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BY DENISE MYS H KO

T h e  A r t o f
SITE SELECTION

For pharm a ce u t i cal sponsors and their CRO part n e r s,SELECTING THE RIGHT 

I N V E S T I G ATOR SITE IS A LINCHPIN TO TRIAL SUCC E S S.

Qu a l i ty sites have to have a we l l - t rained staff, a pat i e nt - re c ru i t m e nt plan,

ex pe ri e n ce in meeting or be ating enro l l m e nt targ e t s,

l ow query rate s, and quick turn a ro u n d.

S T EVEN MAYO

IN MY EXPERIENCE, SITE MANAG E M E N T
O RG A N I ZATIONS T H AT HAVE NO AC T UA L
OWNERSHIP OF THE SITE HAVE BEEN A
BIG BU S T. Th ey often don’t enroll any be t ter than

other site s,and they can be slower to get up and 

running be cause of the middlemen invo l ve d.

IIn the quest to bring drugs to market
p ro m p t l y, the pharmaceutical industry
depends heavily on the investigator sites
that conduct clinicals trials and their abili-
ty to get the job done well. According to
i n d u s t ry experts, a quality site is one that
has a well-trained staff; a demonstrated
track re c o rd and an ability to attract
patients within its own practice; the abili-
ty and the willingness to re c ruit patients
f rom outside its own practice to help meet
the sponsor’s timeline; high-quality inter-
action with patients to maintain patient
i n t e rest throughout a trial; and high-qual-
ity data and feedback.

The St a f f
Integral to a high-quality site is the

p re p a redness of the site coordinators. The
role of site coordinators varies. Most coor-
dinate the logistics of a study. Some are
involved in patient re c ruitment and moni-
toring. Some are primarily data or re g u l a-
t o ry document coordinators. Some are
responsible for inventory of trial supplies.



A HIGH-QUA L I TY SITE IS
ONE T H AT HAS T I M E LY

D O C U M E N T
T U R N A RO U N D,

timely pat i e nt

e n ro l l m e nt, and a we l l - t ra i n e d

staff that is familiar with the 

disease process and 

the pat i e nt po p u l at i o n .
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Some track requests for payment. And some
c o o rdinate meetings.

“ C o o rdinators are the heart and soul of the
s t u d y,” says Toby Mulligan, chief operating off i-
cer at Spectrum Pharmaceutical Research Corp.
“The coordinators are responsible for re c ru i t-
ment; they are certainly responsible for re c o rd-
ing the data and handling the mechanics of the
e n t i re study. ”

I n d u s t ry experts say it’s important for sponsors
and CROs to consider the experience and training
of the coordinator as much as they would the
experience and training of the investigator. 

“The study coordinator has to understand the
case re p o rt form, the study protocol, the pro c e-
d u res, and keep track of scheduling the patients,”
says Steven W. Mayo, PD, president, founder,
and CEO of Emissary Inc. “Sponsors should meet
the study coord i n a t o r, find out what that person’s
experience is, and what his or her workload is.”

The coordinator is the point person between

the sponsor and the
i n v e s t i g a t o r, says Jen-
nifer Stanford, R.N.,
MSN, CCRC, execu-
tive director at the
C a rd i o p u l m o n a ry
R e s e a rch Science and
Technology Institute (CRSTI). 

“About 15 years ago, there were a lot of
physicians doing clinical re s e a rch who didn’t
have a study coordinator working with them,”
she says. “Many times, a physician will find a
nurse or someone he or she has known for a long
time and ask that person to help with a study.” 

M r. Mulligan says when evaluating a site’s
qualifications, his company conducts interv i e w s
with coordinators. 

“ We talk to them about where they think
patients can be found and if there are enough
patients at that site,” he says. “Our CRAs are
trained to develop a relationship with the site

c o o rdinator to effectively encourage enro l l m e n t ,
s u p e rvise the production of clean data, and
e n s u re that all the re g u l a t o ry re q u i rements are
met. The relationship of the CRA and the study
c o o rdinator cannot be understated.”

Daniel D. Weddle, president and CEO of

DANIEL W E D D L E

NANCY W E R D M A N N

I N V E S T I G ATIVE SITES ARE A CRITICAL PA RT OF THE CLINICA L -

TRIAL PRO C E S S .BUT HOW DOES A SPONSOR DETERMINE IF A SITE

IS RIGHT FOR A PA RT I C U LAR T R I A L ? Is it by the number of studies

t h ey have co n d u cted? Is it the number of pat i e nts enrolled in

each study? The fact is, s e l f - re po rted enro l l m e nt metrics ca n

be misleading. It is difficult to judge whether sites met

e n ro l l m e nt be cause of an easy pro tocol or be ca u s e

the sponsor had allocated a substant i ve re c ru i t-

m e nt budget to the prog ra m . In tod ay’s co m-

pe t i t i ve clinica l - t rials env i ro n m e nt, it is wise to

focus on ex pe ri e n ced inve s t i g ators who have the

ri g ht pat i e nt po p u l ations for a given study.To help dete r-

mine whether a site has the ri g ht pat i e nt po p u l at i o n s, co m-

panies are linking clinica l - t rial ex pe ri e n ce and pra ct i ce demo-

g raphics with deidentified insura n ce-claims dat a . Claims data co m e

in the fo rm of scripts (Rx), diagnoses (ICD-9), and proce d u res (CPT-4).A

co m b i n ation of scripts and claims can help dete rmine whether the site

has the pat i e nts and what scripts are being wri t ten for the disease.Th i s

is not an ex a ct science, but can help with short-listing inve s t i g ato r s

be fo re co n d u cting site fe a s i b i l i ty. It also can be used as a “gut check”if a

t h i rd - p a rty serv i ce provider selected the site s.

QUESTIONS TO ASK TO DETERMINE SITE FEASIBILITY:

Do the sites have the ri g ht pat i e nt po p u l at i o n s ?

Do they have ex pe ri e n ce in the indicat i o n ?

Can they co n d u ct the study from an ope rational stand-

po i nt ?

Do they have the ca p a c i ty? Ex pe ri e n ced staff?

Co n c u rre nt studies?

Do they have the capabilities to exe c u te the

s t u dy ?

Wh at is the plan when they can't find enough pat i e nts to

meet study re q u i re m e nts? Do they have a re fe rral netwo rk ?

In summary, use decision-suppo rt data to short-list po te nt i a l

s i tes that have the ri g ht pat i e nt po p u l at i o n s, and then screen the site s

in more detail co n s i d e ring their curre nt ability to re c ruit pat i e nts in addi-

tion to a well-designed re d u n d a n cy proce d u re.

So u rce : Michael Pe t ra rca , VP of clinical ope rat i o n s, e Ph a rm a Le a rn i n g, Co n s h o h oc ke n , Pa . Fo r
m o re info rm at i o n , visit epharm a l e a rn i n g. co m .

The Science Behind Identifying and 
Se l e cting High Pe rfo rming Inve s t i g ators 

THE 
CO O R D I N ATO R
is the po i nt pe r s o n

be tween the

s ponsor and the

i nve s t i g ato r.

USE 
D E C I S I O N - S U P P O RT 

D ATA TO 
S H O RT-LIST 
P OTENTIAL 

S I T E S

PHARMA CO M PANIES ARE
LOOKING FOR SITES W I T H
ACTIVE AND PROSPECTIVE 
PAT I E N T - R E C RU I TM E N T
P LA N S,ex pe ri e n ce in meeting or

be ating pat i e nt - e n ro l l m e nt targ e t s,

l ow query rate s, quick turn a ro u n d,

and re s po n s i veness to any issue.

JENNIFER STA N F O R D
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S i t e Avail Inc., points out that because there is a
high turnover rate among study coordinators, it’s
i m p o rtant for a site to have a coordinator succes-
sion plan in place, including a plan on how to
manage the transfer of knowledge. 

“Site coordinators and CRAs in this industry
t u rn over every two or three years,” Mr. We d d l e
says. “Clinical-development plans are five to

seven to 10 years long. Ve ry often
sponsors have to talk to people
who were not involved in the
beginning of the study. ”

T h e re are efficiencies that can
be had by managing the back end
of the study, after the trial is completed, he says.

“Most of the CRAs in this industry focus on
the front-end criteria of getting the site up and
running,” Mr. Weddle says. “They don’t focus as
much on the back end. But CRAs should have a
role in helping the site assess how the data will
be handled over time. Sites have to have a track-
ing system. This is important because the FDA
may come in and inspect that site three years or
five years after the study is done. A succession
plan, technology, and systems are needed to
maintain the quality of the project and the site
after the study has been completed.”

“ We find at the very busy centers there may
be more turn o v e r,” says Maria Smith, director of
clinical operations, U.S., at Roche. “In terms of
the grant that we issue to support the site, we
emphasize that part of the funding is for train-
ing and retaining staff. But, to some extent this
is out of our control because the staff is hired by
the investigator. ”

Even with systems in place, training is
imperative because many coordinators often fall
into the position with little understanding of
the processes needed on the front end of a trial.

For Jean Viallet, M.D., VP of clinical devel-
opment at Gemin X Biotechnologies Inc., a site
ideally should have clinical-re s e a rch coord i n a-
tors who have been on site for five or more years
and who have been involved in multiple pro-
grams with diff e rent sponsors. 

A HIGH-QUA L I TY SITE
BUILDS PATIENT 

R E LAT I O N S H I P S ri g ht from the

be g i n n i n g.Th at is essential fo r

re c ru i t m e nt and re te nt i o n .

WE SEE THE SPONSORS 
TAKING AN ACTIVE RO L E

IN THE RECRU I TM E N T
OF THE SITES even 

though they’re wo rki n g

t h rough a CRO or a third party.

Th e re is a long-te rm 

re l ationship to be had 

with those phys i c i a n s,

and pharma companies 

need to be invo l ve d.

MARK EISENAC H

APRIL FREEMAN

W E L L - T RAINED SITES ARE GOING TO 
R E C RUIT MORE PAT I E N TS BECAUSE T H E
S TAFF UNDERSTANDS THE PROTO CO L S; t h ey

understand the inclusion/exclusion cri te ri a ;t h ey ca n

s u c cessfully identify study part i c i p a nt s, and manage and

retain these pat i e nts for the duration of the study.

TOBY MULLIGAN

JUST BECAUSE AN
I N V E S T I G ATOR IS
A P P RO P R I AT E for one 

t rial doe s n’t nece s s a ri l y

m a ke that person or the site

a p p ro p ri ate for another tri a l .

LAURIE CO N S I D I N E

P H A R M AC E U T I CAL RESEARCH PLUS INC. ( P R P ) , A PAT I E N T - R E C RU I TMENT CO M PA N Y

FOR CLINICAL T R I A L S , RELEASED ITS KEY FINDINGS FROM A CLINICAL-TRIAL SITE

S U RV EY. THE SURV EY INCLUDED A 29% RESPONSE RATE WITH 922 SURV EYS

SENT AND 269 SURV EYS RETURNED.

Ac co rding to Stedman Steve n s, p re s i d e nt and chief ope rating officer of PRP, t h e

o b j e ct i ve of the survey was two - fo l d : a s ce rtain clinica l - t rial logistics and dat a - co l l e ct i o n

ca p a b i l i t i e s ; and identify inve s t i g ator site’s key needs, co n ce rn s, and ope rational issues leading

to under enro l l m e nt.

◆ The top three areas of co n ce rn are :s po n s o r / C RO administrat i ve issues re l ated to pro toco l s,

s o u rce doc u m e nt s, and pat i e nt tra c ki n g ;i m p roving pat i e nt re c ru i t m e nt — increasing the

n u m ber of po te ntial pat i e nts (pe rce ntage completing the study with usable data) — and

p re s c reening of re fe rrals to assure pro tocol co m p l i a n ce ; and inco n s i s te nt co m m u n i cat i o n

with the sponsor co m p a ny / C RO and lack of ava i l a b i l i ty of CRAs / m o n i tors when needed.

◆ 71% of sites re s ponding have online ent ry ca p a b i l i ty, but less than 5% actually use this too l .

◆ Mo re than 70% of sites indicate they are curre ntly invo l ved in six or more clinical studies.

◆ About one-third of sites (32%) need to re c ruit two of eve ry three study enrollees fro m

s o u rces outside their own pra ct i ce.

So u rce : Ph a rm a ce u t i cal Re s e a rch Plus Inc. , Seve rna Pa rk , Md. For more info rm at i o n , visit prp i . co m .

S U RV EY 
R E S U LTS 

S AY ...

Si te Pe r s pe ct i ve
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“It is not a good sign if the re s e a rch coord i-
nator has been on the job for only a few months
and shares with us that there has been a history
of high turnover in that position,” Dr. Vi a l l e t
says. “This is a cause of concern, and one that we
have to address with the investigator. ”

To help maintain consistency during staff
t u rn o v e r, Laurie Considine, manager of site re l a-
tions at MediciGroup Inc., says current experi-
enced coordinators need to impart their knowl-
edge of the study for a smooth transition.

“Also, we involve the coordinator and get
their input on the various aspects of the study
and re c ruitment strategies,” she says. “We want
their input on the benefits and barriers of the
study; we ask for their suggestions on the things
that can be done to make the process work bet-
ter to achieve re c ruitment success.”

M r. Mulligan agrees that sites that employ
well-trained coordinators will be more success-
ful at re c ruiting patients because they under-
stand the protocols. 

“They understand the inclusion/exclusion
criteria,” he says. “They can successfully identi-
fy study participants and manage and re t a i n
these patients for the duration of the study. We
a re constantly training sites on the mechanics of

the study and how to handle the drug and pro p-
erly re c o rd the data. The result of this invest-
ment in training is cleaner data, quicker
database lock, and shorter timelines.”

“The sites that are the most effective and
p robably the most profitable are the ones that
work effectively with CROs, re c ruitment ven-
dors, and the sponsors to be flexible and use the
re s o u rces to get a clinical trial initiated in the
s h o rtest amount of time,” says Mark Eisenach,
CEO of Acurian Inc. 

Pat i e nt Re c ru i t m e nt
Patient re c ruitment and retention are still

the biggest impediments in the clinical-trial
a rena. Parexel estimates that 80% of trials miss
their enrollment deadlines. CenterWatch
claims that 45% of all delays in clinical trials
can be attributed to poor patient-re c ru i t m e n t
p e rf o rmance, with most delays exceeding six
months. 

When selecting a site, industry experts stre s s
that sponsors need to evaluate a site’s success
and ability to re c ruit patients. Some sites may
o v e restimate the number of patients they can
bring into a trial to get the business.

“This is a highly competitive business, and
p h a rma companies sometimes will tap sites that
re p o rt that they can re c ruit patients, without
doing due diligence, such as evaluating infor-
mation databases about past perf o rmance,” Mr.
Eisenach says. “Sponsors need to go beyond the
physicians’ optimistic pro j e c t i o n s . ”

A c c o rding to Mr. Mayo, some physicians
d o n ’t take the time to read or understand the
p rotocol before applying for a trial.

“They may see that a trial is centered on
migraine and they have lots of migraine
patients,” he says. “But the devil is in the
details. The protocol may call for patients who
a re female between 18 and 30 years old. So,
what at first appeared to be a big patient popu-
lation narrows down very quickly. Enro l l m e n t
p roblems account for about two-thirds to thre e -
q u a rters of all studies that fail, and many times
this is because physicians can’t enroll the right
patients. Physicians say they have lots and lots
of patients for the study and can enroll the study
in half the time. Such good intentions almost
never turn out to be true in the end.”

April Freeman, senior product manager for
quality and process management and clinical
operations specialist at PRA International Inc.,
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tive called Trial Launched has centralized the
p rocess for patient re c ruitment. 

“Now that we’ve centralized the process, we
can take a look to see if Dr. Smith was able to
get us the 20 patients he said he could,” says
Nancy We rdmann, RN, BSN, CCRA, clinical
re s e a rch project coordinator at Kendle Intern a-
tional. “We involve our patient-re c ru i t m e n t
g roup up front when doing study feasibility.
The group will look at a protocol and tell us
whether it will be difficult to re c ruit patients or
physicians. If we can’t change the protocol, then
we can develop patient-re c ruitment tools to
assist the physicians. We ’ re trying to ensure this
takes place at the start so it doesn’t become a
rescue study. ”

Patient retention is as important as re c ru i t-
ment and will depend to a large degree on how
the staff at a clinical site interacts with
p a t i e n t s .

“Being patient focused is critical,” Ms. Con-
sidine says. “The site’s staff needs to be compas-
sionate and flexible about patients’ needs, espe-
cially in terms of addressing their questions and
scheduling visits that work with their lifestyle.
This is key to re c ruitment and re t e n t i o n . ”

M r. Eisenach says critical to a site’s interac-
tion with patients is the ability of the staff to
explain the clinical-re s e a rch process, as well as
the informed-consent pro c e s s .

“Some sites mail an informed-consent form
to a patient’s house, instruct the patient to re a d
the form, and re t u rn to the site with it signed,”
he says. “This approach does not invite the
patient to participate in the process. The sites
that perf o rm the best are the ones that take a
m o re active approach with the patients in these
i n t e r a c t i o n s . ”

Managing the Bu s i n e s s
One thing sponsors need to consider is how

well sites manage their own business, Mr. Eise-
nach advises. 

“How well a site is run as a business is an
indicator of how it’s going to interact with the
s p o n s o r,” he says. “The site should be evaluat-
ed for how well it runs the re s e a rch practice as
a business. Does it have electronic schedules?
Does it have good data about current and
f u t u re projects? These criteria will indicate

S I T E s e l e c t i o n

says her company works with physicians to find
a realistic assessment of the number of patients
who can be enrolled. 

Clinical-operation specialists at PRA Inter-
national focus on investigator selection and
re c ruitment and support investigator sites. 

“ We work with physicians and review tried-
a n d - t rue methods that the investigators may
not have thought about to enhance their
p a t i e n t - re c ruitment methods,” Ms. Fre e m a n
says. “During the selection process, the clinical-
operation specialists collect the essential docu-
ments that are re q u i red to be on file from the
site. They also work with the sites thro u g h o u t
the trial to update these documents and support
other clinical-tracking issues.”

This model, she says, allows for better com-
munication with the site. “The clinical opera-
tions specialists work very closely with the in-
house CRAs and the lead CRAs so there is a
good balance of people who can answer ques-
tions about essential documents and people who
can answer questions about the protocol and the
inclusion/exclusion criteria,” Ms. Freeman
notes. 

At Kendle International Inc., a new initia-

Ac co u nting Problems for Inve s t i g at i ve Si te s
THE FINANCIAL CHALLENGES OF RUNNING A SITE ADD A NEW

DIMENSION OF DIFFICULTIES FOR THESE ENTITIES. THERE ARE

S EV E RAL ACCOUNTING ISSUES ASSOCIATED WITH CLINICA L -

TRIAL AGREEMENTS BETWEEN PHARMACEUTICAL

CO M PANIES OR CROS AND INVESTIGATIVE SITES

T H AT NEED TO BE CO N S I D E R E D.

◆ Cash flow is the No. 1 co n ce rn of inve s t i g a-

t i ve sites 

◆ I nve s t i g ator part i c i p ation is ex pe cted to

fall short of demand by 2005

◆ Tens of thousands of billable eve nts are handled

at a ty p i cal academic medical ce nter (AMC)

◆ An invoicing mechanism is normally not used

◆ Eve ry clinica l - t rial agre e m e nt has diffe re nt pay m e nt te rm s

◆ Pay m e nts often do not indicate to which pro j e ct they apply

Ac co rding to data obtained from 800 inve s t i g at i ve site s, s i te man-

a g e m e nt org a n i z at i o n s, and AMCs, the ty p i cal days of sales outstand-

ing (number of days from pat i e nt visit to pay m e nt) is 100 to 140 days.

This means that a site with $5 million in annual revenue may be owe d

$1.4 million to $1.9 million in outstanding acco u nts re ce i va b l e. It ca n

be difficult to run an efficient business with so much money outstand-

i n g.The oppo rt u n i ty cost assoc i ated with waiting for pay m e nt in this

g rowing industry can be seve re. Sm a rt sites find it impo rt a nt to sup-

p l e m e nt their cash flow with exte rnal funds that enhance their

g row t h .

Al s o, the acco u nts re ce i vable for clinica l - t rial act i v i ty often goe s

u n re cog n i zed be cause of the fact that many facilities acco u nt fo r

re s e a rch on a ca s h , not accru a l , b a s i s. Si n ce pay m e nts to sites and

AMCs are normally re ce i ved as a result of co nt ra ctual milestones —

not upon the payee sending an invo i ce — difficulties can oc c u r

with tra c king revenue and acco u nts re ce i va b l e, co l l e ct i o n ,

s t u dy re co n c i l i at i o n , and financial re po rt i n g. In other

wo rd s, if a site doe s n’t kn ow what it has earn e d

( be cause it is not sending an invo i ce ) ,h ow does it

kn ow what it is owe d, h ow long it’s taking to

get paid, or if it’s receiving the correct

a m o u nt ?

A gre ater focus on general acco u nting will lead to

i m p rove m e nt s. By having additional individuals solely

d e d i cated to tra c ki n g, co l l e ct i o n , re co n c i l i at i o n , and re po rt-

ing — or by outsourcing these functions — major financial be n-

efits can be bro u g ht back to the facility. For ex a m p l e, if four pe o p l e

a re dedicated to the above tasks at that same $5 million facility, t h e

additional cost may be $100,000, but it could uncover a plethora of

a c co u nting errors and re d u ce their aco u nts re ce i vable from $1.9 mil-

lion to $1.3 million (bringing $600,000 back to the facility ) .

Understanding and co rre cting these issues are not nece s s a rily int u-

i t i ve to those without a financial backg ro u n d,t h at’s why there is a need

to have an acco u nt a nt. Si tes need to inve s t i g ate their finance s,co n s i d-

er putting additional people in place, and revise their processes to

m o re closely coincide with standard acco u nting policies or outsource

all financial aspe cts of the business.

So u rce : James M. Wynn III, Cl i n i cal Financial Se rv i ces LLC , Ph oe n i xv i l l e, Pa . For more info r-
m at i o n , visit clinica l f i n a n c i a l s e rv i ce s. co m .

THERE ARE
S EV E RAL 

ACCOUNTING 
ISSUES CAU S E D

BY THE 
VA R I E TY

OF PAY M E N T
T E R M S .
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how well the site plans and how well it will
handle a pro j e c t . ”

M r. Weddle says sites can diff e re n t i a t e
themselves in terms of the technology they
have in place, starting with coming up to speed
with electronic data capture and training in
g e n e r a l .

“Next is a site’s willingness to adopt new
systems, and then have in place the platform s ,
such as high-speed Internet connections, for
adoption,” he says. “It is in the sponsor’s inter-
est to subsidize the adoption of better technolo-
g y. The cost for pharma companies to subsidize
a high-speed Internet cable connection would
be about $50 a month. That is not a lot of
money out of pocket to get a site ready to devel-
op a platform for electronic data capture . ”

“So many things are improved if the inter-
actions between the sponsor, the site, and other
vendors are Internet based,” Mr. Eisenach says. 

Ms. Smith says most of the sites Roche uses
have access to the Internet, and some sites are
using electronic data capture. 

“As we move toward using electronic data
c a p t u re for more of our trials, one of the things
that we’re going to be very interested in is
whether this is a roadblock for the investigator
to participate in a trial,” Ms. Smith says.
“Because investigators have a choice, we active-
ly solicit their feedback. Roche wants to be the
sponsor of choice for investigational sites. The
e n v i ronment is so competitive, and investiga-
tors have more of a choice now in terms of who
they want to work with.” ✦

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 avo i ce. co m .

Experts on this topic

LAURIE CO N S I D I N E. Manager of site 

re l at i o n s, Me d i c i Group Inc. , King of Pru s s i a ,

Pa . ;Me d i c i Group was founded in 1993

with the vision of building long-te rm client

re l ationships by providing strategic dire ct -

to - p at i e nt clinical trial re c ru i t m e nt and

re te ntion prog ra m s, coupled with wo rl d -

class implement at i o n .For more 

i n fo rm at i o n ,visit pat i e nt re c ru i t m e nt. co m .

MARK EISENAC H. C E O, Ac u rian Inc. ,

Ho r s h a m , Pa . ;Ac u rian is a provider of 

c l i n i ca l - t rial pat i e nt and inve s t i g ato r

re c ru i t m e nt solutions for the 

p h a rm a ce u t i cal and biotech industri e s. Fo r

m o re info rm at i o n , visit acuri a n . co m .

APRIL FREEMAN. Senior prod u ct 

m a n a g e r, q u a l i ty and process 

m a n a g e m e nt, c l i n i cal ope rations spe c i a l i s t,

P RA Inte rn ational Inc. , Mc Le a n ,Va . ;P RA 

is a global CRO with more than 2,300 

e m p l oyees wo rl dw i d e. For more 

i n fo rm at i o n , visit pra i nte rn at i o n a l . co m .

S T EVEN W. M AYO, P D. Pre s i d e nt,

fo u n d e r, and CEO, Em i s s a ry Inc. , Au s t i n ,

Tex a s ; Em i s s a ry is an inte rn ational provider 

co m p a ny with headquarters in Mo nt re a l

t h at develops novel ca n cer tre at m e nt s

based on the re g u l ation of apo p to s i s. Fo r

m o re info rm at i o n , visit geminx.co m .

DANIEL D.W E D D L E. Pre s i d e nt, Si te Ava i l

I n c. , Nat i c k ,Ma s s. ; Si te Avail is a pri vate l y

held co m p a ny whose mission is to prov i d e

s e rv i ce s, including va l i d ated elect ronic 

co nversion and sto rage of co m p l e te d

p a per CRFs and other essential 

d oc u m e nt at i o n ,t h at increase efficiency in

p rocesses and co m p l i a n ce with re g u l ato ry 

re q u i re m e nts at spo n s o r s, C RO s, and 

c l i n i ca l - re s e a rch sites invo l ved with studies

t h at suppo rt biopharm a ce u t i cal and 

m e d i ca l - d ev i ce deve l o p m e nt. For more

i n fo rm at i o n , visit site ava i l . co m .

NANCY W E R D M A N N ,R N ,B S N , CC RA .

Cl i n i cal re s e a rch pro j e ct coo rd i n ato r,

Kendle Inte rn ational Inc. , Ci n c i n n at i ;

Kendle is a global provider of clinica l

re s e a rch and deve l o p m e nt serv i ces for 

the pharm a ce u t i cal and biote c h n o l ogy

i n d u s t ri e s. For more info rm at i o n ,v i s i t

ke n d l e. co m .

of clinical deve l o p m e nt serv i ces to 

p h a rm a ce u t i ca l ,m e d i cal dev i ce, and biolog i c

co m p a n i e s. For more info rm at i o n ,v i s i t

e m i s s a ry. co m .

TOBY MULLIGAN. Chief ope rating office r,

Spe ct rum Ph a rm a ce u t i cal Re s e a rch Co rp. , Sa n

Anto n i o ; Spe ct rum Ph a rm a ce u t i cal Re s e a rch is

a CRO providing pharm a ce u t i ca l ,

b i o te c h n o l ogy and medica l - d ev i ce co m p a n i e s

co s t - e f fe ct i ve ex pe rtise in the dru g -

d eve l o p m e nt proce s s. For more info rm at i o n ,

visit spe ct ru m c ro. co m .

MARIA SMITH. Di re ctor of clinical ope rat i o n s,

U . S . , Roc h e, Nu t l ey, N . J . ; Roche is one of the

wo rl d’s leading innovat i o n - d ri ven healthca re

g ro u p s. For more info rm at i o n ,visit roc h e. co m .

JENNIFER STA N F O R D, R . N . ,M S N , CC RC .

Exe c u t i ve dire cto r, Ca rd i o p u l m o n a ry Re s e a rc h

S c i e n ce and Te c h n o l ogy Institute (CRSTI),

Da l l a s ; CRSTI is a CRO that focuses on 

ca rd i ovascular tre at m e nts and te c h n o l og i e s.

For more info rm at i o n ,visit crsti.org.

JEAN V I A L L E T, M . D.V P, c l i n i cal deve l o p m e nt,

Gemin X Bi o te c h n o l ogies Inc. , Ma l ve rn , Pa . ;

Gemin X is a pri vately held biote c h n o l ogy 

MARIA SMITH

I D E A L LY A SITE SHOULD HAVE CLINICA L
R E S E A RCH CO O R D I N ATORS who have been on

s i te for five or more years and have been invo l ved in

multiple prog rams with diffe re nt spo n s o r s.

D R .JEAN V I A L L E T B E CAUSE INVESTIGATORS HAVE A CHOICE,

we act i vely solicit feedback from them.We wa nt to be 

the sponsor of choice for inve s t i g ational site s.


