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Prof. Dr. Ayelt Komus

• Professor of Organization and Information Systems

• 15+ relevant international studies, 50+ publications,
100+ keynotes/ lectures, 150+ interviews/ media reports

• Co-Initiator of „Modellfabrik Koblenz“ (Model factory Koblenz)

• Scientific director of data center - University of appl. Sc. Koblenz

• Certified Scrum Master (3 organizations)

• Scientific advisory board Heupel Consultants

• Advisory board member „Projektmagazin“
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Current Initiatives (sorry, mostly German)
Studien
 Mein Digital Profil www.mein-digital-profil.de
 Stacey Portfolio Analyse www.process-and-project.net/spa
 Status Quo Agile www.status-quo-agile.net
 Agile Procurement Survey www.process-and-project.net/agile-procurement-survey
 Multitasking im Projektmanagement 
 Agiles PMO 
 Erfolgsfaktoren im Projektmanagement –

Studie zum evidenzbasierten Projektmanagement
 Metastudie BPM-Quintessenz
 Prozess-/IT-Management in Chemie/Life Science 
 IT-Radar für BPM und ERP
 …
Workshops
 Agile Methoden im PM (7. November 2017)
 Agiles PMO (8. November 2017)
 BPM-Compass (28. September und 17. Oktober 2017)
 Projektmanagement Erfolgsfaktoren (Inhouse)
 Agiler Einkauf (29. September und 8. November 2017)
 Interactive Web-Seminar: Fundamentals Of Agile Methods And Scrum (10. Nov.)

11. Praxisforum Prozess- und IT-Management (12. Juni 2018) www.praxisforum.eu
3. Praxiswerkstatt Digitalisierung und Agilität (13. Juni 2018) www.praxiswerkstatt.eu

www.process-and-project.net/studien

www.process-and-project.net/workshops

www.process-and-project.net

http://www.status-quo-agile.de/
http://www.process-and-project.net/spa
https://www.process-and-project.net/agile-procurement-survey
http://www.praxisforum.eu/
http://www.status-quo-agile.de/
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Projektumfeld-Studie

Was macht Ihnen im Projekt das Leben schwer?
Was läuft gut?

Wo sollten Organisationen und PMOs ansetzen?
Studie mit dem Projektmagazin - ab 25. September.

Teilnehmer profitieren von Studienbericht und Workshop-Verlosung.

www.projektmagazin.de/oekosystem-projekt

www.projektmagazin.de/oekosystem-projekt
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My Digital Profile

Digitale Vision

Digitales Produkt und
Geschäftsmodell

Management des
digitalen Wandels

Kultur und Werte

Agile Fähigkeiten

Soziale Medien und
Kundeneinbindung

Kundenausrichtung

Vernetzung

Daten- und Technologie-
Kompetenz

Digitale Prozesse und
Zusammenarbeit

Ihr Digital Profil

Ihr individuelles Ergebnis Durchschnitt aller Teilnehmer

1        2      3        4       5

www.mein-digital-profil.deStand: Sept. 2017



10www.komus.de© Ayelt Komus @AyeltKomus

My Digital Profile – 10 Dimensions of Skills

Digitale Vision

Digitales Produkt und
Geschäftsmodell

Management des
digitalen Wandels

Kultur und Werte

Agile Fähigkeiten

Soziale Medien und
Kundeneinbindung

Kundenausrichtung

Vernetzung

Daten- und Technologie-
Kompetenz

Digitale Prozesse und
Zusammenarbeit

Durchschnitt aller Teilnehmer ( n = 159 )

1        2      3        4       51        2      3        4       5

Average of all participants (n=159)

very
advanced1        2      3        4      5

very
elementary

Comment concerning the Scale

www.mein-digital-profil.de Stand: Sept. 2017

Digital Vision

Management of
Digital Transition

Culture and Values

Agile Skills

Social Media and
Customer Integration

Customer Orientation

Networking

Data and Technology
Competence

Digital Processes
and Cooperation

Digital Product and 
Business model

http://www.heupel-consultants.de/
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My Digital Framework

MDF - Mein Digital Framework
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Agenda

 Limitations And Problems
With Classic Project Management

Agility As An Answer

Agile = Poor Quality And Documentation?

Hybrid Practices

Agile And Regulated
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Limitations And Problems
With Classic Project Management
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3 things we wish were true… 

 The customer knows what he wants
 The developers know how to build it
 Nothing will change along the way

3 Assumptions….

3 things we have to live with…

 The customer discovers what he wants
 The developers discover how to build it
 Things change along the way

Source: Henrik Kniberg

http://commons.wikimedia.org/wiki/File:Change.jpg?uselang=de
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Planning Horizon And Level Of Detail (1/3)

Based on idea of Schlereth, CanDo

Today Future

increasing vagueness
Uncertainty of

knowledge/
prediction
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increasing vagueness
Uncertainty of

knowledge/
prediction

Today Future

reasonably predictable
Level of detail

planning

Based on idea of Schlereth, CanDo

Planning Horizon And Level Of Detail (2/3)
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increasing vagueness
Uncertainty of

knowledge/
prediction

Excess
planning

Today Future

Planning Horizon And Level Of Detail (3/3)

Based on idea of Schlereth, CanDo

reasonably predictable
Level of detail

planning
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Consequences – Excess Planning

Consequences and risks
“excess planning”

• “Waste”

• Devoutness to plans

• Little learning effects
(no checkpoints, 
no predetermined 

breaking point)

• …

Based on idea of Schlereth, CanDo
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Typical Waterfall Symptoms

 Unsatisfying and changing quality, documentation, …

 PM-Process is perceived as a burden

 Problem of underestimation / unrealistic plannings

 Watermelon effect

 90%- Syndrome

 Inevitable changes are delayed

 Low acceptance for results

 “loosing” the sponsors

 …
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Agility As An Answer
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Agile Manifesto

Quelle: http://agilemanifesto.org/, abg. 11.3.11
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Importance Of Agile Methods

Source: Status Quo Agile 2016/2017 www.status-quo-agile.net

Scrum is still the most common method.
DevOps is gaining in importance.

* (incl. Test Driven Development and Pair Programming)
(Responses from the categories “Consistently agile", “Hybrid" and

"Selective“ – single choice)

0% 20% 40% 60% 80% 100%

Scrum

Kanban ("IT-Kanban")

Lean

DevOps

Design Thinking

Extreme Programming (XP)*

Feature Driven Development

Lean Startup

Agile Moedling

Usability Driven Development

Adaptive Software Development

Unified Process (incl. RUP, AUP, OUP)

Dynamic System Development Method

Crystal

How important are the following methods for your area?

Very Important to my
area

Is used in my area next
to other methods

Low importance in my
area

Not relevant in my area

No statement

n= 707

n= 705

n= 688

n= 677

n= 683

n= 682

n= 698

n= 668

n= 674

n= 677

n= 668

n= 660

n= 671

n= 675
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Fields Of Application And Usage

Source: Status Quo Agile 2016/2017

Agile methods are no longer used only in software 
development

(Responses from the categories “Consistently agile", “Hybrid“ and
“Selective" – multiple choice)

90%

21%
27%

82%

40%
34%

0%

20%

40%

60%

80%

100%

Software-Development Other IT-related topics
(for example SAP-projects)

Activities without specific references to IT

In which areas do you use agile methods/ project management? 

2014 n=387 2016 n=720

www.status-quo-agile.net
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Improvement Of Results And Efficiency Due To Agile Methods

Again the vast majority of respondents see 
improvements through agile methods.

Source: Status Quo Agile 2016/2017

for comparison
SQA 2014
Yes: 80%
No: 7%
N.sp.: 13%

(Responses from the categories “Consistently agile", “Hybrid“ and
“Selective" – single choice)

73%

12%

15%

Yes No Not specified

n=733

Did the usage of agile methods lead to improved results and efficiency?

www.status-quo-agile.net
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Success Rates Agile Versus Classic PM

Agile methods are also clearly superior regarding Quality of results, 
Customer satisfaction, and Accuracy of evaluation of progress

Source: Status Quo Agile 2016/2017

0%

10%

20%

30%

40%

50%

60%

70%

80%

90%

100%

Quality of
results

Teamwork Planning
security

Efficiency Velocity Time to
market

Ability to
innovate

Customer
satisfaction

Accuracy of
evaluation
of progress

Overall
performance
of method

Sum of the "very good“ and "good“ ratings

Scrum Kanban Design Thinking Extreme Programming DevOps Lean Feature Driven Development Classic Project Management

n: see individual evaluations*
(Responses from the categories “Consistently agile“, “Hybrid“, “Selective“ and 

“Consistently classic project management“ – single choice)

www.status-quo-agile.net
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Reasons For Not Using Agile Methods

Often, there is no know-how or initiative to tackle the issue

Source: Status Quo Agile 2016/2017

(Responses from the category “Consistently classic project
management” – single choice)

1%

5%

6%

7%

10%

11%

12%

16%

33%

0% 5% 10% 15% 20% 25% 30% 35%

We tried it and had bad experiences

I don’t know

We are not convinced of the methods

The external support is too expensive

The effort is too high

We have not informed us about these methods

Other

Almost unknown

We plan to deal with that topic

Why do you not use agile methods? 

n=121

www.status-quo-agile.net
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Agile = Poor Quality And Documentation?
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0% 20% 40% 60% 80% 100%

How much do the following statements correspond to your opinion?

I agree absolutely I agree I do not agree I do not agree at all no answer

n=724

n=721

n=722

n=722

Agile methods lead to a lower quality of results

Agile teams are undisciplined

Agile methods are a passing trend

The use of agile methods goes hand in hand with 
insufficient planning

Agile Methods And Quality, Documentation

Quelle: Status Quo Agile 2016/2017

Quality, Discipline, Insufficient Documentation and
Planning are hardly an issue

www.status-quo-agile.net

Agile teams are undisciplinedThe use of agile methods goes hand in hand
with insufficient documentation
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DoD – Definition of Done

1. Code produced (all ‘to do’ items in code 
completed)

2. Code commented, checked in and run 
against current version in source control

3. Peer reviewed (or produced with pair 
programming) and meeting development 
standards

4. Builds without errors
5. Unit tests written and passing
6. Deployed to system test environment and 

passed system tests
7. Passed UAT (User Acceptance Testing) and 

signed off as meeting requirements
8. Any build/deployment/configuration changes 

implemented/documented/communicated
9. Relevant documentation/diagrams produced 

and/or updated
10. Remaining hours for task set to zero and 

task closed

Sprint Review: Done means Done!
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2%

3%

3%

4%

8%

14%

16%

27%

28%

31%

35%

40%

42%

47%

61%

0% 10% 20% 30% 40% 50% 60% 70%

Compliance reasons

Demand by market partners

Demand by supplier

Not sure

Other

Everyone does it

Demand by customer

Frustrated with classical project management activities

Improve creativity

Improve predictability

Improve value of products

Improve team morale

Reduce project risk

Improve quality

Improve time to market

Why did your organization decide to work with agile methods?

n=784

Reasons To Use Or Not To Use Agile Methods

Quality, Risk minimization and predictability are often the motives 
for using agile methods

Reduce project Risk

Improve Predictability

Improve Quality

(Responses from the categories “Consistently agile”, “Hybrid” and
“Selective” – multiple choice)

Source: Status Quo Agile 2016/2017 www.status-quo-agile.net
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Quality in Agile Methods

Definition
of

Done

Retrospectives

Learning by
short cycles Reviews

Culture
„Inspect and Adapt“
„Done means Done“
„Freedom from Debt“

Acceptance
Criteria
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Hybrid Practices
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Fields Of Application And Usage

Source: Status Quo Agile 2016/2017 www.status-quo-agile.net

Only a minority uses agile methods consistently 
“by the book”.

20%

37%

31%

12%

In which form do you use agile methods in your area to plan and execute
projects/ development processes?

Consistently agile

Hybrid

Selective

Consistently classic project
management

n=902
(Responses from the categories ”Consistently agile“, ”Hybrid“, ”Selective“ and

”Consistently classic project management“ – single choice)
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Usage Of Agile Techniques

Source: Status Quo Agile 2016/2017 www.status-quo-agile.net

Many very common techniques can also be used 
in classic project management

(Responses from the categories “Consistently agile“, “Hybrid“ and 
“Selective“ – multiple choice)

85% 84% 83% 80% 78% 78% 77% 75% 73%
68%

62% 62% 59% 57% 55% 54% 50% 47% 45% 42%
38%

18% 17% 14%
6%

0%

10%

20%

30%

40%

50%

60%

70%

80%

90%

100%

n=222

Which agile practices do you use?
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“Water–Scrum–Fall”

…

Realization

Scrum– –

Delivering

Fall

Gantt

PSP

Planning

Water
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Combining Agile And Classical Processes

Quelle: Heupel Consultants
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Agile And Regulated
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Verification/ Validation

Verification / Validation

Verification/
Validation

V-Model for prospective validation -
Sequential approach, each phase completed

Development
Specifications

Configuration
Customizing  
Development

Functional 
Testing

Integration 
Testing

User 
Requirements

Functional 
Specifications

Module-/ 
Development -

Tests

Risk Analysis

Classical Approach
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Requirements from GAMP 5

 “Formal (change) control should not be introduced
too early during development in order to minimize
non-productive work during what are naturally
iterative or evolutionary processes.”

 “At the end of the development phase document
review and approval should act as the formal 
verification that the document content is
complete, accurate, and fit for intended use.”

 “Changes made during approved prototyping work
are exempt and should be subject to these
controls only when they become documented design 
proposals.”

Quotes from GAMP 5 regarding Agile
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Sprint

Quelle: Komus/Komus, CHEManager

Speci-
fication

Veri-
fication

Build

Sprint As A Small Waterfall („V“)
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Scrum cycle with sprint for formal proof in regulated environment

Possible Adapted Validation Procedure 

Quelle: Komus/Komus, CHEManager:
http://www.chemanager-online.com/en/topics/pharma-biotech-processing/scrum-regulated-environment 

G
o-

Li
ve

 (F
irs

t I
nc

re
m

en
ts

)

Focus:
Function (tested)

Focus:
Function (tested)

+ formal documentation

Focus:
Function (tested)
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Close contact with people involved in the projects
 Direct user input for the formulation and prioritization of user 

requirements 
 Testing of the product at the end of each sprint cycle
 Early user involvement and knowledge transfer

Good Arguments For Using Scrum

No accumulation of incomplete documentation
 With the end of the sprint all tasks have to be completely finished

(for example with documentation and approval)
 No postponing of documentation

http://commons.wikimedia.org/w/index.php?title=File:Emblem-paragraph.svg&page=1&uselang=de

Accordance of documentation and actual updated
technical and organizational system ! 
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Connect With Me In The Scoial Networks

Study Reports, Events
(mostly German)

www.process-and-project.net

www.komus.de

www.heupel-consultants.de

Twitter: @Ayelt Komus
Xing: www.xing.com/profile/Ayelt_Komus

LinkedIn: http://de.linkedin.com/in/komus

Disclaimer. All statements in this presentation have been worked out with great care.
However they are my/our personal point of view. They are in no way specific recommendations.

No obligation or liabilty can be derived in any form.

http://www.process-and-project.net/newsletter
http://www.twitter.com/AyeltKomus
http://www.xing.com/profile/Ayelt_Komus
http://www.xing.com/profile/Ayelt_Komus

	 Agile meets Regulations �Clash or Synergy:�Agility and Regulatory Demands �in Pharma & Medtech companies 
	Prof. Dr. Ayelt Komus
	Current Initiatives (sorry, mostly German)
	Projektumfeld-Studie
	My Digital Profile
	My Digital Profile – 10 Dimensions of Skills
	My Digital Framework
	Agenda
	Foliennummer 13
	3 Assumptions….
	Planning Horizon And Level Of Detail (1/3)
	Foliennummer 16
	Planning Horizon And Level Of Detail (3/3)
	Consequences – Excess Planning
	Typical Waterfall Symptoms
	Foliennummer 20
	Agile Manifesto
	Importance Of Agile Methods
	Fields Of Application And Usage
	Improvement Of Results And Efficiency Due To Agile Methods
	Success Rates Agile Versus Classic PM
	Reasons For Not Using Agile Methods
	Foliennummer 28
	Agile Methods And Quality, Documentation
	DoD – Definition of Done
	Reasons To Use Or Not To Use Agile Methods
	Quality in Agile Methods
	Foliennummer 36
	Fields Of Application And Usage
	Usage Of Agile Techniques
	“Water–Scrum–Fall”
	Combining Agile And Classical Processes
	Foliennummer 42
	Foliennummer 44
	Requirements from GAMP 5
	Sprint As A Small Waterfall („V“)
	Foliennummer 48
	Good Arguments For Using Scrum
	Connect With Me In The Scoial Networks
	Mögliches angepasstes Validierungsvorgehen

