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AGENDA

● History – learnings from the past

● Influencing trends

● Regulatory Focus and Current Initiatives

● Focus on QMM and DI
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HISTORY - LEARNINGS FROM REGULATORY CITATIONS

Highest Frequency:

▪ Records and Reports
▪ Laboratory Controls 
▪ Equipment
▪ Organisation and Personnel

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-references/inspection-observations

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-references/inspection-observations
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HISTORY - LEARNINGS FROM REGULATORY CITATIONS

Quality System (Standard Operating 
Procedures), Deviations Management and 
Investigations emerge as the areas with 
the most deficiencies

Top 10 MHRA Citations 2019 (By Chapter Reference) 
(Source: MHRA 2019 Deficiency Data)
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WHAT HAS INFLUENCED THIS NEW DIRECTION IN 
REGULATORY APPROACH?
● From the desire to ensure a robust and effective Quality System?

● From historical deficiencies?

● From the increased knowledge and awareness of culture?

● From the global nature of our supply chains?

● From the overarching drive for high quality, safe and effective medicines?

● Continued issues with Data Governance?

● Most likely, all of these and more…
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 “Compliance is a behaviour”

Laura Squire, Chief Quality & Access Officer, MHRA
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TRENDS OF TODAY

● Pharma 4.0

● Outcome Based Co-operative Regulation

● Cultural Excellence and Quality Culture/Climate

● Sustained Quality Management Maturity

● Quality Management & Data Integrity Maturity Assessment Models
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TRENDS – PHARMA 4.0

● Pharma 4.0
• Digital Maturity

• Data Integrity

● Culture incorporated 
into the Op Model

Pharma 4.0 Operating Model | Industry 4.0 | ISPE | International Society for Pharmaceutical Engineering

https://ispe.org/initiatives/pharma-4.0
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TRENDS – OUTCOME BASED CO-OPERATIVE REGULATION

Professor Christopher Hodges describes the key elements as:

● Supporting people

● Intrinsic motivations with supportive interventions

● Building trust

● Involving everyone
Christopher Hodges | Faculty of Law (ox.ac.uk)

Outcome-Based Cooperative Regulation | The Regulatory Review (theregreview.org)

https://www.law.ox.ac.uk/people/christopher-hodges-obe#:%7E:text=Christopher%20Hodges%20is%20Emeritus%20Professor,Fellow%20of%20Wolfson%20College%20Oxford.
https://www.theregreview.org/2023/01/02/hodges-outcome-based-cooperative-regulation/
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TRENDS – CULTURAL EXCELLENCE & CLIMATE

ISPE Cultural Excellence

● Advancing Pharmaceutical Quality (APQ) Program builds on the ICH Q10 PQS 
model to incorporate cultural excellence.

● Working through 6 Dimensions of Cultural Excellence to deliver sustained 
quality management performance.  

● Integration of Operational Excellence with Cultural Excellence

● Supported by industry led approach for assessing and improving Quality 
Management Maturity
• Assess->Aspire->Act->Advance

ISPE Cultural Excellence - APQCULTDL-Watermarked-1105355.pdf`

about:blank
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TRENDS – CULTURAL EXCELLENCE & CLIMATE
CIPD’s Quality Culture

● Organisational climate – “the way an individual understands their workplace 
guides their behaviour”

● Strong links and overlap between climate and culture

● Defined and considered through a number of dimensions 
• Safety climate
• Innovation climate
• Learning climate
• Ethical climate
• Inclusion climate

● Recognises importance of leaders in influencing climate

organisation-culture-change-factsheet_20230322T163219.pdf

about:blank
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TRENDS – SUSTAINED MATURITY 

● How do you sustain the maturity level of your QMS/PQS within an ever evolving 
regulatory landscape?
• Focus on continuous improvement, innovation and (some level of) investment

• There is a need to understand and measure maturity.

• Development of enhanced KPIs and metrics for better decision making.

● Reduces risk of non-compliances or recalls

● Could lead to reduced regulatory burden via risk based inspection approaches 
(and OBCR)
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TRENDS – QUALITY MANAGEMENT MATURITY
WHY QMM?
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TRENDS – QUALITY MANAGEMENT MATURITY
Quality management maturity is the state attained when drug 
manufacturers have consistent, reliable, and robust business processes to 
achieve quality objectives and promote continual improvement

CDER has proposed the development of a rating 
system that will help encourage drug manufacturers 

to achieve QMM at their facilities. 

Source: CDER Quality Management Maturity
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TRENDS – QUALITY MANAGEMENT MATURITY
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TRENDS – QUALITY MANAGEMENT MATURITY
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TRENDS – QUALITY MANAGEMENT MATURITY
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DATA INTEGRITY MATURITY ASSESSMENT (DIMA)
2
1

in partnership with:
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ISPE GAMP® MATURITY MODEL
• Repetitive process to demonstrate 

improvements
• Key Topic Areas

• Culture
• Governance and Organisation
• Strategic Planning and Data Integrity Project
• Regulatory
• Data Life Cycle
• Data Life Cycle and Supporting Processes

• 5 Levels (1-5)
• 38 Questions

2
2
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DIMA PROCESS
2
3

Design

Analysis

Delivery

Report

Action 
Planning

Action 
Monitoring

Size, structure, coverage, analysis, timing etc

Facilitation, execution and delivery

Collation and independent analysis of results

Independent report generation and 
industry benchmarking

Facilitated client actions workshop

Client progress monitoring

Define next DI Maturity 
Assessment cycle
e.g. 6 months / annual
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2
4

NSF_Taster_DIMA

RAPID & INFORMATIVE

https://www.surveymonkey.co.uk/r/NSF_Taster_DIMA
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DEMONSTRATING IMPROVEMENT

• Comparing to previous DIMA
• DI Improvement

• Learn and apply
• DI Reduction

• Provide attention

• Rehearse for Inspections
• Show you take DI seriously
• Show you are improving
• Show your Data Governance system is 

comprehensive
• Show you are on top of DI

2
5
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FINAL THOUGHTS…
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THANK YOU!
satkinson@nsf.org

If you would like to know more about the QMM or 
DIMA services, and how we can help you, please 

contact:

Dr Samantha Atkinson
Executive Vice President, NSF

satkinson@nsf.org
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