial nuclear win-
ters, but the novelty this time round is that the
current funding crisis is not confined to biotech.
It's hitting the majors as well.

As ever, during cyclical downturns, the vogue is
to make a virtue of necessity, and the mantra of

Benefits of virtual mode are clear:
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the moment is ‘virtualize'. Qutsourcing can un-
derpin business efficiency and promote value
creation - but only if it is implemented intelli-
gently.

Virtual is not new

Biotech has always been virtual to one degree
or other if for no other reason than economic
efficiency. Biotechs seek external input in intel-
lectual property, requlatory affairs, product
development, market research and a whole host
of other functions that may be considered ‘mis-
sion critical’, let alone those that are non-core.
The same is true of the pharma, device and di-
agnostic majors, as evidenced by the large
volumes of work placed by these companies
with CROs.

Over recent years, the pendulum may have
swung towards more outsourcing, but this has
only really been an extension of a well-
entrenched trend. The ongoing financial pres-
sures, decreasing returns on R&D expenditures,
an increasingly hostile reimbursement land-
scape and impending patent cliffs have simply
exaggerated the need for operational efficiency.
Sometimes, it just requires a simplification of
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Cost effectiveness:
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overly complex internal structures and proc-
esses that have sclerosed the managerial
arteries of the lumbering giants (hence the
massive downsizing which shows no signs of
abatement). Other situations, however, call for
more virtualization/outsourcing, but getting this
right requires high level expertise and experi-
ence and careful selection of the outsourcing
partners.

Provider Selection: horses for courses

[t may seem trivial to select the right type of
partner for any given situation, but in reality
these decisions are often taken without appro-
priate forethought. For example, it seems
natural to turn to a CRO to manage a clinical
trial, and indeed, for a large, multinational
phase lll trial this may be spot on. But for a
small and/or specialized trial, the CROs' ten-
dency to force-fit the situation to their
standard methodologies may be counterproduc-
tive. The typical CRO's business model is driven
by offering standardized services, usually with
little true customization. Quality of service
ranges to either extreme; one frustrated Big
Pharma clinical researcher calls CROs “the peo-
ple who work from 9 to 5 so we have to work
from 8 to 10".

It can be difficult for a large CRO to train their
staff in 'unusual’ techniques and procedures,
not least because of their high staff turnover,
and for non-standard trials it is usually better
to engage a bespoke consortium of specialist
service providers. In these situations, we have
seen highly effective management of trials by
companies who either engage relevant service
providers directly or who contract with a spe-
cialist CRO with particular strengths in the
disease/technology/trial design in question.

What to Outsource?

To many, the general rule of thumb is that any-
thing that can be outsourced should be
outsourced. It has been suggested that an en-
tire management team can be composed of
freelancers and consultants, i.e. taking the vir-
tual concept to its extreme. We disagree with
this proposition. It is a construct that is suited

to endeavours where all goes well, but does not
extend to the life sciences industry where, at
the very least, biological variability of one sort
or another conspires to derail programmes at
multiple, often unexpected stages.

Our firmly held belief, based on our team's ex-
perience as consultants and senior managers in
biotech and big companies, is that there is an
optimal point between fully-integrated and
fully-outsourced. A project or company needs a
dedicated, full time core management team.
They need enough skin in the game to keep
them fighting in the trenches when challenges
reach that critical point where those who are
more detached would simply walk away. And in
our view, one of the key responsibilities of the
core management team is to decide which type
of external input is needed for each specific
situation.

Effective Outsourcing Management

Where large, business critical projects are out-
sourced, for example a clinical ftrial, there is
scope for increased project risk due to the
arms-length relationship between the parties.

The ideal solution would be to embed an em-
ployee in the contractor's operations to provide
maximum visibility on project progress and
emerging issues. Unfortunately this is rarely an
option given cross-client confidentiality con-
cerns.  This means that many customers
manage their relationships with service provid-
ers at arms-length, risking delays in recognising
emerging project roadblocks.

Traditional Outsourcing Management

In-house project management
Arms-length relationship
Risk of delayed issue recognition

Company ‘-
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Man-in-Plant Outsourcing Management
Embedded project management resource
Instant detection of issues
Often impossible due to confidentiality issues

We propose a third way. Engaging with an ex-
perienced consultant to act as project manager
presents a neutral interface for the contractor.
This has benefits for companies carrying out
virtual drug development including greater
transparency into project progress, with a fire-
wall to reduce confidentiality conflicts, as well
as best-in-class project management at an ap-
propriate cost.

Best of Both Worlds
Trusted consultant is integrated
Reduced confidentiality issues
360° visibility on project progress

Company ‘ Service
provider

Conclusion

The increasing virtualisation of operations has
the potential to increase business risk due to
the lack of visibility of project progress. Choos-
ing an appropriate outsourcing strategy and
taking an intelligent approach to project man-
agement can substantially mitigate this risk.

About Alacrita

Alacrita provides expertise-based con-
sulting services to the pharmaceutical,
biotechnology and life science sectors.

We combine extensive industry experi-
ence and broad functional capabilities
to help our clients create sustainable
value, providing:

= multidisciplinary project teams to
conduct specific assignments

= instant expertise: high-level stra-
tegic, commercial and technical

= access to an extensive network of
industry contacts, across medical
devices, diagnostics and pharma-
ceutical industries

Alacrita's team has industry experience
and a consulting track record, ensuring
that projects are delivered with both
professionalism and real-world rele-
vance.

Alacrita LLP

The London Bioscience Innovation
Centre

2 Royal College Street

London

NW1 ONH

www.alacritaconsulting.com
+44 207 691 4915
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