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What is the Quality Information Exchange (QIX)
..

The Quality Information Exchange (QIX) is a suite of tools and services to enable
research organisations to collaborate effectively with their partners and each other

-

= Quality Information Exchange is the ability to jointly exchange information about
* (Audit) scheduling and planning
* (Auditor) performance, auditee feedback and service level of service providers
* Findings, including positive ,non-findings’ to create a quality baseline

= Exchange of GCP QA information enables
* Better scheduling, planning and targeting of audits
* Risk baseline specification, benchmarking and objective comparison of performance

= This presentation is an example and illustration of
* How operational data for risk management in GCP QA can be captured and shared
* The example is focussed on transactional and performance data not medical content
* The principles illustrated here can be applied to a broad set of trial planning activities
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QIX Software Module Overview %

QIX software modules complement each other and offer operational flexibility to suit
individual organisational needs and extensibility to include new data sources

Audit Audit Audit CAPA
Request Plannlng Reportlng Management
Audlt Flndlngs
Outsourcing Exchange

Audlt
Marketplace

The software is available as a hosted service so that users can access it worldwide,
eliminate maintenance and enable the coordination of activities and mapping of data
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Creating Audit requests
- W

Collecting and managing audit requests already creates valuable risk information and
helps to focus QA resources more effectively

Quality Information Exchange

QIX Home > Audit Reguest > Create Audit Request Log Out

Rl Fprns o ] Quality Information Exchange

— Audt Type —Audit Type— .
Audit Planning Audit Category —Audit Category— ]3
— — — QIX Home > Audit Reguest > Review Audit Request Log Out
| Audit Marketplace | Eroly —Priority— [~]
Auditee -] l Ll | Pending Audit Requests
| Findings Exchange | Location Please Select Auditee First
i Audit Request o earch Unit. R 5 - "

— Stat Period Sep-2010 B a Pharma Rescarch Unt | Preinspection | Ok, 2010 0K, 2010 2Days |North America | 0004

org: CONPANYA End Period Sep-2010 @ : F Pharma Research Unit Preinspection Okt, 2010 Okt, 2010 3 Days North America A0005

LognAt 1428 T | AuditPlanning Pharma Research Unit Prelnspection | Okt, 2010 okt 2010 5 Days North America | 40006

. Pharma Research Unit ForCause Sep, 2010 Sep, 2010 S Days North America A0007

Audit Marketplace . . — s . — _ s
Global CRO Routine Sep, 2010 Sep, 2010 3Days North Amedca || AKIOT
Scope I Findings Exchange | Global CRO Routine Okt, 2010 Okt, 2010 5 Days North America AQ9%%

o oneamt Audit Request Summary
LoghAt 1423 I Fitter By: " Category (All) E}]l Regions (All) E]I Status (Any) IZJI
Objective i
Pharma Research Unit  ForCause | Sep, 2010 | Sep, 2010 5Days North America | Approved ~ A0001
Ultra sound facility Routine Sep, 2010 Sep, 2010 3 Days North America Approved  A0002
Uttra sound facilty Routine Sep, 2010 | sep, 2010 5Days North America | Approved  A0003
Pharma Research Unit Inspection Okt, 2010 Okt, 2010 4 Days North America Approved  A0008
Pharma Research Unit  ForCause | Sep, 2010 | sep. 2010 3Days North America | Approved 1001
Routine Okt, 2010 Okt, 2010 0 Days Approved  asr22
ForCause | Nov, 2010 Nov, 2010 |0Days Approved _ gsi26
Pharma Research Unit ForCause Sep, 2010 Sep, 2010 2 Days North America Approved  addd
CompanyA Inspection | Sep, 2010 ‘Sep, 2010 3Days Europe Approved  ASSS
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Audit Planning

Packaging audits and creating checklists enables audit planners to specify the focus
and details that need to be audited in a structured and standardised way

Quality Information Exchange

Packaging Wizard

Quality Information Exchange

QX Home > Audit Reporting > Create Audit Checklist > Create Audit Checklist Log Out

|Home | [Mﬂn”m ” mll H Findings CAPA |

Audit Planning CheckList
Findings Exchange i - — ——t
_ ' CPU EI Business Management EI Accreditation

| Organizations "CompanyA,
I Regions "Europe, North America,

| Audit Categories I ALL
Audits Returned I

CRO / SMO, CPU,
2

o
Audit Types I
l—

E~ 'Record/Document I;_l Delete|
CPU El Business Management E] Approval IZ| Agreement/Contract E' Delete
[y CPU [+] Business Management (]| change Contro (=] Process ]| pelete
org  COMPANYA .
LoghAt 1450
Print Preview l | Back I | Clear | I Submit |

Select Audit(s) And Click Next To Continue

North .
CompanyA s Routine CPU

Objective for Audit:

A0008

Scope for Raticnale for Audit:
Audit: A0008 A0008

| Previous || Next || Cancel |
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Structuring Findings (and ‘non-findings’)
- W

The audit report findings ‘grid’ enables like-for-like comparisons between findings
and for organisations to map findings to a common meaning

QCM Home = Audit Reporting = Write Audit Report = Write Audit Report

Home

Audit Planning

Findings Exchange

Audit Reporting

Nams: ORGA.IA
Org: COMPANYA
Login At: 10:08

B Logout
_ General || Scope |[auditActivities| Findings |[Reportsummany|| capa
Findings
("I Finalized

Laboratory [+]| Equipment [+]| Change Man{~]| Plan andjor F~]| Minor ] zroes s [ |pelete
Laboratory B Facilities E| ContaminatioE] ContingencyB Critical B Yo E Delete
Laboratory [+]} Personnel _[+]| Education/Tfx]| Record/Docix]| Major  [#]| wo recors [ |Dolete

Print Preview Back Clear Submit

This also enables organisations to map their terms to a common environment and
report on both negative ‘findings’ & positive ‘non-findings’ to create quality baselines
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Audit Report Writing and Findings Publication

Writing reports is facilitated as a large number of the fields are pre-populated and

the findings can be published to designated partners

Quality Information Exchange

QIX Home > Audit Reporting > Write Audit Report = Write Audit Report

Home [lﬂformatlon”m” Detail “’ Findings [ P ]

Audit Planning Audit D B
Start Period |22, 2010 End Period |[sep, 2010

Findings Exchange Location "ChicagoIUSA : Duration (Days) "2 N

Audit Reporting Frorky. || High @I[Audﬂype || cro’smo [=]]

Category ForCause ﬂ.
Name  ORGAA —
Org  COMPANYA Auditee Pharma Research Unit B
LoghAt 1450

Quality Information Exchange

QIX Home > Findings Exchange = Publish Audit Findings Log Out

Home Publish Audit Findings
Findings Exchange 2

A00012 Routine csv High Basel |Switzerland |2 Publish Findings
Audit Reporting Non-Published Findings for Audit |d:A00012
Name: ORGB.FP
Org:  COMPANYE i C e - b e Acceptance oo 3 " T e
Login At: 15:21 csv Equipment - Calibration | ~iieria Minor | True True '_deﬁli Em“h €

Computer Back i No backup and recovery
csv System up/Retrieval Procedure Critical | True True procedure in place.
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CAPA Management & Working with auditees

The findings matrix can be directly linked to CAPAs and mitigation actions with select
access for auditees to propose edits for reports and CAPAs during the approval loop

QCM Home = Audit Reporting = Write Audit Report = Write Audit Report B

Log Out
Horie [ General || scope |[audit Activtied [ Findings |[Reportsummani[ capa |
CAPA
Audit Planning
Laborato T+ ' E ui ment' ? | Change Mana [~ VMPIan and‘('orRe'? | Minor E ‘A i
Findings Exchange L D i [:J LA QL:J !jl \:] ctivate a | |
Laboratory E Facilities 1;[ Contamination IL‘ Contingency Pla[;l Critical ﬂ Create and El
Audit Reporting Laboratoy _ [~ |ff Personnel [~ f{ Education/Trait - | Record/Docum - | Major | zsremaion o L]
Name: ORGA.IA
g SR COMBANEA Selected Options
Login At: 10:08
Contingency ’fiFes |[critica ]
CAPA
Create and implement a contingency plan by end of the year.
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Setting Trust Levels & Ensuring Confidentiality
- W

Trust levels and role-based access ensure that only anonymous data specifically
designated for release can be seen by others and access is actively granted

Quality Information Exchange

liasm

healthcared contextevalue

QIX Home = Trust Settings = Define Trust Settings Organization To Organization Log Out

Define Inter-Company Audit Sharing Trust Level

Home

General Audit Sharing Level Chosen : Level 4 |:|

..
Findings Exchange l '45 m

healthcares contexte value

Trust Settings

Name ORGAFM | CompanyB | Level4 v | Level5 Log Out
Org:  COMPANYA
LoghAt 1500

Agree to the Terms & Conditions of information sharing defined in the QIX Audit Findings Exchange Contract

el

where a different level has not been specified for a company

IClear||Submit|

Description

Use this as the default level if you do not wish to share any information
0 I* Allinformation only for internal company users
I* Data can be used only by ii4sm for ymized aggregated b king and lysit

At Level 1 only the following information will be exposed:
1 I* Audit Location, Country & City
|* Audit Category

JAt Level 2 information from lower levels and the following information will be shared:
2 |* Audit Type
* Audit Objective

|t Level 3 information from lower levels and the following information will be shared:
3 |* Audit Report Summary
I* Do Findings Exist in the Audit Report

|t Level 4 information from lower levels and the following information will be shared:
4 * Audit Checklist Colums (Type, System, Processes, Deliverables)
[ Audit Report Columns (Findings, Class) Only finding rows where Proprietary = No

c |At Level 5 information from lower levels and the following information will be shared:
S : 3 &
O Ct 0 b er 2 0 1 0 Audit Report Columns (Comment) Only finding rows where Proprietary = No




Confidentiality Concerns

Confidentiality concerns can also be addressed by segmenting data into individual
activities that do not compromise the auditee or the auditor and by anonymising it

Example Audit Process

Schedule |Auditor
Type of Audit Examples |Request |Approval |[Planning |Selection |Prepare

Clinical Trial Centre

Affiliates & Marketing

Laboratory

CRO

Pharmacovigilance

Due Dilligence

Mock Inspections

Investigations

Pre-Inspection Visits

CTC Compliance (CRO)

Other

- Confidentiality according to preference |:| Confidentiality agreement required - Confidential
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Ly
Why would an organisation participate? %
. -

Organisations will actively share information if there are tangible benefits that
overcome reservations about confidentiality or company-specific methods

= All participants can actively benefit from
* Shared information that provides new perspective on internal data
* Access to a pool of standardised and ,credentialised’ service provider and audit data
* Analysis of trends, quality heat maps and warning flags for outliers

= This prototype is focused on GCP QA although the same principles apply for
* Reports from monitoring visits or inspections
* Pre-inspection visits and other quality data collection processes
* Any other data source (e.g., QRM, ADAMON, study quality assessment data)

= Smaller organisations can manage their audit process
* Without paying substantial license fees for COTS software
* Can benefit from the larger scale of audit activity and share audit packages
* Can improve the transparency and robustness of their processes
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