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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)

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. Create the DataFax database, as
usual.

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

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

4. Add study to the SynCapture server.
5. Set up users for the study.
6. 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 in
SynCapture

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
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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
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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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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
– CRF is familiar (don’t have to get used to using

an eCRF format)

• 1 database set-up

• Internal processes and workflow
remain the same
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Questions?

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

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

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


