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: BENGT ANELL  Regulatory author ities across
the globe have harmonized the way they evaluate
clinical evidence of efficacy and safety, but when it 
comes to obtaining positive reimbursement decisions 
from payers, the pharmaceutical industry is facing 
new challenges. What do you see as the main issues?

RICHARD BERGSTRÖM  One is the 
emergence of health technology assessment (HTA) 
bodies that you need to please. They are even more 
concerned about appropriateness of use than the 
regulators are.

Another issue just as profound is that the science is 
evolving and taking us in the direction of much more
targeted medicines. We saw this first in cancer care,
but see it now coming in big-time in the pipelines, with 
an estimated 75 percent of drugs designed for more- 
targeted populations based on new scientific knowledge.

The way you introduce medicines also will have to
be much more targeted because you need to identify 
these patients and you will probably have to report 
to the regulators that they have been targeted.
So the logic around launching products wil l look
entirely different.

Targeted medicine will raise the need for real-world 
data as we’ll need health records and bio-banking to 
exploit the science. For example, let’s say you discover 
a gene that is over expressed and you believe that it is 
causing a disease such as Parkinson’s or Alzheimer’s. 
If you have a compound that will attack that gene, how 
will you find the patients to target? Today, you test 
patients for the biomarker. But in the future, you’ll 
recruit patients from their health records.

Additionally, targeted medicine will make changes that 
span the entire lifecycle of a product. For instance, we 
are promoting the concept of managed entry, so that 
new products coming through are introduced quickly, 
but under control, with adequate data feedback.

Bear in mind, too, that investments in real-world data 
are not only needed to please regulators and payers, 
but also to provide confidence to physicians and 
patients. We’ll need these data to deliver on the science.

ANELL  Yes, we see this push for new data, both 
from a regulatory and a reimbursement perspective 
and from our clients. But in many cases, even though 
we may have access to some of the best registr ies in 
the world, we discover that the data from the health 
records and the registr ies is not really fit for the 
purpose; it cannot be used in valid statistical analysis. 
This may be the future, but we’re not there yet. We 
often need to enrich the data with information from 
other sources to accomplish the task.

BERGSTRÖM  Yes. There’s a willingness to move
in the direction of managed entry and real-world 
data, but we still don’t have the systems to track 
performance. In practice, you have IT systems that 
don’t talk to one another. Or, you simply don’t have 
the systems. And even when you find the data you 
want, the quality is often not as you expected.

We have great interest in real-world data from our 
EFPIA members. One big question they are asking is 
what can be done or should be done together? This 
is a big trend in research now; it’s becoming much 
more collaborative. We’ve realized that, individually, it 
can become too expensive or take too long to deliver

Q

A:



on all this fantastic science. With a more collaborative 
approach, you can combine the competitive market- 
driven model and make money—a lot of money—if you 
do it well.

We now have a huge public/private partnership for 
collaborative research in Europe between EFPIA and 
the European Commission. It’s called the Innovative 
Medicines Initiative. The first IMI program, which is 
ongoing, is worth €2 billion—€1 billion from member 
companies and €1 billion from the Commission.
In IMI2, the second program, which is another
€3.3 billion, we will also look at the translation of 
steps across the product lifecycle, including the 
incorporation of real-world data.

ANELL  As pharmaceutical companies move in
this direction, what message should we give about
real-world data to payers and the other holders of 
health-care records?

BERGSTRÖM  Even in the health world, IT providers 
and contractors and consultants don’t always see that 
this infrastructure is not just there for improving the 
efficiency of delivering health care and simplifying work 
at a hospital. It’s also for the science and for providing 
a much better evaluation of new technologies. We 
should follow every patient in a much more active way. 
Whenever I go to eHealth Network meetings and say 
this, many people raise their eyebrows because they 
haven’t really thought about it.

We also need to get everyone else on board who
has useful data. For example, some countries have 
fantastic databases and systems, but we can’t access 
it. That’s partly because of their privacy policies, but 
also because some payers don’t see that they’re part 
of the solution.
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The European Medicines Agency (EMA) is really
a thought leader in real-world evidence. They are 
actively promoting a graduation of evidence generation 
from randomized clinical trials alone to a mix of 
evidence, and they also promote the whole concept of 
a lifecycle approach. Every company goes to the EMA 
for scientific advice, and what’s starting now is that 
the EMA is inviting payers to these discussions early 
on. That’s important, because we need to make sure 
that the evidence collected in a Phase III trial will be 
relevant to the payers.

We also need to start thinking about downstream 
evidence generation. We should build a registry system 
so that the day a drug is approved by the EMA (and 
particularly if it’s a really great innovation like we’re 
seeing now with hepatitis C) we can have the framework 
in place for a rapid assessment by the payers.

In Europe, we probably will have a European-level 
assessment of the clinical aspects of the added value 
of the drug—there is no appetite for assessing cost- 
effectiveness at the European level, because pricing 
and reimbursement are national decisions.

So the best approach is for all of that—the clinical 
aspects of the drug, cost-effectiveness, and real-world 
evidence gathering—to be aligned with development 
programs that have the whole- lifecycle approach
in mind. If you have a trial for schizophrenia or
Parkinson’s disease, for example, you may start with a 
subset of patients that are validated by a marker, and 
you can do much smaller trials to prove efficacy. You
need to have that body of evidence, and then you can
launch into the market in a progressive fashion. Today 
we have conditional or accelerated approvals as an 
instrument for some drugs, but probably that needs 
to evolve over the next ten years into a process that is 
actually stepwise.
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