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The DataFax ATK for 3.8-001
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Clinical DataFax Systems Inc.

What has not changed?

Objective and approach. The ATK still:
• Provides clients with an acceptance test plan
• Confirms the core functionality of the DataFax software
• Based on meeting data management objectives
• Consists of a series of tests organized into distinct

modules
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What is different?

ATK 3.7-004 to ATK 3.8-001:
• General changes
• Changed behavior
• New features

General Changes
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Updated Screen Captures

•   iDataFax = Windows•   DataFax = Solaris 10

Meta Data Window

• Single window
• QCs and reasons
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Record Locking

• Status tool
• Does user hold locks on

any database records?

Changed Behavior and New Features
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ATK Installation

• New ATK installation?
- directly install 3.8-001 ATK.TAR (Test Step 1.3)

• Existing ATK installation?
- first remove existing ATK.TAR before installing

3.8-001 ATK.TAR
- existing ATK.TAR files will not be overwritten

ATK Configuration
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ATK Configuration

New DFsystem tool:
• Studies Tab

 - configure study val254 directories and printer
• Users Tab

- define DataFax/iDataFax account for valid1
- define DataFax/iDataFax account for datafax

• Roles Tab
 - define role permissions and assign to users

• Create UNIX account for user valid1
• Install iDataFax application

Field Color Coding

greenorangeMissing value
codes

orangenot applicablePending
reasons/QCs

greennot applicableApproved
reasons

blueblueUnresolved
QCs

greenmagentaResolved QCs

3.8-0013.7
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2 New iDataFax Modules

Module 7 - iDataFax Data Entry
• Enter and save data for new study subjects
• Execute programmed edit checks
• Add reasons to explain entered data
• Confirm database audit trail information

Module 8 - Review of iDataFax Data
• Query previously entered data
• Review existing reasons
• Review pending data

Module 7 - iDataFax Data Entry

• First time login of valid1
- change password

• Patient binder view
- different record navigation

• Record sign-off
- Final vs clean, Incomplete vs dirty

• Pending record status
- be aware of save status in Test Step 7.4 and 7.5
- reasons are not required for data changes
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Module 7 - iDataFax Data Entry

Module 8 - Review of iDataFax Data

• Performed in the Validation tool
• Pending reasons

- added during iDataFax data entry only
- require approval by data management

• Pending records
- added during iDataFax data entry only
- retrieval requires specific criteria (Test Step 8.4)
- cannot be edited
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Module 8 - Review of iDataFax Data

Edit Checks

• Modules 6, 7, 9, and 13
• Same behavior in DFvalidate and iDataFax

- exception = lookup table (Medications Log)
• $STUDY_DIR/lib/DFedits.bin must exist for iDataFax
• Execute automatically in iDataFax
• Add auto reasons when a field’s value is modified

- e.g. “Set by edit check CalcWeight”
- reason = approved, field = green
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Edit Checks

Double Data Entry (DDE)

• Module 9
• Appearance of records in record list

- “new, level 0” until selected for entry
- selecting record displays existing status and level
- user applies or changes status/level at sign-off

• Existing QCs are preserved/transferred to DDE record
- e.g. Test 9.3, DOB contains QC but no value
- QCs may be edited
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Lost Data Log

• Module 10
• Creating lost records

- now required to set level of lost record
- level was automatically assigned by DataFax
   in 3.7-004

QC Report Generation

• Module 11
• .drf files created by reports (e.g. VDillegal.drf) now

stored in a new $STUDY_DIR/drf directory (Test 11.2)
• DF_QCupdate requires unrestricted permissions

- valid1 Write/Modify perms = level 0-3 (Module 1)
- must use DFsystem to increase levels to 0-7
- issue for QC report generation in all studies
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QC Report Generation

QC Review and Resolution

• Modules 12 and 13
• iDataFax

- locate and reply to QCs using Query View tool
• DFvalidate

- approve query replies/resolve QCs
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QC Review and Resolution

Future Plans

Control Panel
• replace X windows interface with Qt
• create more user-friendly log reports
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Questions?


