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Background to Clarity

 Formed in 2011
— Consulting since 1999

* Service Areas
— Quality & Compliance
— Training
— Project Management
— Health and Safety

* Operated in UK, Europe, Asia, Russia

« Clients in Pharmaceuticals, Biotech, R&D, Generics,
Blood, Medical Devices and Technology providers
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Our Services

* Service Areas * Delivery type

— Quality & Compliance — Auditing (internal)
* Data Integrity — Supplier Auditing (external)
« Computer Systems Validation _ System Health Check
* Business Systems Validation . _
* Quality Management Systems — Strategic Consulting

— Project consulting

— Training _ Training
« DI/CSV/ICSV/BSV . In-house
« Auditing Computer Systems . External

» GMP/GLP/IGCP * Online Data Integrity
* Online training . Online GMP

— Project Management * DI Training Course — Cardiff
Heath and Safet — 23rd November 2017
- nealn and saiely _ Holiday Inn Cardiff North
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Example Clients
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« Actavis
 Aesica
 Aspen

« Astellas

« AstraZeneca
 Becton Dickinson

 Belfast Health and
Social Care Trust
(Blood Bank)

« DCB Taiwan
 Elsevier
 Escubed

* Fuijifilm

e Futura Medical OTC

« GE Healthcare UK,
Ireland
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Generics UK
GSK

IVAX

Merck Ireland
MicroPharm
Nemaura

NHS Wales
Informatics Service

Norgine

Norton Healthcare
Novartis OTC
Pfizer EFSS
Pfizer PGM

Pfizer R&D
Pharmaron
Quality Context

Quality Context
Reckitt Benckiser
Stryker

Terumo BCT
Thornton Ross
Tilomed

TEVA

Torbay
Pharmaceuticals

Vericore

Welsh Blood
Service

Yokogawa
(Singapore)



How we work — Agile Affiliation

compliance solutions

Affiliate Network <:>

Industry Experts

Thought Leaders e.g.
GAMP Chairman/Editor
GAMP FDA CSV Trainer
GAMP DI SIG members
GAMP MES SIG Chairman

Ex- MHRA Inspector

Consultant pool
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Principal Consultants

'

Lead Consultants and
Project Managers

'

Coordinators and
Practitioners

<:> Capability Partners

eDMS
XL Validation tool

Recruitment

GMP/GCP/GLP
Trainers

Health & Safety

Contract Laboratory

“If we can’'t — we know a (trusted!) person who can!”

© Clarity Compliance Solutions Ltd October 2017



clarity

compliance solutions

Strategic Objective — Wales 2 Wales

* MicroPharm * Pharma Client
— Data Integrity Training — CSV Consultant
— Data Integrity Policy * Data Integrity Support

— Data Integrity Program Set-up » LSV Project Support

« Fast tracked utilising Clarity DI Toolkit
— Data Integrity Program Auditing

* Technology Company (new)
— Support Mechanism in place

— Ready to respond
* NDA/supplier set-up

— Deployment validation partner
— Customer confidence
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Thank You I
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Any Questions
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Presenter

David Thompson
Principal Consultant
Clarity Compliance Solutions Ltd

Email: David.thompson@clarity-compliance.com
Mob: +44(0)7725744636
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