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never been more obvious that it is crucial for
the pharmaceutical industry to establish a
c redible, powerful voice in the public debate.
The pharmaceutical industry needs to com-
municate to the public that it is on the same
side. A key way to establish this credibility is
for the pharma industry to show its commit-
ment and lead the way in providing fair and
balanced patient and healthcare provider edu-
cation. 

RISK MANAG E M E N T

T U R E TT. The term risk management implies
a defensive, pre p a re - f o r-the-worst strategy.
While defensive preparation is certainly
i m p o rtant, taking a fresh look at conducting
business in a “patient-first” manner will
reduce the need to implement a defensive
a p p roach. In other words, while the doctor is a
key customer, the best interests of the person
taking medications need to be the first priori-
ty every step of the way. 

VAN MANEN. After the initial intro d u c t i o n
of legislation concerning the development
and use of pharmaceutical products and med-
ical devices, the regulations and guidelines
have become increasingly strict and detailed
over time. But a problem associated with
rules and guidelines is that they often have a
tendency to become goals in themselves,
without due re g a rd to the reasons they were
c reated in the first place. In the world of phar-
maceutical and medical-device re g u l a t i o n s
and guidelines, the risk-management
a p p roach can be seen as an attempt to bring
back the focus to the original goal as well as
to broaden the scope to encompass aspects
that previously had not been addressed. As
one of the five strategic initiatives established
within the FDA, risk management can be
expected to receive ample attention in 2005
in establishing internal perf o rmance goals for
the organization and as a basis for pro p o s e d
rules and regulations, such as the pro p o s e d
Safety Reporting Requirements for Human
D rug and Biological Products, also known as
“The To m e . ”

E R I C K S O N . For devices, “risk” or “hazard ”
analysis is already part of the development
p rocess. In the drug arena, targeted dru g s
should have much better therapeutic indices
and improve the risk/benefit trade off. A gre a t
phrase I once heard is, “all drugs are poisons
with beneficial side effects.” That has cert a i n-
ly been true of chemotherapy agents. Maybe
someday we will say, “all drugs are beneficial
if properly prescribed based on sound diag-
n o s t i c s . ”

OW I N G S . Expedient and solid implementa-
tion of a risk-based, science-based approach to
clinical re s e a rch, validation, and manufactur-
ing though the adoption of data standard s
and new technologies will prove to be impor-
tant and essential if a company is to compete
in the heightened re g u l a t o ry environment of
the 21st century. The good news is govern-
ment, academia, and industry are working
together more than ever to accelerate re s e a rc h
t h rough the implementation of standards and
initiatives that encourage the use of new tech-
nologies. 

H A M E L I N . One of the things that may occur
in 2005 is actually a result, unfort u n a t e l y, of
what we have seen with Merck and the recall of
Vioxx, which was pulled from the worldwide
market in early October. This is a compound
that was exposed to more than 100,000
patients in bona fide Phase III and Phase IV
clinical trials; this is an enormous amount of
clinical-trial data. Yet after five years on the
market, we are still learning the nuances about
the safety of this drug and its risk-benefit pro-
file. This has significant implications at the re g-
u l a t o ry level as well as for other aspects of the
i n d u s t ry. Regulators may shift their mindset
and re q u i re bigger and more extensive Phase III
trials and more elaborate filing dossiers. The
thinking may be that if one of the best compa-
nies in the world, Merck, can run into pro b l e m s
w h a t ’s to prevent a similar event from happen-
ing with smaller, less experienced companies.
This could turn into an enormous problem for
the industry, especially for smaller pharm a c e u-
tical and biotech companies.

H A D D OX . To d a y, most pharmaceutical com-
panies have nascent risk-management pro-
grams. Given the current FDA guidances in
this area along with the recent removal of
Vioxx from the market and the subsequent
c o n g ressional hearings, I would expect that
risk-management programs will mature sig-
nificantly in 2005. By year-end 2005 or early
2006, some clear direction on best practices
should begin to emerge. For our part, Purd u e
P h a rma formalized all of its risk-management
activities under the umbrella of a Risk Man-
agement Program (RMP) in mid-2002. The
RMP for our opioid products has four prima-
ry goals: ensure appropriate patient selection
and proper use, minimize abuse, reduce diver-
sion, and avoid inadvertent pediatric exposure .
This process includes assessing risk, character-
izing events, designing and deploying specific
i n t e rventions both proactively and re a c t i v e l y,
and assessing the effect of the interventions. To
l e a rn what risks are actually occurring once
our products are on the market, we created the
R e s e a rched Abuse, Diversion, and Addiction-
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Related Surveillance System (RADARS) to
track abuse, addiction, and diversion of seven
major opioid medications. We believe
RADARS is the most advanced method of
accumulating abuse and diversion data ever
developed by a pharmaceutical company.

E R I C K S O N . Many politicians like to talk
about the wonderful bre a k t h roughs in medical
science, but they seem to forget that turn i n g
science into products is done by companies

and “greedy” capitalists who see opport u n i t y
despite the huge hurdles. Pricing pre s s u re s
and increasingly expensive and longer devel-
opment timelines, or both, reduce rates of
re t u rn of innovative products and result in
many programs being eliminated.

CAU W E N B E RG H . T h e re is a need to stre a m-
line development, re v i e w, and approval pro-
cesses according to realistic standards while
avoiding protectionistic reflexes. Companies

need to diff e rentiate between real measure s
and processes to protect patients and pro c e s s e s
that add no value. And they need to avoid
i n t e rf e rence from certain authorities in the
actual strategic positioning of a new dru g
t h rough excessive control on protocol design.

S A L E S F O RC E S

S T E R N . We are not doing a good job of lis-
tening to our customers when it comes to the
number and quality of the sales re p re s e n t a t i v e s
that we employ to sell our drugs to physicians.
A 2003 Accel Healthcare study showed that
we are letting our customers down; 60% of
doctors believed that reps were younger and
m o re aggressive than in the past. Most doctors
want new, pertinent, reliable, timely, and
unbiased information about products but
believe that less than 50% of pharma reps pro-
vide these data to them; 62% of doctors want
to receive balanced information they can tru s t ,
but only 6% said they received such inform a-
tion from pharma reps. One of the reasons that
access to physicians continues to be a pro b l e m
for our re p resentatives is because we are
putting too many feet on the street. Doctors
a re tired of seeing three, four, and five re p re-
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Risk management will be an impo rt a nt
explicit or implicit co m po n e nt of both new

and modified re g u l ations and guidelines,
those ori g i n ating from authorities (FDA,

EMEA) as well as those from inte rn at i o n a l
o rg a n i z ations (CIOMS, I C H ) .
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The FDA’s effo rts to cre ate a
n ew generation of pe rfo rm a n ce

s t a n d a rds will help to more
a c c u rately dete rmine the ri s k -

benefit ratio for a given 
t h e ra peutic for a given 

i n d i cat i o n , thus ex pe d i t i n g
a p p rova l .
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re s e a rc h ,va l i d at i o n , and manufact u ring through the

adoption of data standards and new te c h n o l og i e s

will prove to be impo rt a nt and essential if a

co m p a ny is to co m pe te in the heighte n e d

re g u l ato ry env i ro n m e nt of the 21st ce nt u ry.

Ma ny medications ca rry risk and need a ca refully managed

co m m u n i cations strate gy to minimize assoc i ated ri s k s.

Su c cessful implement ation of such strategies re q u i res a

co s t - e f fe ct i ve approach with doc u m e nt ation and tra c king of

the prog ra m’s distribution and uptake.

Ri s k - benefit assessments are made by

re g u l ators for po p u l ations not

i n d i v i d u a l s.To the individual dying of a

disease whose life might be improved by

a safe thera py, the equation looks quite

d i f fe re nt and we should not deny that

p at i e nt the oppo rt u n i ty to try a dru g.

D R . D E S T RY SULKES
Me d s n

D R .W. LEIGH T H O M P S O N
Pro found Qu a l i ty Re s o u rces Ltd.

2 005Year in Pre v i e w


