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What is the Quality Information Exchange (QIX) 
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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 
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QIX software modules complement each other and offer operational flexibility to suit 
individual organisational needs and extensibility to include new data sources 

Audit 

Request 

Audit 

Planning 

Audit 

Reporting 

CAPA 

Management 

Audit 

Outsourcing 

Findings 

Exchange 

Audit 

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 

 

      
   

Quality Information Exchange 

QI)( Home > Audit Request > Create Audit Request 

Home 

Audit Request 

Audit Planning 

Audit Marketplace 

Findings Exchange 

Nwnf• ~PM 

org· COWPAN'fA 

LoQtlAt 14~ 

Create Audit Request 

! AudHype II -Audit Type-

I Audit Category II - Audit Category-

! Priority II - Priority-

I Auditee 

! Location II Please Select Auditee First 

I Start Period II Sep-2010 

! End Period II Sep-2010 GJI 
I Duration (Days) 

D I EJ:=I = 

.. 
114sm 

Log Out 

Quality Information Exchange 

Q I)( Home > Audit Request > Review Audit Request 

Home Pending Audit Requests 

AudllN Catagory 
Audit Request Pharma Research Unit Pretlspection 

Pharma Research Unit Pre Inspection 
Audit Planning 

Pharma Research Unit Preilspection 

Audit Marketplace 
Pharma Research Unit ForCause 

GlobalCRO Routine 

Findings Exchange GlobalCRD Routine 

"""'- ORGAPU 

Org COt/PA,\l'fA 
Audit Request Summary 

L.Ogl'!At 14.23 

AudllN CalBgory 
Pharma Research Unit forCause 

Ultra sound facility Routine 

Ulra sound facility Routine 

Pharma Research Unit Inspection 

Pharma Research Unit ForCause 

Routine 

ForCause 

Pharma Research Unit ForCause 

CompanyA Inspection 
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Log Out 

Start Period EndPerlod Dunidon Region AudlllD 
0kt, 2010 Okt,2010 2Days North America A0004 

0kt, 2010 0kt, 2010 3Days North America AOOOS 

Okt, 2010 Okt, 2010 SDays North America 6Ql!Q§ 

Sep, 2010 Sep, 2010 SDays North America A0007 

Sep, 2010 Sep, 2010 30ays North America A0101 

0kt, 2010 0kt, 2010 5 Days North America A999 

I F~er By: II Category (All) GJII Regions (All) GJII Status (Any) 

Start Period End Period Dundlon Region Stalus AudlllD 
Sep, 2010 Sep, 2010 SOays North America Approved A0001 

Sep, 2010 Sep, 2010 3 Days North America Approved A0002 

Sep, 2010 Sep, 2010 SDays North America Approved ~ 

0kt, 2010 0kt, 2010 4 Days North America Approved ~ 

Sep, 2010 Sep, 2010 3 Days North America Approved T001 

0kt, 2010 0kt, 2010 0 Days Approved osr22 

Nov, 2010 Nov, 2010 O Days Approved asr26 

Sep, 2010 Sep, 2010 2 Days North America Approved a444 

Sep, 2010 Sep, 2010 JDays Europe Approved ~ 

Collecting and managing audit requests already creates valuable risk information and 
helps to focus QA resources more effectively 
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Audit Planning 
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Qual ity Information Exchange 

Q I)( Home > Audit Reportin.a ► Create Audit Checklist > Create Audit Checklist 

Home I Information J j Overview JI Oetall ) [ Findings CAPA 

Audit Planning 

Quality Information Exchange 
Checklist 

Findings Exchange IAudllType 5yllam Procea Delhrarable 

CPU _ G] Business Managemenlli Accreditation _ G] Record/Document _G] Delete 

Audit Reporting CPU B Business Management B Approval B Agreement/Contract B Delete 

Packaging Wizard CPU _ B BusinessJ ,~anag~ment GJ Cha_nge _pontro1 E ~ocess EJ Delete 

Organizations HcompanyA, :=:============: 
Regions !!Europe, North America , ================:::: 
Audn Categories UALL 

:::A=u=d=n=Ty=p=es=============:11cRO , SMO, CPU, 

Audns Returned u2 I Print Preview I I Back I I Clear I I Submit I 

Select Audit(s) And Click Next To Continue 

IOrganlzallon Region Audit Audit 
ObjedlYe Scope Rationale 

Calagoly Type 
-

CompanyA 
North 

ForCause 
CRO/ Objective for Audit: Scope for Rationale for Audit: 

America SMO A0001 Audit: A0001 A0001 

CompanyA 
North 

Routine CPU 
Objective for Audn: Scope for Rationale for Audn: cl America A0008 Audn: A0008 A0008 

I Previous II Next II Cancel I 

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 
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Structuring Findings (and ‘non-findings’) 
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OCM Home > Audit Reporting > 1.IVrite Audit Report > Write Audit Report Log Out 

Home General ]I Scope j Audit Actlvltf Findings ] Rieport Stlnma CAPA 

Audit Planning Findings 
□ Finalized 

Findings Exchange 
Audit Type System Proceu Deliverable Findings Clan SUmmary 

Audit Reporting 
Laboratory B Equipment B Change ManG Plan and/or FE] Minor B Tvoos in □ Delete 

Laboratory B Facilities B ContaminatioE) Contingency G Critical B - -□ Delete No 
ame: ORGA.IA 

rg: C A YA Laboratory B Personnel B Educationrrr'G Record/OocB Major B No reco r d □ Delete 

cg· At: 0:08 

Print Preview I I Back I I Clear I I Submit 

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

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 
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0 IX Home > Audn Reporting > Wrne Audn Report > Wrne Audn Report Loo Out 

Home 

Audit Planning 

Findings Exchange 

Audit Reporting 

.Naile. On.GA.AA 

0rg.. COM?ANYA 

Log N. 1(::50 

[ Information ] [ Overview ] [ Detail J [ Findings I [ CAPA 

Audn D I a444 
::========l 
::=S=t=art= P=e=riod=====~:=S::::ep::::' =20=1=0=======:;;;;;;::l::=I =En=d=P=e=riod======:11::=S=ep:::::'=20=1=0=========: 

Chicago / USA R H Duration (Days) U2 Location 

Priority High B H AudHype U CRO / SMO 

Category ForCause GJ 
I Audnee Pharma Research Unit 

Quality Information Exchange 

QIX Home > Findings Exchange > Publish Audit Findings 

Home Publish Audit Findings 
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114sm 
Log Out 

Findings Exchange 
Audit kl Audit Catagory Audit~ Audit Prtoltty City Country • Findings Action 

A00012 Routine csv High Basel SWitze~and ,1 Publish Findings 

Audit Reporting Non-Published Findings for Audit ld:A00012 

Name: ORGB.FP 

Aukllt lyStam ..._.. Dellvwrallle Class Has Is lllmmary 
~ Findings Proprlelry 

Org: Cot.lPANYB 

Login At: 15:21 csv Equipment Calibration 
Acceptance 

Minor True True 
Acceptance criteria not 

Criteria defined. 

csv Computer Back Procedure Critical True True 
No backup and recovery 

System up/Retrieval procedure in place. 
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Writing reports is facilitated as a large number of the fields are pre-populated and 
the findings can be published to designated partners 
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CAPA Management & Working with auditees 

 

  

       
   

QCM Hom e > Audit Reporting > Write Audit Report > Write Audit Report 

Home 

Audit Planning 

Findings Exchange 

Audit Reporting 

Name: ORGA.IA 

Org: COI.IPANYA 

log:"n At: 10:08 

General ) ~[ _ sc_op_e~)[Audlt Actlvltfesl [ Findings )[RleportSllnma~ [ 
CAPA 

Audlt,Ype Process Deliverable 

CAPA 

Selected Options 

CAPA 

~ Log Out 

CAPA 

Ac-t i v ate a D 
Create a nd D 
Es t ablis h a D 

Create and i~plement a continge ncy plan by e nd o f the ye ar .I 
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IDENTIAL

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 

October 2010 CTTI - CONF 8 



Setting Trust Levels & Ensuring Confidentiality 
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Quality Information Exchange 114sm 
CDC Home > Trust Settings > Define Trust Settings Organization To Organization Log Out 

Home 
Define Inter-Company Audit Sharing Trust Level 

. . 
Findings Exchange 

General Audit Sharing Level Chosen : Level 4 114sm 
Tru st Settings Organization Your Sealng Their Sealng 

N¥M: OftGA.FU CompanyB Level 4 Level 5 Loo Out 

0fg C()KIAHYA 

Logtl N:. 1~-00 
@ Agree to the Terms & Conditions of in formation sharing defined in the CDC Audit Findings Exchange Contract 

,el: I Level 4 8 
Clea, I I Submit 

where a different level has not been specified for a company 

[J 

□ [J 
[J 
[J 
LJ 

Description 

Use this as the defaurt level if you do not wish to share any information 
All information only for internal company users 
Data can be used only by it4sm for anonymized aggregated benchmarking and analysis 

At Level 1 only the folowing nformation wi be exposed: 
• Audit Location, Country & City 
• Audit Category 

At Level 2 information from lower levels and the foftowing information wil be shared: 
AudHype 
Audit Objective 

At Level 3 information from lower levels and the folk>wing il formation w il be shared: 
• Audit Report Summary 
1 Do Findings Exist in the Audit Report 

At Level 4 information from lower levels and the folk>wing i'l formation w ill be shared: 
• Audit Checkist Colums (Type, System, Processes, Deliverables) 
1 Audit Report Columns (Findings, Class) Onty finding rows where Propriet1uy ::: No 

At Level 5 information from low er levels and the following il formation will be shared: 
1 Audit Report Columns (Comment) Onty finding rows where Proprietary ::: No 

CTTI CONFIDENTIAL

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 
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Confidentiality Concerns 
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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 

Type of Audit Examples Request Approval 

Schedule 

Planning 

Auditor 

Selection Prepare Conduct Report 

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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Why would an organisation participate? 
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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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