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Breakout D: Quality Risk Management

Introduction

• Structure of this session

- Goal & Key messages

- 15 min

- Discussion in sub groups

- 80 min

- Breakout report
Clarity on key messages, Concerns, Need for clarification, Feedback

- 25 min
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Breakout D: Quality Risk Management

Goals of this Breakout

• Facilitate understanding of the QRManagement

process

- Using example of the case study describe the QRM 

process

- Ability to use the QRM process cycle in your 

organisation i.e. Development, Assessment, 

Manufacturing, Inspections / Audit

• Facilitate understanding of the linkage between QRM 

and knowledge management

• Feedback to Q-IWG
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Breakout D: Quality Risk Management

Key Message - Why use QRM?

Use of QRM can improve the decision making 

processes from development, technical transfer, 

manufacturing, post approval changes and 

throughout the entire product life cycle
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Breakout D: Quality Risk Management

Key Messages

• Quality Risk 

Management is the 

full process

• Quality Risk 

Assessment, Control, 

Review etc. 

represent only 

individual steps
Risk Review
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Breakout D: Quality Risk Management

Key Messages

• QRM is an iterative process and not a one off activity

• Utilisation of QRM activities should lead to a greater 

assurance of quality through risk control 
- Facilitate the awareness of risks

- Risk does not go away

- Risk can be predicted, prevented and controlled

• QRM processes should 
- Focus on what is important to establish the manufacturing process 

and controls and maintain them over the life cycle

- Be integrated in Pharmaceutical Quality System elements
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Breakout D: Quality Risk Management

Key Messages

• QRM used by company can provide regulators 

with greater assurance of a company’s product and 

process understanding and the ability to assure 

quality of manufactured products

• QRM should be used by regulators (both 

assessors and inspectors) to guide regulatory 

activities independent of the industry utilisation of 

QRM
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Breakout D: Quality Risk Management

Key Messages

• Regulators should use QRM methods appropriately to 

reach rational and justified regulatory decisions e.g.

- Risk based regulatory decisions
(suspected quality defects etc.)

- Assessment of regulatory filing 

- Planning and conducting of inspections 

- Prioritisation of inspection findings
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Breakout D: Quality Risk Management

Opportunities to apply Quality Risk Managements

QRM in the Product Life Cycle
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Breakout D: Quality Risk Management

Key Messages

Two primary principles of QRM are

• The evaluation of the risk to quality should be based 

on scientific knowledge and ultimately link to the 

protection of the patient 

• The level of effort, formality and documentation of the 

quality risk management process should be 

commensurate with the level of risk
ICH Q9
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Breakout D: Quality Risk Management

Key Messages

• Reduce subjectivity of implementing QRM by making sure the 

right people are at the table

(e.g. multi-discipline, include respective stakeholders, as applicable)

• Use QRM methods appropriately and present the conclusions and 

justifications clearly 

- Be clear and consistent in wording / terms used based on 

internationally agreed definitions

- Transparency on the logic of the methodology and the decision 

making

- QRM can not be used to justify failure 

• Use QRM proactively for increasing the knowledge of your 

product and processes
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Breakout D: Quality Risk Management

Linkage between QRM and 

Knowledge Management

Definition on Knowledge Management

Systematic approach to acquiring, analysing, storing, 

and disseminating information related to products, 

manufacturing processes and components

(ICH Q10)
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Breakout D: Quality Risk Management

Linkage between QRM and 

Knowledge Management

• Risk assessment as part of QRM in relation to knowledge 

management can be linked to

- Identifying data to be collected (risk identification)

- Analysing raw data (risk analysis)

- Evaluating the results from measurement will lead to information 

(risk evaluation)

• New information should be assessed and the risk control 

decision captured (risk review and risk control)

• Knowledge management facilitates risk communication among 

stakeholders 
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Breakout D: Quality Risk Management

Linkage between QRM and 

Knowledge Management

• In conjunction with QRM, Knowledge Management 

as systematic activity can facilitate e.g.

- Usage of prior knowledge (including from other similar products)

- Development, implementation and maintenance of the 

Design Space and Control Strategy

- Technology transfer

- Continual improvement of the product and manufacturing 

processes across its life cycle 

- Continual improvement of Quality System elements 

(including documentation)
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Breakout D: Quality Risk Management

Breakout in sub-teams

• Assessors

• Inspectors

• Manufacturing

• Development

• Others
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Breakout D: Quality Risk Management

Topics to discuss in the sub teams

• Introduce yourself and tell your expectation for 

this QRM breakout
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Breakout D: Quality Risk Management

Which QRM step this example belongs to?
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Breakout D: Quality Risk Management

Which QRM step this example belongs to?
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Breakout D: Quality Risk Management

Which QRM step this example belongs to?
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Breakout D: Quality Risk Management

Which QRM step this example belongs to?
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Breakout D: Quality Risk Management

Which QRM step this example belongs to?
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Breakout D: Quality Risk Management

Which QRM step this example belongs to?
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Breakout D: Quality Risk Management

Topics to Discuss

1. What is the benefit using QRM in development, 

assessment, manufacturing and/or inspection?

2. What is the expectations of the level of training and 

understanding for regulators and industry in order to use 

the methods appropriately?

3. How to link quality risk management to knowledge 

management?

4. What level of detail on QRM need to be included in a 

submission (general / case by case)?
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Breakout D: Quality Risk Management

Topics to Discuss

A. How can industry demonstrate the robustness of a QRM 

process?

Aa) In regulatory filing?

Ab) In manufacturing operations?

B. How does an assessor independently evaluate the 

companies risk management conclusion?

C. How could inspectors use QRM principles to align risk based 

decisions?
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Breakout D: Quality Risk Management

Feedback to ICH Q-IWG

• Are we clear with the key messages? Yes / No

• Are there practical concerns on implementation?

(e.g. on harmonisation among regions needed, by 

region/local issue)

• Where is more clarification required for practical 

harmonised implementation?
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Breakout D: Quality Risk Management

Did we meet the goals?

• Facilitate understanding of the QRManagement

process

- Using example of the case study describe the QRM 

process

- Ability to use the QRM process cycle in your 

organisation i.e. Development, Assessment, 

Manufacturing, Inspections/Audit

• Facilitate understanding of the linkage between QRM 

and knowledge management 

• Feedback to Q-IWG

© ICH


