








Going PRO

“The best thing for me is | can check real-time StudyWorks reports every day. Every day |
know how patients are feeling. And | see what monitors have to do with paper diaries...
it’s a lot of work. | see them doing it and I think, ‘I’m glad | don’t have to do that!”

— Anne Jansen,

Study coordinator in an Amsterdam, Netherlands, allergy trial



Sponsors, sites and
subjects all benefit from
eClinical solutions,

as evidenced by the
continued growth of the
use of ePRO in Phase I-IV
studies worldwide.

Subject Experience

Subjects enjoy using ePRO because

it helps them easily provide good data
due to reduced respondent burden
and convenient mobile devices. Bright
screens with large fonts aid the elderly,
kid-friendly graphics and a Caregiver
Module simplify responses in pediatric
trials, and private access codes protect
honest responses (especially beneficial
for sensitive indications). Perhaps most
importantly, patients report that regular
data transmission fosters a stronger
connection with their site. This encourages
subjects to stay active and vested in the
study, thereby increasing compliance,
reducing drop-outs, and promoting
accurate reports.

Site Perspective

Interviews with sites around the world
help PHT develop tools and refine
processes to improve efficiency. Study
coordinators using ePRO benefit from
the confidence that all eDiary reports are
completed appropriately, thus freeing
them to focus their time on caring

for patients. PHT supports sites with
standardized questionnaire administra-
tion, on-screen eligibility calculations,
real-time compliance and enrollment,
site-to-subject messaging, SafetyPRO
alerts, and a 24x7 help desk. Employing
staff trained in modern eClinical technol-
ogies also enhances site efforts to attract
more cutting-edge clinical studies.

Sponsor ROI

Reliable ePRO systems offer sponsors a
true return on investment in addition to
trustworthy data for regulatory submis-
sions and approvals. Leading pharmaceu-
tical companies such as Merck Research
Laboratories and Novartis have demon-
strated that the LogPad System reduces
data variance as compared to antiquated
paper methods — on the order of 35%
or more. Such a proven increase in data
quality enables sponsors to run smaller
and faster Phase Il studies (saving cost
and exposing fewer subjects to investiga-
tional therapies) and more scientifically
conclusive Phase Ill programs. ePRO also
eliminates antiquated and expensive
paper processes such as double data entry,
voluminous paper record management,
manual calculations, delayed diary
database lock, and larger-than-needed
sample sizes to account for excess noise
in the data.

“Overall, | was always comfortable using (the LogPad). And I think it’s good to

know the data couldn’t possibly get lost. That, in particular,

is about 100% better than paper.”

— Elderly female subjectin a
rheumatoid arthritis trial in Cambridge, UK



ePRO Advantages
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Don’t take our word for it... build your own LogPad
and see what’s new at the award-winning

phtcorp.com

PHIT

firsthand knowledge™




PHAI

firsthand knowledge™
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