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Why did we develop iTrack at ICON?

iTrack is an Oracle APEX Database that tracks the programming and statistical workflow

Legacy Workflow Current Workflow

— Multiple legacy spread sheets — Data within our workflow is now

: Programming Tracker centralised

— Validation Comments Log - We have increased documentation
5 compliance

. — Programming Lead Review :

: Comments log - We have seen reduction in

: documentation and filing burdens
— Statistical Review Tracker on teams and leads

— Statistical Review Comments Log — We have better work forecasts,

: progress reports and metrics
. — Peer Review Form




Programmers Home Screen
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Study Number

1234/5678

Rows 10 : Actions v

Projected
Output Item Type of Completion Assigned
Delivery PDVD Name Program Name Name Title Type Work Date Date
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Lead and Managers Dashboard

Home Delivery_PDVD_2104_8090_BCR_30JUN2016

Resources Total India  Non-India

Dashboard

Administration

PDVD

Reports

Resource Details

Programmers 2 1 1
Statisticians 1 1 0
Total 3 2 1

1-3

Overdue Assignments

Output Name Resource Name Role Assigned Date  Projected Completion Date  No.of Days Overdue

ADAE Programmer Name  Validator 31-May-2016 10-Jun-2016 9
ADATM Programmer Name  Validator 31-May-2016 10-Jun-2016 9
ADSL Programmer Name  Developer 31-May-2016 06-Jun-2016 13
ADSL Programmer Name  Validator 31-May-2016 10-Jun-2016 9




Planning Programming Tasks

Validation Unique . .
O Item / Program Output Program Title Theme Item Type Replicate Replicate Rerun Validation
Identifier Name Name . of Type
Name Indicator
O DO11 d1_adae ADAE v_d1_adae Adverse Events Safety Dataset Unique No ¢ A

Analysis Data

Concomitant
O D003 d1_adcm ADCM v_d1_adcm Medication Safety Dataset Unique No <O A
Analysis Data
Production Production Validation Validation
Study Item / Program 1 3 Projected Production Actual s Projected Validation Actual
Number Identifier Name e s Do Completion Status Completion e Completion Status Completion
Date Date Date Date
- . Programmer . Programmer )
1234/5678 D001 ADAE.sas Unique 03-Oct-2017 Assigned 03-Oct-2017 Assigned
Name Name
. Programmer
1234/5678 D002 ADCM.sas Unique ¢ ©03-0ct2017  Assigned Programmer 03 0ct-2017  Assigned
Name Name
1234/56 . Programmer . P )
1239/5678  pog3 ADDAsas Unique 03-0ct-2017  Assigned TOBAMMEr  03.0ct-2017  Assigned
Name Name




Status of Tasks

Production Validation Lo
Study Item / Program \ Production  Production Actual . . Validation Actual
v Developer Projected . Validator Projected ;
Number  Identifier Name - Status Completion Date - Status Completion
Completion Date Completion Date Date
Programmer
1234/5678 D001 ADAEsas  Programmer 13-Sep-2017 Completed ~ 11-Sep-2017 N 13-Sep-2017 Completed  11-Sep-2017
Name ame
Programmer
1239/568 D002 ADCMsas . 13-5ep-2017 Completed  11-Sep-2017 Programmer  13.6e0-2017  Completed  11-Sep-2017
MName Mame
o Programmer ) Programmer )
1234/5678 D003 ADDAsas Name 13-Sep-2017 Completed  11-Sep-2017 Name 13-Sep-2017 Completed ~ 11-Sep-2017

The validator can then either
mark validation as ‘Completed’
if no QC findings

Development Status moves Once the status ‘Completed’,

from ‘Assigned’ to ‘Started’ to a date is added by the system
‘Completed’

Or enter their QC findings




Adding QC comments
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Viewing and Addressing Comments
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Once validation comments have
been entered the development
programmer is notified through
their dashboard
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They accept the Or they reject
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= is automatically : : entering the
set to ‘Pending’, : i reason
- . and the date set
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Similar Workflow

‘ Development
Validation Each step is either tracked as
i complete or reviewer comments
are added.
Programming Lead Review e — [
- If comments are accepted, there is a
step back in the process E
StatiStical ReVieW et LA RRReeee1 AR R SRR SRR R e et o
‘ Statistical Peer Review
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Process Compliance & Controls

— The tool has built in controls to assist with process compliance, for example

Delivery date should always greater than or equal to the system date.

Developer and Validator cannot be same for a single task

Production completion date cannot be after Validation completion date.

Back dating is not permitted

There cannot be any missing values in mandatory fields defined in ICON SOP/WPs.

Pre-populated drop down lists to ensure consistency in completion

Access controls to the study information.
Dates are the current system date, no manual entry permitted

Users have write access only to the tasks that have been assigned to them.

And so on... 10



Evidence of QC and Filing

— Per ICON SOPs, the delivery sheet serves as evidence that the QC process has
occurred and had been completed as expected — who completed what task & when

— The delivery sheet can be downloaded once all fields have been entered and all tasks
are completed for a delivery

— The system creates a signature form, with the delivery sheet appended
— The study lead electronically signs the form and files in the study TMF

11



Reporting - Planning and Quality Metrics

............................................................................................................................................
....

Planning Reports Quality Reports

— Overdue Assignments . — Re-work Cycle Reports
— Assignment Summaries — First Time Right Reports
—  Workload Forecast Reports — Findings Summaries

— Delivery & Output Summaries i - Quality metrics

. o
..........
------------------------------------------------------------------------------------------------------------------------------------------------------

The Report Hierarchy is Department, Sponsor, Study, Programmer
(availability dependent on role)
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Sample of reports

Quality - Department level

Department Dataset Tables Listings Figures Others Total

Tota 2/952(2%) 3/3252(09%) O/1161(0%) 1/879(11%) 0/185(0%) 6/6469 (09%)

OverA Programming 2 2 0 1 0 5

Presentation 1 Quality - Sponsor Level

Sponsor Name Dataset Tables  Ustings  Figures  Others  Total

Tot 2/21 (9.52% 3/105 (2.56% 0/40 (0% 173 (33.33% 00(0%) 6/169(355%
Programming 2 2 ° ° 5
Presentation 1

Quality - Study leve

Study No Dataset ~  Tables  Listings  Figures  Others  Total

Towl 00 (0% 13 (3333% 02 0% 172 (50% 00 (0% 2/TLN

Programming 0 1 0 1 0 2

Presentaton 0 0 ) 0 0 ]

Tow! 213 (1538% 20 (188% 038 0% 00 0% 00 (0% 47152 (03%
004  Programming 2 1 0 0 0 3

Fresentaton 1 1 ) 0 0 2
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Path to Roll Out
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Business Case

Vendor Selection

Project Charter
Requirement Specifications
Development

Validation

Testing

Pilot

Training

Roll-out

iTrack was rolled out in 2
Phases over 2 years

Phase | included programming
development, validation and

lead review tracking, with
associated reports and metrics

Phase Il included statistical
review, additional reports and
other enhancements
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What have we experienced?

()
000000

Data within our workflow is now centralised

Increased documentation compliance

Reduction in documentation and filing burdens on teams and leads

Better work forecasts, progress reports and metrics

Regular communication, repeat training and maintenance support is vital

Recognition and planning for the learning curve for staff also important
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Summary & Closing Remarks

Phase lll - What’s next?

e We are considering extending the iTrack database to include our programming
and statistics resourcing tool, costing tool and revenue reporting

We have established a connection between iTrack and our SAS programming

®* environment, so we plan to build tools that cross check the tracking data against
the data on our computing environment (e.g. date tasks are indicated in iTrack as
complete versus the dates the outputs were generated)

* Establish a link between the database and our e-signature tool

16
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