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What is SynCapture?

A system built around DataFax that allows
electronic data entry through the Internet

— DataFax provides data store, study
configuration, screen definitions (audit trail,
etc...)

— SynCapture provides a method for retrieving
& entering data remotely, without direct access
to DataFax (i.e. DFlite)
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Goals of the SynCapture project

 Provide on-screen forms that look like
actual CRFs

 Allow site coordinators to enter data,
view/ respond to queries on-screen, in
real-time

 Allow monitors to add queries & source-
document-verify records

« Require little additional development
work for set-up; leverage the DataFax
setup process
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Setting up a SynCapture Database

1.

2.

o

Create the DataFax database, as
usual.

Add the necessary SynCapture
functions in the study’s edit checks.

Convert FrameMaker screens to MIF
and transfer to the DataFax server.

Add study to the SynCapture server.
Set up users for the study.
Schedule the nightly update script.

Nightly Updates

The update runs QCupdate, which
recreates DF _XXkeys and other work
files, and updates the QC database

Batch checks are run

If QCs are added to a source-verified
record, the nightly update brings that
record’s level down to indicate it is no
longer source-verified
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Forms

 FrameMaker CRFs are converted to
MIF, brought over to UNIX, then
converted to HTML

 Before retrieving a form, the DataFax
index file for that plate (plt###.idx) is
checked to see if a lock exists; if not,
that plate is locked by SynCapture

Forms (continued)

* When a form is retrieved from the
SynCapture server, fields (defined in
DFtips & DFschema) are attached to the
blank HTML form, along with the data
and QCs from DataFax

 Fields defined using IE-only HTCs

« SynCapture uses standard DataFax
colors to show field query status &
illegal/blank values
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Edit Checks

» DataFax edit checks are compiled into an
intermediate XML object file

* The compiled XML document is
transferred to the web server, for the
SynCapture interface

» A JavaScript edit check interpreter
processes the XML edit checks in real-time

« All edit checks that would fire in DataFax
(with a few exceptions for security) fire ip,
SynCapture E

Adding SynCapture Data to DataFax

* When a screen is saved in SynCapture, a
command for each record/QC is issued to the
SynCapture server

« SynCapture server executes DFimport.rpc as
the calling user to enter the record/QC into
DataFax

« An image is generated of the imported data
using DFprintdb
 Field definitions from DFschema are used to

determine formatting of values added to the
DataFax database S




But Does it Work?

Yes! This design has been
implemented and works. Two mock
trials and a validation run have been
completed, with trials on the horizon.

Mock Trials

» Mock1
— 3 sites, all Electronic

» Mock2
— 5 sites, 3 Electronic, 1 DDE, 1 Fax

» Validation complete

* Mock3 under construction




Future Trials

PK study for post-menopausal
women, 1 site - U.S., n=45

Device study, 10 sites - Europe, n=50
Device study, 25 sites - U.S., n=320
Normal Volunteers, 1 site - U.S., n=12

SynCapture Data Flow

« Mimics existing process

« Validation levels automated based on
the action in SynCapture

» CRF is locked once coding and
monitoring are complete
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SynCapture Login - Microsoft Internet Explorer =

File Edt View Favorites Tools Help
$=Eack - = - @D 4| Qsearch [Favorites B | BN Sh =1 5| &

| €] http:jfcapture:at)

Synteract.

Welcome to SynCapture.

Unauthorized Access Prohibited

SynCapture is reserved for registered users only.
All connections are actively monitored and logged.

Username:
Password:

|€] Done

A SynCapture - osoft Internet Explorer

File Edit View Favorites Tools Help

GBak + & - (D [ A | Qoearch GaFavortes (| EN- S = H &

S)}”l‘erdft Study Selection | Support | Logout

Select a Study
Welcome, PQ. Listed below are all the studies to which you have access. Click on a row to access the homepage for that study.

Available Studies
study name patients forms SOV forms  queries
|SynCapture Validation 18 634 4 251

[€1Done




3 SynCapture:SynCapture Yalidation - Microsoft Internet Explorer

BB B 1y
File Edit View Favorites Tools Help |
GBack - = - (@D (2] A Qoearch GaFavortes (B BN S =1 = &

Address [{€] http: jcapture:B1/index.phpZp=studyfhome

Synteract.

Study Selection | Site Map | Support | Logout

Subject Management Queries

Reports Configuration

Study Homepage

-

Study Selection Welcome to the SynCapture Validation homepage.
Return to the study selection

Welcome to the SynCapture Validation homepage in SynCapture. Please select one of the
screen links from the menu, or those to the left, to begin managing data.
Subject Management
Queries
Reports
Configuration

oo

PQ sC || syncapture validati I[ site Coordinator
&1 I 4
3 SynCapture:SynCapture Validation - Microsoft Internet Explorer BB _ o x|
Fie Edt Vew Favortes Toos Help

GBack - = - D [3) A | Qoearch GaFavorites (B | BN S = H &

Address [ ] http:fcapture:a1 findex.php?p=study/subject

Synteract.

=

Study Selection | Site Map | Support | Logout

Subject Management Queries

Reports Configuration
Study Homepage » Subject Management
» Study Homepage Subject Management
Return to the study homepage. Listed below are all the subjects for your site(s) which have been entered into the system.
Critical information is displayed for each subject; click on a subject to go to their
* Create New Subject corresponding forms.
2 tech forms source total
sublect completed eqtered  mISSING  swaiting  verified M2 ocked
verification  forms forms
88001 1 4 10 2 1 1 o
88002 1 s 9 4 0 3 0
PQ sC | syncapture validation || site Coordinator
|1 pone




Summary for Subject #88001

Click on a form to open that record's dat:

7 View Legend

ip Screening

Screening PSG NIGHT -2

Screening PSG DAY -2 oynCapture Mock Trial 2 - Microsoft Internet Explorer
% Favorites Tools Help

Screening PSG NIGHT -1 QA M| Qoearch Giravores (3| BN S H B

Screening PSG DAY -1 findex.ph yasubject=88001
TX 1 NIGHT 1 S
y”tgrﬂa‘ Study Selection | Site Map | Support | Logout
TX 1 DAY 2 Subject Management Queries Configuration
TX 1 NIGHT 2 Study Homepage » Subject Management » Subject Summary
TX 1 DAY 3 * Subject Management Summary for Subject #88001
Retum o the subjectmanagement  Click on 3 form to open that record's data or to fill in a blank form.

7 View Legend

%'9 Screening =

= INCLUSION CRITERIA

J8U

7, EXCLUSION CRITERIA

1

-~ EXCLUSION CRITERIA, CONTINUED
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= STUDY EXEMPTION/DEMOGRAPHICS

VITAL SIGNS/NEUROLOGICAL ASSESSMENT

PHYSICAL EXAM

MEDICAL HISTORY (PAGE 1 OF 3)

MEDICAL HISTORY (PAGE 2 OF 3)

Subject 88001

Previous Form | Save as Complete | Save as Incomplete

SynCapture MOCK2 #244 VSiNeurological Asg SynCapture MOCK2 #244 VS/Neurological Assess
Site No. Patient No. Patient Initials Site No. Patient No. Patient Initials
lele] [ofoln] [RIH]T] L il Ll
vt [0]2][FETe][2]0]0]5] vetome: L LIL T T T
o o0 MM M ¥ Y Y Y D D M MM Yy Y v y
VITAL SIGNS VITAL SIGNS

NOTE: Blood pressure, heart rate, respiratory rate, an NOTE: Blood pressure, heart rate, respiratory rate, and o

Blood

Blood
Pressure:

Pressure: D:D /
systolic diastolic

beats/min Heart Rate: D:D beats/min
O kg X Weight: ED: O kg (m

mmHg

systolic diastolic

Heart Rate: 040

Weight:

,6 | Done Loading.
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Close This ¥i

- Protocol No. MOCK2

SynCapture MOCK2 #244 VS/Neurological Assessment Plate #005
. X screening Day-15ta-11

|S:e|l\;o.| |P0at||e0nt|N1uv| Ta;jn;lrilt:llr [ screeningPS6 Night E
D Screening PSG Day: l:

vaone  [OL2JFIE[8]2 o 0] Sl o

DD oM oMM Y Y ¥ Y

D Treatment Day:
D Early Termination

VITAL SIGNS

NOTE: Blood pressure, heart rate, respiratory rate, and oral temperature done after sitting for 5 minutes.

Blood

Respiratory
Pressure:

Rate:

breaths/min

Heart Rate: 040 beats/min Temperature: IE Ber e
Oy E Height Oem Rin

Weight:

,6 | Done Loading. | Form Time: 00:04 |

- Protocol No. MOCK2

SynCapture MOCK2 #244 VS/Neurological Assessment Plate #005
X screening Day-15t0-11

Site No.  Patient No.  Patient Initials x| |:
lele] [ofoln] [RIH]T] B

Visit Date: Heart Rate [40] is out of expected range. Please
confirm or correct pulse.
VITAL SIGNS
NOTE: Blood pressure, heart rate, respiratory Status: Unresolved tes.
Note:
Blood Confirm pulse. ;J
Pressure: /
systolic diastali
Heart Rate: oj4]o beats/min o Oec
Weight: Ok X K in
o | Heart Rate: Legal values are: 50~110 | Form Time: 00:35 |
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/3 SynCapture:SynCapture Validation - Microsoft Internet Explorer

ES|E _iojx|

File Edit View Favorites Tools Help

GBack ~ = - (D [2) A | Qsearch [GFavorites (B BN S H &

Address [&] hitp: 81 findex.ph i £

Synteract.

Study Selection | Site Map | Support | Logout
Subject Management Queries Reports Configuration

Queries Filter
Study H ¢

y[HomepagelniQu Unresolved Queries §
Unresolved Qu 9 Resolved Queries
Listed below are all tl
corresponding form.

* Queries

Return to the queries filter, or your site(s). Click on a query to go to its

All Queries

Subject Identifier: 88001 Gender result of Female is inconsistent with
Visit: Screening source documentation. Please reconcile.
Plate: STUDY EXEMPTION/DEMOGRAPHICS

Field: Gender

Status: Unresolved

Subject Identifier: 88002 Diastolic Blood Pressure [100] recorded is out of
Visit: Screening expected range. Please confirm or correct
Plate: VITAL SIGNS/NEUROLOGICAL... result.

Field: Diastolic Blood Pressure
Status: Unresolved

Subject Identifier: 88002 Heart Rate [150] is out of expected range.
Visit: Screening Please confirm or correct pulse.
Plate: VITAL SIGNS/NEUROLOGICAL...

Field: Heart Rate

Status: Unresolved

Subject Identifier: 88002 Source document also indicates ACNE from
Visit: Screening childhood. Please provide ACNE to the SKIN
Plate: PHYSICAL EXAM comment.

Field: Skin specify
Status: Unresolved

PQ sC || syncapture validati Il site Coordinator

| '§Synl:apturez:5ynl:apture Mock Trial 2 - Microsoft Internet Explorer o [ 5]

|| Fle Edt View Favortes Tools Help |
i wBack v = - D & | Qoearch [GaFavortes (3| BN S =1 H &
Address |'§'] http:{fduffman:81{index.php?p=studyjreports

Synteract.

Study Selection | Site Map | Support | Logout

Subject Management Queries Configuration

Study Homepage » Reports

-

Study Homepage Reports
Return to the study homepage. The 'Reports' page provides a variety of reports available to the user. all
information is updated nightly.

-

Patient Query Summary
Site Query Summary
Missing Report

-

0Q Coordinator H SynCapture Mock Trial 2 || Site Coordinator ‘ | Find ‘

T [ B toclinranet
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ary - Microsoft Internet Explorer

B = = E S| _ o) x|

tes Tools Help

| Qsearch (iFavorites 4| EN- S =1 &

\
=

EBack + = -
| Address [ €] http:jcapture:81 index. phozp=studyjreportsisite_query _summary
B&[s - -8 sgBoRE] <> [« s]efe - o DEEE]DH
[oa- %887 -£-B&|@ [ DG
i B
5 SynCapture Validation March 14, 2005
7; Site Query Summary
& BER R GoRDS - ate [ REe] | eoto Trias Teraoores e | e
al 88 9 I 5 56 1 20 4 4
é TOTAL E 56 1 20 ) 0 [0 [0 [o© 4
% ||
[#) 1 «[1of1 > M 11x85n |0 = # 4] L'|5
[€] Done [ [ [BE Local intranet 4
Why use SynCapture?
* 1 study can have 3 modes of data
capture
— Site’s technical capabilities can be assessed
* In multi-center trials, not all sites want to do EDC
— CREF is familiar (don’t have to get used to using
an eCRF format)
- 1 database set-up

Internal processes and workflow
remain the same

‘‘‘‘‘ 05

13



Questions?

Geoff Maddox, gmaddox@synteract.com
Olivia Montafio, omontano@synteract.com

Synteract, 1.

5759 Fleet Street, Suite 100
Carlsbad, CA 92008
http://www.synteract.com/

For a live demonstration, please contact:
demo-request@synteract.com
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