
ERP/BUSINESS 
SYSTEMS VALIDATION

ERP and Business Systems are vital components to running 
and growing a successful business. Risk and reliance on key 
IT systems has increased as IT systems have been elevated 
to a position of business enabler; delivering critical business 
information at a key stroke to decision makers. 

The majority of ERP and Business Systems being implemented 
today include many elements of GxP criticality and as such are 
being exposed to increasingly intensive regulatory (FDA, MHRA) 
scrutiny with resultant regulatory exposure and signifi cant business 
risk and impact.

By understanding our client’s business and the inherent compliance 
risks, we lead, support and tailor our services to deliver a high 
integrity, scalable and pragmatic lifecycle validation solutions.

Our support of your project can be adapted to your needs and 
resource gaps within your project. Clarity can provide a fully staff ed 
project team from: 

Project Management Focus

Project management focus 
aims to manage project 
risk and ensure the project 
delivers on time, in full and in 
line within a planned budget. 
The integration of project 
practices with other partners 
is a key part of our process to 
ensure the whole project team 
is performing at the highest 
level.

Operational Landscape 
Focus

Operational landscape focus 
ensures that all associated 
business processes are 
adequately fulfi lled within 
the SAP modules and where 
appropriate regulatory 
compliance ensured.

•	 Finance

•	 Sales Distribution 

•	 Materials 
Management 

•	 Quality Management

•	 Controlling 

•	 Production Planning

•	 Warehouse 
Management

•	 Human Resource

•	 Project Management,

•	 Strategic Principal 
Consulting,

•	 Validation Consultants, 

•	 Testing Resources 

•	 Independent in-
project Auditors 

All of which will be designed to provide you with confi dence of 
compliance and operation on day 1.  Our programme involves the 
eff ective management and focus of four business critical issues, 
these are:

Business Focus

The objective of business focus is to ensure project deliverables 
are combined into an integrated business validation and 
compliance process. The key drivers for this are minimisation of 
business interruption and compliance to external business audit 
requirements, both GxP and SOX.



We offer courses in two 
formats, these being:

Our courses include:

•	 GAMP & Computer 
Systems Validation

•	 Business Systems 
Validation

•	 21 CFR Part 11 – Electronic 
Records and Electronic 
Signatures

•	 Preparing for and hosting 
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Technical and Regulatory Focus

Technical and regulatory focus seeks to develop a controlled development of an ERP/Business System 
design. The system must be reliable and fit for purpose in line with the project objectives and regulatory 
requirements. Key drivers are management of project deliverables to technical standards, achieving and 
maintaining the GxP licence to operate, and financial regulatory compliance (Sarbanes Oxley).

Our practices follow a structured method to achieving technical and regulatory assurance, improving 
the reliability and availability of business critical systems. Regulatory compliance protects your corporate 
image, shareholder value and your manufacturing license.

Our programme consists of a set of techniques used to manage an ERP/Business System project. The 
aim is to drive out action plans to ensure seamless integration of new technology, operating practices 
and procedures into the organisation.

Our consultants are experienced in applying standard ERP implementation methodologies and can 
dovetail into your project team, to lead, drive or deliver the component parts of a successful ERP/
Business Systems implementation.

Our risk based approach to criticality assessments and associated validation strategy ensures a cost 
effective approach to ERP/Business system compliance. We focus effort and resources on critical areas 
resulting to reduce validation costs for the project.

With an integrated approach to organisational change, project management and validation Clarity 
Compliance Solutions can deliver the greatest business benefit in terms of business operation, project 
outcome and audit exposure.

Project Definition

Testing Design

Cut-Over & Release Business Blueprint
Business 

System Project 
Phases

Business Systems Validation
Post Cutover

•	 Principles of post customer 
validation

•	 Cutover report
•	 Performance reporting 
•	 Change control

Project Definition

Project Assessment Process
•	 Government principles for ERP 

projects
Validation Planning
•	 Master validation plan
•	 Module validation plan
•	 Quality plan
Risk Assessment 
•	 Module & transactional code GxP 

evaluation
•	 Transaction code evaluation

Business Blueprint 

•	 Specifying/requirements capture
•	 Introduction to requirements capture
•	 User requirements
•	 Module functional requirements
•	 System landscape requirements
•	 Master date requirements
•	 Security (Authorisation requirements)

Design

•	 Software design specific icons
•	 Interface specifications
•	 Workflow specifications
•	 Data migration specifications
•	 Reports & farms specifications
•	 Authorisation specifications
•	 Configuration specifications

Testing

•	 Installation Qualification (IQ) & reporting 
•	 Operational Qualification (OQ) & reporting
•	 Performance Qualification (PQ) & reporting
•	 Cutover Qualification (CQ) & reporting
•	 Transaction tests (BPPs)
•	 Enhancements test specifications
•	 Interface tests
•	 Workflow tests
•	 Data migration (Conversion) tests
•	 Reports & forms tests
•	 Authorisation tests 

Release & Use Cutover

•	 Introduction to cutover & release of 
systems to operational use

•	 Cutover planning
•	 Module validation reports
•	 Cutover simulation (plans)
•	 Cutover activities
•	 Release notes
•	 Introducing training 
•	 Project team training
•	 End-user training
•	 Data harmonisation & migration


