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Brave New World

Outsourcing and the
Changing Role of the Affiliate
As pharmaceutical companies continue seeking ways to gain efficiencies and achieve business
improvements, more and more have sought to outsource regulatory and pharmacovigilance activities.
Until recently, however, few companies considered outsourcing the large volumes of complex and varied
national activities at the affiliate level.
Today, as opportunities to outsource affiliate-level regulatory and pharmacovigilance documentation
activities expand and mature and as the role of the affiliate itself evolves, companies are starting to test
the waters. ProductLife Group brought together a panel of experts to debate the affiliate environment,
the opportunities and challenges inherent in outsourcing, and the way forward.

Around the table were:
John Farrell, Chief Operating Officer,
ProductLife Group
Regina Freunscht, Vice President,
Head of Global Regulatory Affairs Operations,
and Global Regulatory Affairs Senior Vice
President Office, Merck Group
Jesper Kihl, Vice President, Global Regulatory
Affairs, LEO Pharma
John Kiser, Senior Director, Regulatory Policy
and Intelligence, AbbVie
Tobias Massa, PhD, Vice President and
Head of Global Regulatory Affairs Operations,
Sanofi US
Sybil Skinner-Robertson, Director, Regulatory
Operations Region South, Europe, AbbVie
Jan Vindberg-Larsen, Senior Director,
Head of Global Regulatory Affairs, Lundbeck
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QUESTION
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John Farrell

What do you regard as the biggest drivers and benefits to
regulatory outsourcing at the affiliate level?
Tobias (Toby) Massa: Affiliates are overwhelmed by corporate or headquarter requests for
information and submission demands, and in most cases they don’t have the resources or
expertise to manage many of the activities required of them. Rather than focus on operational
issues, we really want them to focus on cultivating the relationship with the health authorities
and on understanding and communicating the evolving regulatory environment in their respective
countries. Outsourcing at the regional hub level leaves the service provider to handle many
of the operational requirements and allows the affiliates to concentrate on health authority
relationships.
Jesper Kihl: The drivers depend on the type of affiliate. We want to shift the major affiliates away
from transactional activities to focus on strategic tasks. At the smaller affiliates, often represented
by one person doing many activities, outsourcing provides scalability and flexibility. Finally, there
are the distribution partners, and outsourcing to a dedicated partner allows the company to take
control of the regulatory and safety activities in those countries.
Sybil Skinner-Robertson: Fluctuations in workload are big drivers, since these allow us to respond
to peaks more efficiently. In addition, outsourcing the many more-routine tasks required lets
our people focus on strategy and the cross-functional collaboration necessary to develop good
strategy.
Regina Freunscht: For Merck Biopharma, it’s about relieving the country regulatory affairs
colleagues from parts of activities or whole activities that are most time-consuming: parts of the
change-control process, managing local variations and renewals, review of artwork, data entry in
regulatory information and the document management system, and so on.
Jan Vindberg-Larsen: For Lundbeck, the main outsourcing drivers are (1) scalable local resourcing,
(2) cost transparency, (3) standardisation and complexity reduction, and (4) optimised regulatory
compliance.
John Kiser: Outsourcing submission publishing would mean we don’t have to have a local affiliate
infrastructure for where we do limited business but want to have access to the market.
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John Farrell

What have been the greatest barriers to outsourcing national
regulatory affairs [RA] activities?
Sybil: Some people may have a legitimate concern that outsourcing can result in losing their jobs.
We need to shift that thinking to seeing outsourcing as an opportunity to refocus on strategic
vision of the function.
Jan: At the outset, there was some nervousness to outsource any kind of interaction with the
competent authorities. In those markets where we have implemented an outsourcing model,
that concern has gone, and it’s proved to be very efficient.
Toby: The first issue you run up against is head count perceptions—or misperceptions—as you
take work out of the affiliate, as noted by Sybil and Jan. Another attitude we need to change is the
desire for ownership of the dossier: the place to own the dossier is not customisation at the end
but at the outset, when you are planning your global development and submission strategies.
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John: Finding the people with the right knowledge and expertise can be a challenge. Anyone
taking on affiliate-level regulatory activities would need to know the product and the local
regulations and have a relationship with the local regulator.
Regina: We operate in many countries, and we don’t want to deal on a per-country basis with
different outsourcing models or different vendors. We have found that in a worldwide context
there aren’t many vendors with the needed local regulatory knowledge, including the language
skills needed to cover each of the countries we have a presence in.
Jesper: Local language is a barrier that should not be underestimated; neither should proximity
to countries and regions in which we operate.

is the nature of the affiliate, and what are headquarters’
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expectations of it?
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Jesper: Headquarters expects the affiliate to focus on commercial activities. We don’t
necessarily see regulatory and pharmacovigilance as roles of the affiliates; they can be handled
by distribution partners or outsourcing providers.
John: The role of affiliates is changing. We’ve gone from affiliates operating as wholly owned
subsidiaries of the company to having dotted-line reporting into headquarters. That has helped
with knowledge sharing and identifying where regulatory affiliates were underresourced.
By bringing a lot of regulatory and pharmacovigilance activities into the centre, affiliates can
focus on building the relationship with the regulator and ensuring they have a very thorough
understanding of the regulatory requirements and the market environment.
Sybil: We expect our affiliates to understand the regulatory environment as it evolves over the
long term. Those insights need to be fed back to the global organisation to enable us to have a
strategic and efficient approval and product life cycle programme. And we expect the leadership
of the affiliate regulatory department to be strong regulatory people and creative thinkers.
Regina: Our affiliates have started to understand that there is a global need for harmonisation
and for a global regulatory strategy with regard to our products. They have started to align and
learn from each other across countries and regions, and we now organise ourselves much better
on global and regional levels than we did five years ago.
Jan: We expect our affiliates to be partners. We work closely with our colleagues at the affiliate
level to define the global regulatory strategy for our projects and products. In this process, we
need our affiliates to provide focused and specialised input on the local regulatory environment.
Furthermore, we expect the corporate operating model to be followed consistently and
efficiently.
Toby: The affiliates need to keep us abreast of what’s going on from a regulatory perspective so
we can do adequate planning for product development and marketed product support. They
also need to understand that it’s all a compromise: they just aren’t going to get everything they
want to register their drug. So it’s important to have a clear global registration strategy and
understand registration risks at both the corporate and affiliate levels.
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has changed in terms of the role of the affiliate and
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Jan: Today the affiliates are more and more focused on sales and marketing, whereas the
regulatory part becomes integrated into global strategies. For the strategic part, you need
innovative and creative local expertise, whereas day-to-day operations require strengthened
corporate standardisation and central control to ensure compliance. Implemented correctly,
outsourcing can facilitate this transition and ensure optimised regulatory compliance as well
as more-efficient use of available resources.
Jesper: The environment in which we operate has become far more complex, margins
are being squeezed, and room for manoeuvering is shrinking. Affiliates need to focus on
commercial activities, so outsourcing regulatory, pharmacovigilance, and other activities
makes sense.
Sybil: We want affiliates who can articulate strategy and think in a visionary way, so we need
to bring in outsourcers to execute on the more routine or technical activities. And that can
be a difficult adjustment for some people.
Jan: Many affiliate activities are very operational. Certainly there are instances when there
is a need to negotiate with the authorities, and Lundbeck would want to be involved in that;
but it makes sense for us to outsource those operational activities.
John: The affiliates should be focused on regulatory compliance and relationship building
and less on operational aspects of submission publishing. Some have welcomed that, but
others aren’t so happy because it can mean refocusing their activities. For some people,
this is a difficult mind shift. But by centralising submission publishing processes and then
outsourcing, we do get better quality, consistency, and transparency.
Regina: Our regulatory responsibilities haven’t changed much, and so, many of us are
wondering why service providers haven’t built the capacity to cover the activities carried out
by affiliates. Compared with clinical research outsourcing or contract manufacturing, there is
significantly less taking place.
Toby: Regulatory has been the last bastion of outsourcing, but now more companies are able
to manage some of those regulatory activities. External partners can do many operational
functions better, faster, and cheaper than we can internally. Having our affiliate colleagues
focus on the relationship with local health authorities and have a thorough understanding
of requirements allows for a richer discussion as global development plans get established
centrally.

experiences have you had with affiliate-level RA
5 What
outsourcing, and if challenges arose, why do you believe that
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to be the case?

Jan: I see the move away from having internal RA affiliate staff in some markets as a
cultural transition rather than a practical challenge. It requires a new mind-set. In fact, in
those countries where we have outsourced the local activities, we now have a much closer
collaboration with our remaining commercial colleagues.
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Regina: The biggest challenges we face are the high turnover inside our service provider and the
difficulty in working with mixed teams because they work in our systems with our processes.
Jesper: There aren’t many providers capable of handling the range of activities and markets
required. It’s still a very immature market, but I’ve no doubt we’ll have many more experienced
providers going forward.
Sybil: It’s at the strategic level that we’ve found that often, the quality of the responses we
receive from outsourcers isn’t there in the form of people who can provide feedback about what
we might have missed or some context based on how the regulators might interpret what we
have submitted.
Jan: It’s all about having a good relationship with your service provider. From my perspective,
the transition has been much easier than I could have hoped for, but it did require extensive
change management to bring the affiliates on board.
Toby: Most of our outsourcing to date really has been staff augmentation to address a gap
between demand and resources. We currently are planning to implement a centralised,
outsourced operations centre and regional hubs to do much of the operational work now
done by our affiliates.

QUESTION

6

John Farrell

How would you advise other organisations embarking on
affiliate outsourcing models?
John: You have to have your processes and expectations well documented and defined over
the long term. We look for a partner who we can build a relationship with and who will become
an extension of our resources.
Jesper: Unless you have your internal processes described and in place, forget about trying
to outsource them. In addition, outsourcing is much like a marriage: you need to have the
sufficient trust and room to accept what is going to happen, and you need to realise you are
in this together.
Jan: The first step is to sit down and define what is meant by local regulatory affairs, because
this can differ from one country to the next. Define what you want to keep inside and what
you will outsource and therefore make open to everybody. Doing so makes it much easier to
handle internal stakeholders in terms of change management.
Toby: You have to think through what you want to achieve, and you have to include your key
affiliates and regional people in the planning process. Then vet the plan to make sure there
are no surprises, and be willing to compromise. You also have to think lean. The other thing is
organisational change management: you can’t overcommunicate on this. And last, you have
to have top-down support.
Regina: It very much depends on your existing outsourcing model: is it a central and global
outsourcing, a regional, or a local model? One option could be to consider hybrid offshoring
solutions, such as shared-services centres that are supported by local service providers,
which are often used in drug safety to manage peaks or for specific tasks such as producing
artwork.
Jan: It can help to use examples the affiliate will understand. For example, we’ve found that
in many countries, affiliates are already using external service providers to help with peak
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loads. By explaining to them that you’re simply trying to globalise this model, it becomes easier for them to
understand.
Sybil: There needs to be a good relationship between the team within the company and the outsource team.
You need somebody who can advocate for the outsourcers to get them what they need to do their job well,
and you also need someone to hold them accountable to deliverables.

Summary
The interaction with an outsourcing partner that manages affiliate-level regulatory activities is complex, involving
interaction deep within the company’s information systems, and therefore it requires a trusted, long-term
relationship with a service provider. That provider must have not only clearly defined and consistent processes
for tackling the various activities required of it but also the flexibility to adapt business processes and governance
in light of evolving information management needs and changes in the broader regulatory landscape.
The pharmaceutical company must be prepared for a learning curve when shifting from internally managed
processes to the outsourcing of affiliate activities, but the outcome when properly managed should be global
transparency and consistency of processes that will enable the company to better harness strategic capabilities
and commercial opportunities at the affiliate.
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ProductLife Group specialises in helping international life sciences organisations more effectively get their
products and therapies to market by providing those clients with functional support across all of the regulated
stages of the product life cycle—from development to launch, to postmarketing.
Performing successfully for more than 20 years, ProductLife Group has an established global presence in Europe,
North America, and Asia Pacific. We deliver services via an innovative, platform-and-hub operating model,
enabling our clients to achieve continuous improvement, increased quality, enhanced performance, reduced risk,
better compliance, and overall cost benefit. That approach, combined with our collaborative, partnership-oriented
culture, empowers life sciences organisations to realise the commercial potential of their own international
operations.
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