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making investigators
TOP OF MIND

8 ,0 0 0In just a few short years, this
will be the projected short-
fall of clinical investigators.
In fact, unless the industry starts to make the
training of re s e a rchers a priority, development
p rojects are likely to be stalled while the searc h
for qualified investigators intensifies. A re c e n t
study confirms what a number of industry
e x p e rts already suspected: there may not be
enough investigators in the future to handle
the number of projects in development. Cen-
t e r Watch, which provides information about
clinical trials to patients, pharmaceutical spon-
sors, and re s e a rch centers, estimates there will
be 48,000 principal investigators available for
clinical re s e a rch in 2005 — but 56,000 princi-
pal investigators will be needed to meet spon-
sor demand for clinical trials. The reason for
the shortfall: genomics and advances in tech-
n o l o g y, which are leading to a greater number
of potential development pro j e c t s .

B Y  D E N I S E  M Y S H K O

Finding experienced and trained
physician investigators will become
m o re of a challenge in the future as
new technologies and advances in

genomics increase the number 
of drugs in development. 

DR. GREGG FROMELL 
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training issues could 

lead the FDA to consider 

mandating that 

investigators be trained

and certified. 
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“While the shortfall is something that the
i n d u s t ry is becoming increasingly aware of, I
d o n ’t think it has been enough to get compa-
nies to move faster,” says Kenneth Getz, pre s-
ident and publisher, CenterWatch. “We ’ re
going to hit a wall if we don’t do more than
we’ve done in the past.”

Even now, some project sponsors are stru g-
gling to find the necessary investigators, espe-

cially if the trial is to be conducted solely in
the United States. Wa rren Stern, Ph.D., senior
V P, scientific and medical services, Pare x e l
I n t e rnational Corp., finds that between 10%
and 30% of the time, his company has to re a c h
beyond U.S. borders to find the appro p r i a t e
i n v e s t i g a t o r s .

B roadening the geography of trials may be
one way to help ease any investigator short a g e

for now. But many say the issue of having
enough qualified investigators is not just a
U.S. problem. Investigators in every country
have to be knowledgeable about good clinical
practice, trial protocol, and the re g u l a t i o n s
i m p o rtant to clinical re s e a rc h .

Many pharmaceutical companies have yet
to experience such a shortfall, but realize that
not to address the future supply of — or lack
of — investigators would be short s i g h t e d .
P h a rmaceutical sponsors and contract re s e a rc h
o rganizations have to be willing to reach out
to new physicians and those with limited
re s e a rch experience.

Reaching Out to Phys i c i a n s
“In the future, investigators are likely to be
new physicians who start to do clinical
re s e a rch from the beginning of their care e r, ”
says Leslie Michelson, CEO, Acurian Inc. New
physicians are likely to be more open to clini-
cal re s e a rch, he says, because they are excited
about the new developments in biotechnology
and genomics.

He says sponsors often don’t do enough to
re c ruit these new investigators. “The sponsors
a re quite good at working with the core of
investigators with whom they have existing
relationships. But they don’t re g a rd them-
selves as the best positioned entities to train
new investigators. And in some ways, they are
not in the best position to learn about new
i n v e s t i g a t o r s . ”

One place to find qualified investigators is
at the point of patient care, says Bonnie Bre s-
cia, president, BBK Healthcare Inc. “If the
study is for a diabetes drug, patients are being
seen by their primary - c a re providers. I think
we need more primary - c a re physicians as
investigators because of where science is push-
ing the new medicines. These physicians work
closely with patients and they understand
their needs, fears, and concern s . ”

M o re physicians would be interested in
doing clinical re s e a rch, but don’t know how or

BONNIE BRESCIA

The challenge 

is to reach people 

w h e re they are 

being cared for. 
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w h e re to get started, says Dr. Consuelo Blosch,
d i rector of clinical re s e a rch, NPS Pharm a c e u-
ticals Inc. “Going through my training, a lot
of my peers said they wanted to get into clin-
ical re s e a rch. But unless they were with a pri-
vate practice group already established in clin-
ical re s e a rch or a bigger well-established
institution, the opportunity wasn’t there.” 

The challenge of finding experienced peo-
ple will even be faced by companies involved
in discovery and preclinical re s e a rch, says John
Flavin, executive VP and chief operating off i-
c e r, MediChem, a contract re s e a rch company. 

MediChem has tapped into the re s o u rces of
universities. In the Chicago area, MediChem
has a partnership with the University of Illinois,
which has a strong medicinal/computational
c h e m i s t ry focus, with the Illinois Institute of
Technology in chemical engineering, and with
N o rt h w e s t e rn University, which has a form a l-
ized biotech pro g r a m .

Training Is s u e s
P rofessional organizations, such as the Wa s h-
ington-based Association of Clinical Researc h
P rofessionals (ACRP), are making strides to
a d d ress the issue of investigator training. Earli-
er this year, the organization hosted a summit

to reach a consensus on the best approach to
meet the training and certification needs of
clinical investigators. The ACRP worked with
the Janssen Research Foundation to develop a
pilot program that includes training on good
clinical practices, FDA regulations, and ICH
g u i d e l i n e s .

But the industry needs to do more. Fund-

ing for investigator training, some say, needs
to come from the sponsors. “In the long term ,
this will benefit the industry by pro v i d i n g
m o re timely, more effective information as
well as higher quality studies,” says Dr. Gary
B l o o m g ren, medical director and principal
i n v e s t i g a t o r, Northwest Kinetics LLC. 

Some pharmaceutical companies are
a l ready stepping up to the plate. Merck & Co.
Inc. for example, is in the process of develop-
ing an investigator training program and
expects to implement that program sometime
later this year. “The program is essentially a
training workshop to take our clinical investi-
gators through all the activities involved in
conducting a successful clinical re s e a rch pro-
gram,” says Mark Evans, Ph.D., executive
d i re c t o r, clinical re s e a rch operations U.S.,
M e rck. “It is similar to the program we have
implemented for study coordinators and is
based on areas surrounding what’s re q u i re d
f rom a good clinical practices perspective,
w h a t ’s re q u i red of federal regulations in con-
ducting clinical re s e a rch, the ICH guidelines,
as well as issues surrounding the re p o rting of
adverse events, etc.”

But others say training needs to be more
c o m p rehensive. “For example, most of us are
u n a w a re that the Federal Aviation Administra-
tion has re g u l a t o ry authority over some aspects
of trials,” says Dr. Gregg Fromell, medical
d i re c t o r, Nexigent Inc., a subsidiary of Covance
Inc. “That came to light late last year when a
few sites were audited by the FAA. Biohaz-
a rdous material is often shipped by air. There is
a whole set of regulations for anyone handling,
packaging, and shipping hazardous materials
by air. Even dry ice is a material that can
endanger the operation of a plane.”

In fact, officials with the FAA in 1997
launched an aggressive program to uncover
violations surrounding the transportation of
h a z a rdous materials in all industries. The ru l e s
a re determined by the Research and Special
P rogram Administration, an agency within
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MARK EVA N S ,P H . D. Me rck has a training wo rkshop to take

c l i n i cal inve s t i g ators through the activities invo l ved in co n d u ct i n g

a successful clinical re s e a rch prog ra m .The prog ram is based on

the fe d e ral re g u l ations for co n d u cting clinical re s e a rch studies,

w h at is re q u i red from good clinica l

p ra ct i ces pe r s pe ct i ve, the ICH

Gu i d e l i n e s, e tc.

JOHN FLAV I N . The challenge of

finding ex pe ri e n ced people will eve n

be faced by those in discove ry and

p re c l i n i cal re s e a rc h .

A TA RGETED APPROAC H . Ph a rm a cogenomics offers the po te ntial to design new

medicines that are targ e ted for specific pat i e nt po p u l at i o n s. But pharm a cogenomics pre-

s e nts its own unique challenges in te rms of re c ruiting pat i e nts with a particular pro f i l e.

Some companies — Me rck & Co. , Johnson & Jo h n s o n , and Pfizer Inc. , to name a few — are

a d d ressing this challenge by developing partnerships with sites to help build the pat i e nt

po p u l ations they need for their studies.

PA RTNERING IS ANOTHER APPROAC H . “In the last few ye a r s, we’ve had spo n s o r s

a p p roach us, s aying they’d like us to assist in trying to develop this po p u l ation or that po p-

u l ation for a long-te rm strate gy,” s ays Dr. Ga ry Bl oo m g re n ,m e d i cal dire ctor and pri n c i p a l

i nve s t i g ato r, No rt h west Kinetics LLC , a clinical site located in Ta co m a ,Wa s h . ,t h at spe c i a l i ze s

in early clinical deve l o p m e nt.

P ROCEEDING WITH CAU T I O N . But those sites that have deve l o ped partnerships say the

i n d u s t ry has to proceed with ca u t i o n . Cova n ce Inc. a co nt ra ct re s e a rch co m p a ny located in

Pri n ce to n ,N . J . ,had an initiat i ve — now gone — to develop inve s t i g ator alliance s.“We we re

t rying to develop re l ationships with what we thought we re the cream of the crop so that

we could act i vate trials quickl y,”s ays Dr.Gregg Fro m e l l ,m e d i cal dire cto r,Nex i g e nt Inc. , a sub-

s i d i a ry of Cova n ce Inc. t h at provides clinical trial te c h n o l ogy.“ Un fo rt u n ate l y, w h at we fo u n d

was that gre at sites we re n’t always gre at sites from year to ye a r.Sometimes a site lost a coo r-

d i n ator or they bro ke up the pra ct i ce.”

S E TTING NEW TA RG E TS . “ It used to be that Phase I subjects we re college students who

had some free time to part i c i p ate in studies,” Dr. Bl oo m g ren says.“ Now, m o re and more of

the focus groups invo l ve senior po p u l at i o n s.The pharm a co kinetics may be diffe re nt in pe o-

ple who are 55 and 32.The pre s s u re is on to develop more focused po p u l at i o n s. I think that

will also increase as we do more genoty pying and get more demands for more spe c i a l i ze d

po p u l at i o n s.”

Building a Better Patient Population
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the U.S. Department of
Tr a n s p o rtation. Since that
time, the FAA has collected
m o re than $24 million in
fines for such violations. 

D r. Fromell says investi-
gator training issues could
lead the FDA to consider
mandating that investiga-
tors be trained and cert i-
fied. FDA officials say
while they have incre a s e d
their monitoring activities,
they have no immediate
plans to re q u i re that inves-
tigators be certified. The National Institutes
of Health does re q u i re that investigators be
trained to receive grants. 

“The regulations are considerable and they
evolve and change constantly,” agrees Jim

Geddes, president of Barn e t t
I n t e rnational, a subsidiary of
P a rexel. “Study site staff and
investigators really need to
understand the re g u l a t i o n s
and stay current with those
regulations. This is one of the
bigger challenges.

“ I t ’s an increasingly com-
plex re g u l a t o ry enviro n m e n t
that we operate in,” he con-
tinues. “It’s important that
the people doing these trials
a re adequately trained and
knowledgeable. It’s in every-

o n e ’s interest to make sure that happens.” ✦

Ph a rm a Vo i ce we l comes co m m e nts about this

a rt i c l e. E-mail us at fe e d b a c k @ p h a rm a l i n x . co m .
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D R .G A RY BLO O M G R E N . Me d i ca l

d i re ctor and principal inve s t i g ato r,

No rt h west Kinetics LLC ,Ta co m a ,

Wa s h . ; No rt h west Kinetics spe c i a l i ze s

in early clinical deve l o p m e nt 

D R . CO N S U E LO BLO S C H . Di re ctor of

c l i n i cal re s e a rc h , NPS Ph a rm a ce u t i ca l s

I n c. , Salt La ke Ci ty, Ut a h ; NPS Ph a rm a-

ce u t i cals is a biotech co m p a ny

BONNIE BRESCIA. Pre s i d e nt, B B K

He a l t h ca re Inc. , New to n , Ma s s. ; BBK is

a pat i e nt re c ru i t m e nt and healthca re

a dve rtising agency 

MARK EVA N S ,P H . D. Exe c u t i ve dire c-

to r, c l i n i cal re s e a rch ope rat i o n s, Me rc k

& Co. I n c. ,Wh i tehouse St at i o n ,N . J . ;

Me rck is a pharm a ce u t i cal co m p a ny

JOHN FLAV I N . Exe c u t i ve VP and chief

o pe rating office r, Me d i Ch e m ,Wood-

ri d g e, Il l . ; Me d i Chem is a co nt ra ct

re s e a rch org a n i z ation focused on

d i s cove ry and pre c l i n i cal re s e a rc h

D R . GREGG FRO M E L L . Me d i ca l

d i re cto r, Nex i g e nt Inc. , Pri n ce to n ,N . J . ;

Nex i g e nt, a subsidiary of Cova n ce Inc. ,

p rovides clinical trial te c h n o l ogy

JIM GEDDES. Pre s i d e nt, Ba rn e t t

I nte rn at i o n a l ,Me d i a ,Pa . ; Ba rn e t t, a

division of Pa rexel Inte rn ational Co rp. ,

is a consulting co m p a ny

KENNETH GETZ. Pre s i d e nt and

p u b l i s h e r, Ce nte r Watc h , Bo s to n ;

Ce nte r Watch provides info rm at i o n

a bout clinical trials to pat i e nt s,

p h a rm a ce u t i cal spo n s o r s, a n d

re s e a rch ce nters 

D R . KENNETH I. KA I T I N . Di re cto r,

Tu fts Ce nter for the St u dy of Dru g

Deve l o p m e nt, Bo s to n ;Tu fts Ce nter is a

p a rt of Tu fts Un i ve r s i ty 

LESLIE MICHELSON. C E O, Ac u ri a n

I n c. , Ho r s h a m ,Pa . ;Ac u rian maint a i n s

online databases of inve s t i g ators and

p at i e nts 

WARREN STERN, P H . D. Senior V P,

s c i e ntific and medical serv i ce s, Pa rexe l

I nte rn ational Co rp. , Wa l t h a m , Ma s s. ;

Pa rexel is a co nt ra ct re s e a rc h

o rg a n i z at i o n

Experts on this topicAN INVESTIGATOR 

S H O RT FA L L

will have far- re a c h i n g

implications across the 

h e a l t h c a re continuum. 

Without qualified 

investigators, development

p rojects will not pro g ress as

q u i c k l y, resulting in fewer

new drug appro v a l s .

E CON 101. The sooner pharm a ce u t i cal companies te rm i n ate drugs in deve l o p m e nt that

a re unlikely to succeed — either clinically or eco n o m i cally — the be t ter able those co m p a-

nies will be to finance the discove ry and deve l o p m e nt of new drugs that will provide sig-

n i f i ca nt va l u e, a c co rding to a re ce ntly co m p l e ted study by the Tu fts Ce nter for the St u dy of

Drug Deve l o p m e nt.

U N C LOGGING THE PIPELINE. “ Drug companies are be coming more efficient in deve l o p-

ing new medicines that are eve ntually approved for marke t i n g, and they’re doing it by te r-

m i n ating re s e a rch on unpromising co m pounds sooner rather than late r,”s ays Dr.Kenneth I.

Ka i t i n ,d i re ctor of the Tu fts Ce nte r.“This is good pra ct i ce, be cause the sooner unsucce s s f u l

co m pounds are te rm i n ate d, the more quickly re s o u rces can be re - d e p l oyed to inve s t i g ate

o t h e r, po te ntially more promising co m po u n d s.” He says delaying prod u ct te rm i n at i o n

i n c reases co s t s, c l ogs the re s e a rch pipeline with co m pounds unlikely to achieve succe s s,

and disappo i nts stake h o l d e r s, including co m p a ny share h o l d e r s, p ro j e ct te a m s, s e rv i ce

p rov i d e r s, and pat i e nt s.

SOONER RATHER THAN LAT E R . “Although limited co m m e rcial markets or insufficient

re t u rn on inve s t m e nt are gaining ground as the pri m a ry reasons for te rm i n ating co m-

po u n d s, killing off co m pounds for economic reasons still tends to occur re l at i vely late in

d eve l o p m e nt,”s ays Dr. Ka i t i n .

THE RESULTS ARE IN. The study, done under the dire ction of Dr. Joseph A. Di Masi of the

Tu fts Ce nte r, examined data provided by 24 pare nt pharm a ce u t i cal companies wo rl dw i d e

on new chemical entities (NCE) inve s t i g ated in human subjects anyw h e re in the wo rl d, o r

on NCEs for which the co m p a ny was the first to file a U.S. i nve s t i g ational new drug applica-

t i o n . Cu rre nt success rates we re examined through the end of 1999.

• Eco n o m i c - re l ated and effica cy - re l ated factors have be come more preva l e nt as

the pri m a ry reasons for te rm i n ating co m po u n d s

• Median time to re s e a rch abandonment or marketing approval decre a s e d

f rom 4.9 years to 4.3 years over a 10-year pe ri od

• At t rition rates are gre atest in Phase II of clinical deve l o p m e nt, w h e re more

than half of the inve s t i g ated co m pounds failed

• Ap p roval success rates va ry by thera peutic class, with ant i - i n fe ct i ves enjoy i n g

the gre atest like l i h ood of eve ntually obtaining marketing approva l

Time is Money
ACCORDING TO THE TUFTS CENTER FOR THE STUDY OF DRUG DEVELOPMENT


