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R&D base. For the moment, it does not look
as if there will be the dramatic impact on the
U.S. industry that has happened as a result of
h e a l t h c a re re f o rms in certain European coun-
tries. In Germ a n y, the government is trying to
implement the biggest overhaul of its health-
c a re system since the 1990s. The govern m e n t
has a long-term healthcare savings target for
2007 amounting to about $25 billion. This
has been received very negatively by the phar-
maceutical industry and has run into opposi-
tion from patients and politicians. Based on
the re f o rms that have been introduced since
1999, the German pharmaceutical industry
association estimated that by the end of 2004,
sales losses to German industry would re a c h
$3 billion. During 2003, a number of compa-
nies in Germany either froze their R&D
spending or decreased it. Some even shifted
jobs and new investment to other Euro p e a n
countries. Other European governments do
not want to end up in the same situation as
G e rmany and are talking to the industry
about how they can work better together so
that re f o rms do not lead to a decline in the
i n d u s t ry ’s position. For example, the Fre n c h
g o v e rnment launched a high-profile initiative
at the beginning of 2004 to study how it
could best stimulate the market so that phar-
maceutical companies did not reduce invest-
ment in the country. So although many in the
U.S. industry might be concerned as to how
M e d i c a re re f o rm affects the market and R&D
e n v i ronment, from a European perspective the
situation looks quite positive.

M U LTIFUNCTIONAL T E A M S

W I L S O N . H i s t o r i c a l l y, the pharm a c e u t i c a l
i n d u s t ry has faced two hurdles: achieving
p roduct registration and securing re i m b u r s e-
ment. To d a y, demonstrating product value is
becoming a much stronger issue. It’s not just a
matter of product price, but the impact on
total cost of care. The needs of marketing are
changing, and it is becoming more essential
for the commercial side of the business to
communicate more effectively with its R&D
colleagues. Marketing must work more close-
ly with R&D to succeed in demonstrating the
t rue value of a company’s products. The com-
panies that effectively demonstrate not only
the efficacy and safety of their products, but
the value of their products, will have a
f o rmidable presence in the marketplace.

S U L K E S . Best practices that we’ve seen
demonstrate deep collaboration by including
medical affairs leadership on brand teams with

a message from senior management that both
medical and marketing leadership must be
aligned to move forw a rd on major initiatives.
On a brand that recently obtained a heart fail-
u re indication, the medical director drove the
d i rection of the messaging with re g a rd to
patient types and timing of the diagnosis in a
manner that marked a depart u re from past
practices. This approach provided doctors
with an entirely new understanding of the ro l e
of the treatment category in this disease state.

K R I E G S M A N . Companies need to make the
re w a rd system team-oriented so that no single
individual is re w a rded unless the team suc-
c e e d s .

RO S E N B E RG . Marketing departments are
always challenged by R&D because there is an
unspoken motto within re s e a rch that simply
states, “if you can make another strength, that
is the best line extension.” But marketing
always pushes back with, “just because we can
make another strength, doesn’t mean the mar-
ket needs another strength.” The key in the
f u t u re is to have R&D work with marketing
to create the appropriate life-cycle manage-
ment programs for any given product. Fur-
t h e r, by working together at all levels, includ-
ing market re s e a rch, R&D is likely to take an
extra level of ownership for projects pert a i n i n g
to product life cycles. 

P E R LOTTO.The best single practice is for the
o rganization to be clearly aligned from the top
down. If the leader of an organization is suc-
cessful in painting the vision for a company
and putting the right people in place within
R&D, people who understand that the org a n i-
zation is a business based on commerc i a l
objectives and commercial success, then that
collaboration can take place because both
teams have the same objectives in mind.
When the mindset within R&D is “re s e a rc h
for re s e a rch sake,” the likelihood of successful
collaboration is greatly reduced. 

KOVAC . One of the most important develop-
ment concepts used in outside sectors is pro d-

uct life-cycle management (PLM), the man-
agement of a product from initial idea thro u g h
design, launch, and production to marketing
and sales. This definition of PLM is foreign to
p h a rma, where the term is used only in a mar-
keting context to describe the management of
a drug from the point at which it is launched
to the point at which it has generic competi-
tion. A pharmaceutical company typically
develops a new drug in one country and man-
u f a c t u res it at plants in several other countries.
But, the development function rarely consults
the manufacturing function to ensure that a
f o rmulation is fit for large-scale pro d u c t i o n .
Data related to new drugs should be share d
e l e c t ro n i c a l l y, and manufacturing systems at
the diff e rent production sites need to be inte-
grated. The sites themselves need to be inter-
changeable because a drug-manufacturing set-
up in one country is not automatically
validated in another. Any company that wants
to develop effective collaboration to stre a m l i n e
or enhance R&D and marketing will need to
install an electronic backbone that spans
e v e rything from early development to market-
ing and sales, and one that allows for inform a-
tion to travel in both dire c t i o n s .

N A S H - WO N G . Collaborative part n e r s h i p s
a re imperative in these lean times. R&D and
marketing teams working together early in
the development life cycle can make a stro n g e r
p roduct with defendable attributes and diff e r-
entiation. Cross-brand collaboration can pro-
vide critical opportunities to consolidate simi-
lar re s o u rces, such as a combined KOL
database for hospital products, or a combined
unbranded disease-management site. Collabo-
ration shouldn’t be restricted just to intern a l
p a rtnerships; stakeholders such as advocacy
g roups and caregivers shouldn’t be ignore d .

K EVIN BA R N E TT
Ca m p bell Al l i a n ce

Ch o i ces that pharma companies make

over the next 14 months are likely to
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pe rfo rm a n ce, so companies must take

ext reme ca re to avoid costly mistake s.
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These partnerships can lend independent cre d-
ibility to manufacturer initiatives and do dou-
ble duty by influencing the people who
impact their brand.

W I L H O I T. Collaborations between re s e a rc h
and development, sales and marketing, and
business operations should be initiated at the
v e ry earliest stages of the R&D/commercial life
cycle. These collaborations result in highly
c o o rdinated development and commerc i a l
activities that help optimize both the com-
m e rcial and technical potential of each pro d-
uct. Furt h e rm o re, this approach provides a
competitive advantage that is the result of the
s h a red accountability across all functions in the
development and commercialization of a com-
p a n y ’s products and brands. At the core — and
a major point of diff e rentiation from most
other competitive approaches — should be a
consistent collaboration between scientific,
medical, and commercial interests from the
earliest stages of the pro d u c t - d e v e l o p m e n t
p rocess. Starting with basic product attributes,
this approach draws together the re l e v a n t
functional expertise to manage the overall
p o rtfolio and develop a shared perspective of
each candidate’s commercial opportunity and
strategic fit. This early and continuous cro s s -
functional collaboration leads to inform e d
decision making, efficient application of
re s o u rces, integrated medical and marketing
plans, and a deep, shared commitment to the
overall project objectives from early develop-
ment to marketing. An explicit commitment
f rom the R&D, sales and marketing, and busi-
ness operations groups is re q u i red to nurt u re a
collaborative environment to realize the maxi-
mum potential of each product opport u n i t y. In
contrast with more traditional, function-ori-
ented environments, this process offers clear
definition of the commercial opportunity as
well as alignment of discovery, development,
and commercial priorities and goals thro u g h
early and continuous commercial part i c i p a t i o n
in the re s e a rch and development pro c e s s ;
g reater speed to market and to total peak sales
t h rough consistent collaboration between
functions to pre p a re both the company and the
market for the global launch of key pro d u c t s ;
expansion of the total product potential by
early and sustained focus on product life-cycle
management (including pursuit of new indica-
tions, dosing strengths, additional form u l a-
tions, and alternative delivery systems); maxi-
mization of the total re t u rn on investment
t h rough commitment to rigorous intellectual
p ro p e rty and patent protection to extend the
useful commercial life and create barriers to
competitor entry; and joint accountability for
p roduct success to maximize commitment and
ownership by all part i c i p a n t s .

BUA . The recognition that internal company
divisions in large pharma can share re s o u rc e s ,
instead of duplicating them, could enhance
collaboration specifically in a large pharm a
company that has been the product of many
m e rgers of disparate org a n i z a t i o n s .

Z E L D I S . T h e re is a need for cro s s - f u n c t i o n a l
project teams with supervisory working
g roups that re p o rt to senior managers. These
teams should be formed as soon as a develop-
ment compound is designated as entering an
IND track.

K E R M A N I . Companies have definitely re c o g-
nized that collaborations can provide re a l
value in terms of new drugs and new markets.
Since the pharmaceutical market is global and
companies operate in diff e rent areas, getting
insight from colleagues located in diff e re n t
regions can be very helpful. A number of com-
panies have set up exchanges so that employ-
ees can work in diff e rent offices or depart-
ments for a period of time. People become
better at communicating with each other and
l e a rn new skills, and they begin to look at the
bigger picture for the company. When these
people re t u rn to their home region or depart-
ment they become vital links for collaborative
e ff o rts within the company. Communication is
a l l - i m p o rtant in collaborations. If people are
to get past the silo mentality in big org a n i z a-
tions and truly exchange ideas then they need
to understand the benefits of dealing with
their colleagues.

H A M E L I N . Based on prior experience work-
ing with several of the top 10 pharm a c e u t i c a l
companies in the industry, the best practice
that I have seen is truly integrating the best
commercial and marketing people with
re s e a rch at a very early stage in the develop-
ment process. This integration should happen
as early as Phase I to allow the design of the
e n t i re life cycle of a product across clinical and
re g u l a t o ry development all the way to the
market. Unfort u n a t e l y, often companies select
junior commercial people to work with R&D
g roups and that typically results in failure .
Not that these people are n ’t talented, but the
m o re experienced and best marketing people
will help craft the best product for a successful
c o m m e rcial launch. Companies with best
practices have commercial and marketing peo-
ple working with R&D at Phase I. Many com-
panies do not start involving their best mar-
keting talent until Phase III, which is a bit late
in the pro c e s s .

E R I C K S O N . If big companies want employees
to change their behavior and collaborate more
o p e n l y, they need to address org a n i z a t i o n ,
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compensation, and control systems simultane-
o u s l y. A basic rule is: “if you want someone to
do something, pay ‘em.” If companies want
intracompany/divisional cooperation, re w a rd
and evaluation systems must encourage such
behavior explicitly. Additionally, team leaders
must be empowered to direct individuals fro m
d i ff e rent departments and have input into
evaluation and compensation of these individ-
uals. Corporate finance, legal, and other staff
functions must be made more accountable to
business units and collaborative teams. 

CAU W E N B E RG H . Companies need to bring
the product champion from marketing into
the later stages of the development and re g u-
l a t o ry process of a product and have this cham-
pion actively participate in planning and exe-
cution of these stages. They need to coord i n a t e
the data flow that goes to the public (confer-
ences, and so on) with the re g u l a t o ry strategy.
Companies need to have realistic pricing dis-
cussions early on, before creating precedents in
one country or another. And, they need to
strive for one global core product message to
avoid misuse of a drug in one region that
could backfire on the global potential of the
p roduct. 

F R E I M A N . C ross-functional teams with some
d e g ree of power to drive products forw a rd are
absolutely essential. Team leaders must re p re-
sent the best human capital that a company
can provide, re g a rdless of that person’s func-
tional area of re s p o n s i b i l i t y.

B O I LY. The implementation of global pro d-
uct-development teams that can bring a mul-
t i d i s c i p l i n a ry approach to the table pro v i d e s
d i rection to ensure focused investment. The
f o rmalized communication process is now
o c c u rring at a far earlier stage in the develop-
ment of a product than ever before. Equally,
s e rvice providers must be able to provide glob-
al insight and services to meet those needs.
Balancing U.S. market re q u i rements with
those of other parts of the world remains a key
o b j e c t i v e .

PATIENT SAFETY

BA R R E TT. Patient safety is a cornerstone of
clinical trials. But with the increasing pace of
trials, it’s no longer efficient to be re a c t i v e ;
p roactive, real-time monitoring can incre a s e
the safety of those participating in trials, spot-
ting potential interactions, and flagging com-
mon side effects. One of the ways to accom-
plish these goals is a Web-based solution with
p roactive notifications. The technology is
available to manage this at a global level, so I

think we’ll continue to see a better level of
patient safety. 

BUA . Patient safety in clinical trials is fairly
well-moderated and reasonably strong, given
local IRB approval processes and patient-
i n f o rmed consent, so only marginal impro v e-
ments can be made with respect to patient
safety in clinical trials. The real focus should
be on monitoring patient safety after NDA
a p p roval, during Phase IV studies, and pre-
scribing uptakes, especially with respect to
o ff-label use.

H A D D OX . P rescription drug abuse is an
e m e rging public-health problem that our
i n d u s t ry should be addressing in collaboration
with multiple private and public partners. For
the first time, this year the President included
p rescription drug abuse as a key component of
the Office of National Drug Control Policy.
The abuse of medications, however, goes
beyond prescription drugs, as a number of
OTC products also are being abused. It is esti-
mated that about one-third of all substance
abuse today involves legal pharm a c e u t i c a l
p roducts, often in combination with other
licit or illicit substances. One especially vul-
nerable portion of the population affected by
this pervasive, often regionalized problem is
young people. Prescription drug abuse can
only be solved by a collaborative eff o rt involv-
ing law enforcement, schools, parents, com-
munity-based organizations, healthcare pro-
fessionals, social-service agencies, re g u l a t o ry
bodies, and the pharmaceutical industry. Pur-
due has been working to combat the abuse and
diversion of our major opioid analgesic, Oxy-
Contin Tablets, since 2000. We elected to get
involved and become part of the solution,
because we know it’s a complex issue that law
e n f o rcement alone cannot be expected to han-
dle. There ’s a lot that the pharm a c e u t i c a l
i n d u s t ry can, and should, do to help fight pre-
scription drug abuse.

F R E I M A N . Clearly since Vioxx, the so-called
g u a rdians of safety will have their hatchets out
and sharpened. I personally don’t think much
is missing with re g a rd to patient safety, as
both the clinicians of industry and re v i e w i n g
o ffices of the FDA have high-ethical stan-
d a rds. Perhaps an annual face-to-face follow
up meeting on newly approved drugs would
be in order to review any safety concerns or
just to update both sides.

CAU W E N B E RG H .When studies are pro p e r l y
conducted, patient safety under today’s stan-
d a rds is probably better protected in a study
setting than in day-to-day life. I don’t see a
need for major changes in this aspect in the
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