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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

« DataFax = Solaris 10 + jDataFax = Windows

DFtool [validl] Acceptance Test Study, *e0 or B@@
data || E‘ iDataFax Version: 38-001
Server | dhcp207 datafax.com v
Login Name | validl
A%

To switch to another server, enter the server name, o select 3 server from the drop-down lt.

oK Help Cancel

Meta Data Window

DFvalidate - Meta Data w’:u ;u x)

» Single window Varate Age

* QCs and reasons -

Created valid1 07/02/09 14:18:44

Resolved

Problem Other
Use Extemal
Type Refax

QUETY age value is not consistent
with the date of hirth,
Please clarify.

Reply [+ [

Note |t [

Status
Created
Reviewed
Reason |t =
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Record Locking

Status tool

¥ Server Status
DataFax Master is running on afcp203.detafix.com

Does user hold locks on | e e
any database records? e e ey oo

User Display Tool On Since Locks
validl  dhcp203.datafax Status Tool  Thu Oct 5 10:51:00 2006 no

¥ Database Status|

Centers.

Patient Ids
Visits

Prates

Level Clean Dirty Error CLEAN DIRTY ERROR Lost Total

1 0 o o 0 o o 0 o
2 0 0 o 0 o o o o
3 0 o o 0 o o 1 1
4 0 0 o 0 o 0 0 o
5 0 0 o 0 o o 0 o
6 0 o 0 0 o 0 0 o
7 0 o o 0 o o ] o
Total 0 0 0 0 o 0 1 1
Potal o 0 s Tota o o

Last update: Thu Oct 5 10:

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:
e 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

3.7 3.8-001
Resolved QCs magenta green
Unresolved
QCs blue blue
Approved not applicable green
reasons
Pending not applicable orange
reasons/QCs PP g
Missing value oranae reen
codes 9 9
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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

e 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

ﬁ

Fral Inconplte ==

Mising Vo

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

Reason

Status Approved
Created valid1 07/02112 09:27:19
Reviewed wvalid1 07702712 09:27:19

Reason 'get by edit check
WeightEquiv

Double Data Entry (DDE)

e Module 9

e 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

10
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Lost Data Log

e Module 10
e 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

11
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QC Report Generation

DFreports [validl] Acceptance Test Study,

File Preferences History

Report Type ( DataFax Generic ) Study Specific History List
DF_QCprint : Print QC reports

DF_QCreports : Create QC reports

DF_QCsent : Mark QC reports as sent

DF_QCstatus : List existing QC reports

DF_QCupdate : Update QC database

DF_QCview : Display requested QC reports

DF_PTcrfs : Display available CRF information for patients

DF_PTiist : List patient data grouped by patient id and visit number

Options

Run Report Explain Reset

Start: Mon Feb 12 10:57:27 2007
Output from: "DF_QCupdate : Update OC database”

DF_QCupdate: Update Quality Control Database, DFstudy 254, Feb 12,2007 10:57

1. Checking permissions on study 254, Acceptance Test Study

You do not have full database access, as required to run DF_OCupdate,

Can not update patient scheduling, or overdue visit and missing plate OCs.
End:  Mon Feb 12 10:57:28 2007

Current report is: *DF_QCupdate : Update QC database’

QC Review and Resolution

Modules 12 and 13
iDataFax

- locate and reply to QCs using Query View tool
DFvalidate

- approve query replies/resolve QCs

12
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QC Review and Resolution

Ste  Paient
(1 Ste 0 - Crical DataFax Systems Inc. (Eror Mritor)
(1 Ste 10- Hospital #1
(1 Site 20 - Hospital #2
(53 site 99 - Hospital #99

59001

Ste 99 -

Assessment : Page

Baselne : Form 2

14, d Oct 24, 2006
Field : Problem

Smoking Status : (Missing)

- o]

Status & Reples

Outstanding - validt 3(14/1998 1:50:22 PH

X 99002 Baseline : Form 2 Date of Bith 10/23/2006 10:27:20 A
Birth date does not match age on Form 1
X 99002 2 Month Folow-up : Form 5, 2 Month  New Bottle Med. Code # := 1324 (Other) Outstanding - validi 3/14/1998 1:42:29 PH
2)
X 99004 Baselne : Form 2 Pulse beats{minute ; (Wising) Outstanding - validi 3/14/1996 2:00:23 PH
X 39004 Baseline : Form 4, Pg 1 Missing Page Outstending - vali 10{24/2006 2:01:46 PM
X 39005 Screening Vists Overdue vist Outstanding - vali 10/24/2006 2:01:46 PM
X 99005 Baseline : Form 2 Missing Page utstanding - vald1 10{24]2006 2:01:46 PM
X 99005 Baselne ; Form 4, Pg | Wissing Page Outstanding - valid 10/24/2006 201146 P
X 35007 g Vists  Form T Screen 1 Read 1 systole 1= 107 (Inconsistert “Cutstanding - vaidl 102372006 255105 P
This value is inconsistent with al other BP readings.
Please explin.
X 59007 Baselie : Form 4, P 1 Missing Page Gutstandng - vaid 1024]2006 20146 P
X 99007 1 Month Follow-up Overdue vist Outstanding - vald1 10/24/2006 2:01:46 P
X 99007 2 Honth Folow-up. Overdue visit Outstanding - vai 10/24/2006 2:01:46 PM
X 39007 3 Month Folow-up Overdue vist Outstanding - vald 102472006 2:01:46 PM
X 99007 Study Termination Overdue vist Outstanding - vald1 10/24]2006 2:01:46 PM

Future Plans

Control Panel

e replace X windows interface with Qt
» create more user-friendly log reports

13
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Questions?
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