Risk Management Services

Improve Quality Assurance, GxP Compliance
and Validation outcomes through effective
Risk Management Strategies

Regulatory agencies have embraced the application of risk management
across GxP compliance, quality assurance, validation, product design/
development and computerised systems.

Companies are now expected to justify their compliance position based on risk based strategies and
management. SeerPharma risk management services focus on assessing and improving the effectiveness
of quality assurance, optimising GxP and validation activities and adding real value to compliance programs.

Our clients leverage vital resources, work on the right issues and optimize compliance budgets.

SeerPharma has a range of risk management services that put you in control as you integrate risk
management into your business quality assurance processes.

SeerPharma can assist clients with:

* Risk management master planning to formalize an approach to risk management
* Implementing the principles of ICH Q9

* Gap analysis to identify and mitigate real compliance risk

e (Jualifying CAPAs and deviations using risk assessment

e Developing appropriate quality risk management tools

e Implementation of risk mitigation activities

* Risk management training for all GxP needs

The outcomes that clients achieve through a risk management approach to quality assurance and
validation include:

e Improved control of the business

e Targeted validation testing to ensure the most economic outcome

* Improved efficiency in risk management processes

e A risk based validation strategy meeting new regulatory requirements

e Improved staff understanding of roles and requirements in risk processes

e Strategic and efficient use of resources

Ultimately risk management is used as a strategic planning and control tool.
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