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Context

Á Increasing competitive pressure

Á High innovation levels and high efficiency

Á Low time -to-market

Á Industry 4.0, Lean Start up, Agile

Á Cyber-physical systems, increased complexity and 
dependency

Á Just agile teams are to small to build complex systems

Á Regulatory and organisational environment is becoming 
ever more demanding

Á Most agile delivery teams face compliance requirements 
(regulatory and/or organizational).

Á Strategy and governance steering is needed

WHY SCALED AGILITY IN REGULATED ENVIRONMENTS?
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Trends in Scaled Agility (11th State of Agile Report by Version One; April 2017)

OVERVIEW IN USAGE OF THE MOST COMMON AGILE FRAMEWORKS
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Trends in Scaled Agility (11 th State of Agile Report by Version One; April 2017)

REAL CHANGE SEEMS TO BE A BIGGER ISSUE WITHIN SCALED AGILITY 
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Agile Maturity (11 th State of Agile Report by Version One; April 2017)

SCALING AGILE IS USED VERY BROADLY, BUT HAS TO IMPROVE ON MATURITY
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Compliance meets Agile Development

Regulatory
Å Quality, safety, security, efficacy

Å Requirements&Specifications, 
mile stones

Å Verification and Validation

Å Inspections, audits, sign-off

Å Documentedquality
managementsystems(QMS)

Å Establishedprocesses

Å Full traceability

Å Metricsɀdefects, requirements
coverage, codecoverage

Agile
Å Individuals and interactions

over processes and tools

Å Working software (Solutions)
over comprehensive

documentation

Å Customer collaboration
over contract negotiation

Å Respondingto change
over following a plan

Welcome changingrequirementsȣ

UNDERSTANDING THE CHALLENGE
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VARYING LEVELS OF CRITICALITY, FROM SAFETY-CRITICAL TO SECURITY-CRITICAL 

Scaled Agility in Regulated Environments

ÁQuality: 
Have a managed process & established QMS

ÁSafety and Security: 
Transparency in Execution & Continuous 
Compliance

ÁEffectiveness: 
Manage Process & Solution variations, reduce 
waste and do exactly what is needed

ÁTraceability: 
Ensure process & product compliance

ÁVerification and Validation: 
Engineering based on Principles & Practices
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Quality : Have a managed process
ÅSystematic and responsive quality management to enable a controlled 

professional process; in fact establish an agile quality management system

ÅEstablish Organizational Process Focus: Learn, innovate and improve

ÅReliability and correctness of product; e.g. with emergent design
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Quality processes needed for agile organizations

Å Pilot, train and verify processes 

improvements & process changes.

Å Learn as a system, not as 

individuals.

Å Share available knowledge.

Å Use defined metrics.

Å Work with proven best practices.

Å Ensure that knowledge doesnõt 

get lost

Å Inspire people to question the 

status quo. 

Å Ensure feedback cycles and 

structured improvement of PAL.

PROCESSES FOR COMPLIANCE WITHIN REGULATED ENVIRONMENTS
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Activities as part of each process

Activities are the main element 

for process users; these 

descriptions have to be 

understandable and must 

contain: 

Á Role according the RASCI 

Á Phase performed 

Á Predecessor and successor 

activities 

Á Input and output work 

products. 

Activities do not contain any 

secondary information like 

ôHow to ...õ.; this belongs to a 

practice. 

APPLIED SAFE IMPLEMENTATION DETAIL
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Practices 

While activities tell you what to 

do, practices describe how 

something can be done.

Á A practice is a profound 

description of how to do 

something. 

Á A practice is a method or 

technique that has 

consistently shown superior 

results

Á Practice can evolve to 

become better as 

improvements are 

discovered. 

Á Practices indicates training

APPLIED SAFE IMPLEMENTATION DETAILS: STRUCTURED PRIORIZATIONWITH WSJF


