Copyright eClinical Forum 2010

Reuvisiting the eClinical

Paradigm:
Investigational site
perspectives on clinical
trial information systems

Richard Perkins

President, eClinical Forum

éClinical

Disclaimer ﬂﬂlﬂ’
g

The views and opinions expressed in the following PowerPoint slides are
those of the individual presenter and should not be attributed to Drug
Information Association, Inc. (“DIA"), its directors, officers, employees,
volunteers, members, chapters, councils, Special Interest Area
Communities or affiliates, or any organization with which the presenter
is employed or affiliated.

These PowerPoint slides are the intellectual property of the individual
presenter and are protected under the copyright laws of the United
States of America and other countries. Used by permission. All rights
reserved. Drug Information Association, DIA and DIA logo are
registered trademarks or trademarks of Drug Information Association
Inc. All other trademarks are the property of their respective owners.

Oct-10 Copyright eClinical Forum 2010 2

Copyright eClinical Forum 2010



Copyright eClinical Forum 2010

Overview... ﬂﬂlﬂ’
g

1. Backgound to the eCF Site

Investigational Survey
site perspectives| 2. Overview of results

on. the future 3. Insights into
environment for a) Data capture

clinical trial . .
information b) Emerging eClinical
technologies
systems

c) Secondary use of EHR data
4. Conclusions / Next Steps
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We Need to...
understand site
needs and
expectation

We Need to...
work together to
create the future
environment for
more efficient
clinical trials
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» Understand investigational site experiences
with today’s clinical trial technologies and

their perspectives on future trends eClinical
« Information to help improve today’s TeChpam
eClinical solutions and to develop future fesnses
solutions that transcend the stone”
healthcare:research divide
* A repeat of the 2001 survey UNIVERSITEIT
(840 investigational sites - was widely used and reported) GENT
acdmé x __f%__ L-_L-' DRAD i
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2. Overview of Results - Continents

785 responders at final cut-

ErowthinAsian off 30th November 2009 (vs
participation Vs 2001 Y1 1010} )|

600

¢ 6 continents
500

* 92% experience of EDC in
the previous 3 years (vs
52% 2001)

400 2001 {n=840)

m 2009 (n=785)

300

200

130

100
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2. Overview of Results - Roles um“
* Investigators reduced to
606 - 14% (vs 69% 2001)
w00 1 * Study coordinator group
grown to 71% (vs 12% 2001)
400 1] |
L D2001 (n=840)
2 300 B 2009 (n=785)
[2 3
o
ac 200 -
100
ﬁ, .
Rt g Standy Sivw Srmdy Murss Ctlear
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2. Overview of Results —Technology um“
g "

85% of Current EDC Trials Are Using Web-
Based Online Systems (1% in 2001)

Compared with 2001...

Web Online A (1% 2001 to 85% 2009) 43¢ 168
Web Hybrid A (12% to 14%)
eDiary A (15% to 24%)

Pen A (8% to 12%)

Direct Capture A (0% to 17%)
PC Off-line ¥ 80% to 10%)
Fax ¥ (34% to 9%)

N Rfsomning Ll L, ]
e i n =695
ey o CptewrlroarDighesl Diralorss
]
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QUESTION 1

What can we learn about the future
environment for clinical research
from site experiences with EDC?
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PharmeariResearch

Bringing a new treatment to the
market costs >800 M Euro and

The Shift to EDC...

Clinical Research has LR L R Ll
moved from capturing Clinical research uses 55-75% of R&D
data on paper to electronic budget
data capture at the site ®
.r“"". -
- To provide faster, better Entry of = —
quality and more reliable Patient's Clinical =| .
data to support safety and a‘a iy
efficacy @ E‘ '\ o
N > \ B - PE
0 o
NPRY hy - -\

Investigator :
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Physician / \Q‘? ﬁ
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% Respanders

>

Growth in Electronic Data Capture to 58% of
ongoing trials (from 14% in 2001!) ...

30%

- Average of 58% of
trials ongoing at
- respondent sites .

use EDC 37% EDC

15% H only

&g 13% no EDC . n
Ongoing Source: eClinical

25%

20%

505 Forum Site Survey
2009, Global data

L ¥ g v 3 3 g g 3 ¥ 3 ! N=719
ML B S ME B B TR BB B R

No EDC Trials ~ Fercamtagseifi ST Tl Dagsing o S All EDC Trials
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In Asia, 53% of currently ongoing trials use EDC

L ] 1
- Average of 58% 53% of — Use varies between
208 trials ongoing at - continents
respondent sites are
EE
EDC J—
F

i 7% 21%
133 17% i
2| (] 4 &=

1
W R M MR 40 % 4N TR N N TR
No EDC Trials ~ Mevesutngs-of ENC Trink Ougeing ot Site- All EDC Trials
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FINDING: Not everyone is completely satisfied with EDC...

70% - - Study Site Coordinator (n=549) |

Study coordinators
less satisfied

M Investigator (n=95)

60%
o \l} Priority improvements:
§ 0% 33% * CRF standardisation
g . —d * Faster login & page
= turns

20%

10%

[+~ “l- T

1Mot Setinlivrl F | a i Wery Satinllel
Overall Satisfaction with EDC
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FINDING: There has been a shift in responsibilities
for data entry and review to Study Coordinator...

ata Futry Hesponsibility

£ 4 Shonkdbe
dolng mere
sl eniry

Thatas Review Feespuensibaliiy

Shomld be
slusinm mort ©
datareview

4
Investigator should be more ———
involved in data entry and review o
rviow
while Study Coordinator should S
be doing less i - J
Aciual
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FINDING: Some sites still feel that EDC creates

an increase in workload... 18% of responders consider
= EDC creates an increase in
- | agy o001 {n=01) workload (down from 22% in 2001)
H 005 (n=714)
5 R Particularly felt by study
£ = - coordinators?
i . 18% —
= — W oestigatar (=94}
1056 - p— = | W Sty Coaedinatar {n-9621 -
o - : | ! | s | - —
Deowrn Woldoos oees RolAseewd T -
Brrpectt oo Wilrhliower] A - 28%
W -
E o - . ‘
_ ] r3
- —
Easler o e Hanwr
Impact om Data Eniey
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PharmarResearch

Source data held in EHR may not be appropriate
as source for regulated clinical studies ...

Healthicare

©

i PVl e
b dalla '\-; , 'ﬂ'-'-ll'
Coding | ™% Cading
ok o - qﬁ?}}j

Entry of .
Patient’s Clinical” =
Data H

e B

/ :
Ber g

Oct-10
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Slte/sponsor poI|C|es EDC system
create multiple copies of - validated &
data to create a ‘source’ Physician/ | compliant e.g. CSUCI,

Investigator ICH GCP

16
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FINDING: Multiple recordings of source and
eSource contribute to redundant data entry

and inefficiencies...
* 13% of data for the —
EDC trial is first

entered into the eCRF
and is therefore ‘source’
within the EDC system

But...

* 11% of data was

entered into a pCRF ]
probably created to record FaperbasedHlecrons: Paper CBF Blecowi:  Other
source trial data not part of w CRE

the patient’s site record

oo M%_13%____|
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The percentage of patient data perceived
as entered into EDC system and the
patient record?

70-100%!

67T

A significant
opportunity for
efficiency gains!

14%
— 11%— -

=

Source: eClinical Forum Site Survey 2009, Global data

: Y18
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3b. Emerging eClinical Technologies...
g

QUESTION 2

What do sites consider as priorities for
emerging eClinical Technologies?
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Emerging eClinical Technologies...
g

Emerging eClinical features would be
of benefit !
Of primary importance...

» Access to all clinical data .. ... 67%
available via a single portal (e g _central
laboratory data, patient reported outcomes)

* Single sign-on . N o Yo
for all study web portals

* Online approval of documents ................ 54%
via e-signature

e Study documentation .............c.ceeeiennnnn. 53%

posted via website
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Emerging eClinical Technologies... um“
g

Emerging eClinical features would be

of benefit !
Of less importance...
e System access can be requested online............ 49%
* SMS MESSAJES .iiiti it it 38%

sent to patients and site staff to aid
scheduled visit attendance

e Study site master file maintained online............ 38%

« Study management reports online.................... 38%
to aid study performance available on-line

» Feasibility questionnaires via secure portal ...... 37%
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Many healthcare , -

. Completing ~1400 data points
professionals and e e
rgsearchers Wonqer Why the A typical trial has 6000 data
different electronic sources  queries (time /cost to correct)
can't be linked

This would avoid...
* Reduce redundant data entry

* Avoid data transcription Pharma Research

errors 58% of trials do not meet
. Clarify the ‘source issue projected recruitment rates!
* Use a familiar system
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3c. Secondary Use of EHR Data... um“

In 2004 we imagined... Patient Data Exchange Between
Healthcare and Drug Development Systems

’Emerging and Future EHR-Research Connectivity and Complexit)>

Healthcare System

"_: M1l L |
™o [ 2k - .

. LGl .
"l R

Integrated Future
Interoperablerideal

Clinical Trial

System
\ Current Divided

Integrated Future

Current Divided Interoperable Ideal
+ EHR systems holding source for datausedin ® EHRS used to... and research systems work
clinical trials may not meet essential . . lessly together so that groups
regulatory requirements » ) ° Evaluate Pat|ent Populat|ons it from data access and mining
+ Clinical care data required for clinical trials is ilities across healthcare and
entered into EHR and into clinical trial H H ch data sets
sysiems *Accelerate Patient Recruitment arch systems and healihare
+ Research holds source data not part of norm: ms sit on the same spine
clinical care eCa pture CT Data ms conform to the same data
« Redundant data entry, transcription errors an nge standards

St b L *Exchange CT Data
*The EHR becomes the patient data repository
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3c. Secondary Use of EHR Data...

QUESTION 3

How do sites view the potential of
secondary use of EHR data?
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FINDING: Our future vision may not be
shared by all...

- 12%

72% of investigational

80%

sites consider 60%

connecting healthcare 0% -

and clinical trial systems

to be of benefit! 20%
0%

§ | Of Benefit

.

But... No  Missing

26 % S ee n 0 b e n ef i t Source: eClinical Forum Site Survey 2009, Global data
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Sites in Asia are more open to automatic sharing of
data between EHR and Clinical Trial systems

U Asia (n=466)
70% | H Europe (n=141) =
H N.America (n=130)

60%

% Respanders

‘il B b of Bl be yom W cliniical brial diste combl be enlevelance mad Hus by astuniically
vl bortenen tha paltent's slsciernic hoalth raced sl Her ciisieal Sl malend

Oct-10 Copyright eClinical Forum 2010 26

Copyright eClinical Forum 2010



Copyright eClinical Forum 2010

ot

FINDING: Some sites may be reluctant to use a computer
for clinical trial data entry in front of the patient...

om Sites in Asia may be 74%
Jo% L ETotal (n=716) ~ less favourable to
oo || BAsialn=d5a) using a computer in
b= front of the patient
v 5gy - HMNAmerica (n=126) |
-
g 0%
&
2 30%
20%
10%
(55
S B Scmalemas, T T
e el "3 Sgprmgrk kit an FOVE Sy i ¥ i parhiekr
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1.The eCF Site Survey gives an important insight into the
needs and expectations of sites for the emerging

environment for Clinical Trials

» Data capture
« Emerging eClinical technologies
e Secondary use of EHR data

2.The following areas need to be considered...

* Not everyone is completely satisfied with EDC
o Source
o0 Increase in workload and data entry effort
o0 Change of responsibilties

« Some emerging eClinical technologies are of more importance to sites

* Not everyone sees benefit in connecting healthcare and research

A review of only a small proportion of the survey data
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Reuvisiting the eClinical
Paradigm:
Investigational site
perspectives on clinical
trial information systems

Download

Richard Perkins presentation from
: . eclinicalforum.org
President, eClinical Forum

Full report
available in
eClinical g - November

Any Questions...
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