Regulatory
Strategic Alignment – Essential for Successful
Parternships
In April this year, for the first time in its history the
Pharmaceutical Industry Project Management Group
(PIPMG) held one of its evening networking meetings at a
CRO’s premises: Covance, in Harrogate UK.
It was a small meeting, but an interesting example of how
all of the players in this uniquely complex way of working
are becoming more interested in building new ways to do it
better, collaborating ever more closely, and recognising that
they can learn from each other.
There were three key perspectives given during the
evening, and each helps us to introduce the key topic of this
article: that it is strategic alignment and top-level leadership
that can make or break outsourcing and partnership success.
The Nature of Relationships is Changing (Slowly)
The first perspective was from a speaker from Covance who
highlighted the ways in which things may evolve in the future.

managers were keenly interested in: the importance of
relationship skills and behaviours in extended project teams.
However, it was emphasised that this was not the only factor
important for success. Readers of previous articles in my
series have seen me discuss a range of critical factors that
are instrumental in whether a business partnership delivers
against its objectives, and the barriers to these that we often
find in our organisations. These are drawn from my work with
Nicholson McBride, which has performed research into the
effectiveness of partnerships, with a range of pharmaceutical
companies and organisations from other sectors. In these
articles I have sought to explain three of these factors in more
detail: cultural differences between the players, the skills and
performance of the players in a business relationship, and
the degree to which the players on both sides operate as one
team. Making improvements in these areas is, to a reasonable
extent, within the grasp of operational members of the
sponsor and CRO – hence the focus on the ‘management
from the middle’ is valid, and can produce results.
There is, however, one more critical factor: the strategic
alignment and leadership approach of senior management.
Arguably, this comes before the other three – but I hope
you’ll forgive that and read on.

The Challenge of Strategic Alignment
This case study typifies what can happen in our sector.
Smaller pharmaceutical companies have for years been
fielding tight, smaller internal teams to deal with CROs, but
the complexities of larger functional groupings in major firms
build the potential for trouble; some have done a great deal of
work to eliminate problems such as the ones profiled above,
Figure 1: How relationships are evolving (Acknowledgment: Covance) but in others, they are still bubbling just below the surface.
The ascending sophistication of relationships that is slowly
gaining ground in our sector requires higher investment in
relationships, but heralds greater benefits of efficiency and
mutual advantage. Whilst operational players on both sides
of a partnership may build a trusted and highly collaborative
way of working, step changes in levels of involvement and
reward structures require change brought about at senior
levels.
Relationships are (Mostly) ‘Managed from the Middle’
The second perspective came from a speaker from
AstraZeneca’s partnering Centre of Excellence. They are
building a new operating model for CRO work, with the
relationship between internal projects and CROs being driven
by the project teams on each side, replacing a centralised
outsourcing/partnership management department.
The third perspective was provided by a speaker from
business psychology consultants, Nicholson McBride. Again,
this session explained something that the assembled project
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Why do These Problems Occur?
In our sector, we need to overcome a leadership challenge
that is unlikely to vanish any time soon. On one hand, never
before has our industry talked so much about collaboration
and partnership: between the industry and its customers,
across its international organisations and with its business
partners. On the other hand, we still find that chunks of it
are organised the way it was in the past: into big, functional
silos staffed with big, competing personalities. Where that is
the case, and if we have been less than ruthless to pull people
together, certain problems are sure to occur:Everybody Else is Incompetent
A high level of expertise and experience, coupled with a great
deal of personal accountability can easily generate mistrust
in others’ capacity to get things right. Add to this a highly
complex organisation structure (which we love to build in big
pharma), and it’s no surprise that senior individuals often take
decisions and issue instructions without consulting others.
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The Execution Team
A few years ago, a major EU pharmaceutical company decided to pilot a new way
to manage a set of large Phase III studies, which was agreed with the selected
CRO.
This was based on an arguably common-sense premise: establishing a much
smaller and leaner internal team - empowering the CRO to take on much more
of the decision-making and operational tactics. Things started well but problems
soon started to crop up. The bravely named ‘Execution Team’ began to find
major difficulties in executing their plans. They had made a list of issues that the
company’s science leads needed to help them with. The latter responded that they
hadn’t the spare resources to help. The team had also drawn up a spreadsheet
of roles and responsibilities to clarify tasks needing help from Quality and Clinical
Statistics. These departments were reluctant to sign it off.
A further incident blew up following a communication from a senior company
clinical manager directly to the CRO, without reference to the Execution Team,
requesting changes to certain recruitment tactics. This, and other confusing
approaches from the company, cause one of two reactions in different areas
of the CRO’s operations: either they made what seemed to be the most rational decision themselves, or they simply
stopped and waited for clarification.After about nine months, it seemed to many senior people that the study plans were
out of control. They hadn’t seen the above incidents and were just looking at the progress metrics. Criticism was aimed
mostly at the CRO’s lack of performance.
Underestimating Senior Management Impact
Scientific and technical professionals in our business are
usually happier dealing with difficult intellectual issues than
difficult human ones. Senior managers can quite easily get
wrapped up in debate and conflict between departments in
mid-project. They may not think about how damaging this is
to their leadership impact and the message they may send
out to a business partner.
Also, some things that do require top-level collaboration,
such as managing the change toward new models of working,
may be seen as peripheral to the key tasks at hand. In the
case study above, the concept of the ‘Execution Team’ had
evolved from the Project Management and Outsourcing
groups. It was necessary and important work. But those seen
as the principal ‘sponsors’ in the company - the Clinical and
Commercial division heads – were not directly involved and not
seen as ‘driving’ it forward. So the initiative stood a very good
chance of stalling. In fact, in this case, one senior manager
was heard saying ‘Well, I wouldn’t have chosen that CRO’.
This, despite him being, in his position, the de facto sponsor
of them. Things like this have a morale-sapping effect.
Over-optimism
It is a natural human tendency to estimate what can be done
in the future without sufficient, or any, reference to readily
available ‘lessons learned’ from past projects. ‘Stretch
targets’ imposed by management will often remove any
‘float’ that is planned by project managers: time, headcount,
and so on. Even with the float retained, estimates are usually
optimistic and are achievable only if everything goes to plan,
and all are aligned to the plan. A look at a lessons learned
review will usually show that everything did not go to plan; in
our business things usually don’t!
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Undervaluing the Partner
CRO partnerships are fundamental to our industry. Pharma
simply cannot afford to run clinical trials entirely with internal
resources anymore. But keeping an eye on the costs means
that CROs bid competitively to secure a contract, and may
have to agree the absolute minimum price to run the study
comfortably.
Of course, it’s not acceptable to simply roll out a list of
excuses when things go wrong. But what we must do is openly
acknowledge that there will be risks in this operating model
and not just sail on in denial, then hand out the blame when
trouble comes.
What we have seen in Figure 1 above, is that CROs
are developing their own operations to help increase the
efficiency of partnerships. They wish to get involved earlier;
to help with operational planning; they can supply templates
and systems for managing meetings, communications,
metrics, and much more. Pharma organisations are getting
used to this, but slowly. Though pharma sponsor oversight
is imperative, many will over-compensate with duplicated
systems, over-interference and failure to build trust where it
is perfectly possible to do so.
So What Must Senior Leadership Do?
Reinforce the Business Case for the Partnership
Many clinical people in Pharma, if they had a choice would
prefer to run trials using internal resources. With a CRO
partner there is an increased need for communication, and
multi-level, cross-company complexity. But there usually isn’t
a choice. It’s necessary to partner, in order to achieve business
objectives. The latter means the former must be managed.
Simple as that. This message must come across loud and clear.
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Top-level Managers Need to Understand their Impact
Senior leaders from all the involved functional groups need
to spend much more time together discussing their own
roles; how they communicate, how they will maintain a
consistent approach, and
how they will behave
when
unexpected
problems occur or major
decisions need to be
made. This can prepare
the ground for sending
the right messages to
the organisation at large,
resulting in reduction
of wasted effort and
stemming the drain on
Figure 2: A model for driving
successful partnerships
motivation.

How Things Changed
The company finally accepted
that the ‘Execution Team’
concept was too ambitious. It
expanded to bring in necessary
functions,
with
defined
accountabilities. The internal
project leader also received some
coaching to help him galvanise
review meetings and set clearer expectations for all players. All in
all, this helped them to complete the studies with an acceptable
minimum of further disruption.

They must also make clear the expectations they have for
behaviours at all levels across the partnership, and establish
across-the-board performance management of these
accordingly.

Conclusion
In this series of articles, I have looked at four essential factors
to make business partnerships with CROs effective. This latest
paper summarises the most important. Is it tricky to achieve?
It depends on the organisation. But research shows us that in
this area, the things that probably make the most difference
are:

Get the Internal Players Together Early
It is essential that sufficient preparation work is done before a
partnership is signed and begins. This means solid agreement
to a thorough internal process when a trial is in concept
form. Business objectives must be debated, tested and fully
understood; an honest discussion about resources required
must be had. Critically, to what degree will prospective CROs
be allowed to make decisions, and use their own metrics and
reporting systems? This needs full discussion, agreement and
recording.
Maintain the Right Environment
Leadership has a continuing role – to periodically assess the
health of the working environment and both apply corrections,
and look to remove any barriers to effective work that have
arisen. They must encourage regular, top-level, simple reports
from any partnership, communicating what is going well
and which roadblocks have been encountered. These will
emanate from various levels. The pharma leadership should
build a working team with the CRO senior management. The
outsourcing and project leadership may work with the CRO
account managers - the operational core teams on both sides.
Get the Balance Right
It is not too difficult to uncover the fear in a company of
building trust with partners. Some might say it is appropriate
caution. Research shows us that caution is a good thing, but
companies do tend to err on the side of too much. Business
relationships, and the potential they offer, are changing.
Senior leaders need to challenge each other and agree what is
the appropriate balance of strategic involvement with a CRO.
Perhaps an even greater challenge is to ‘stop doing things’.
Major pharma companies are increasingly complaining of
price and cost pressure, yet many maintain a bewildering
array of overlapping specialist departments. A CRO can’t take
on the work of all of these, but perhaps at least some.
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For its ongoing studies, the company agreed, at senior levels, a
new mandatory process whereby internal stakeholders met to
thoroughly agree objectives prior to any CRO RFPs. Mandated
also was a clear decision on whether to use internal or CRO
templates and processes. This saved a huge amount of potential
confusion.

Leadership – without strong, clear messages from a joint
leadership group, the cultural alignment and the required
motivation/performance of the operational teams is unlikely
to be realised.
Strategic Alignment – driving a thorough understanding
of the sponsor’s business objectives, and the subtle drivers
affecting them, into all players.
Setting an Example – creating an environment where leaders
and teams can flourish, where they can experience consistent
messages from the top.
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