
Choose between our Pre-Conference 
Workshops or Agile Training Course  
11th February 2019

9:30 - 12:00
Workshop One:  
Map the Key Challenges During the Development 
Cycle to Decrease Your Time to Market 
Delivering a medical device to the market is a complex 
challenge, where too often the simplest development 
may transform into an endless resource drain on a 
medical device team. From identifying the market need 
to device validation and post-production activities, 
the checklist of milestones to be accomplished can 
become daunting.
Overcome the principle challenges faced during and 
post-development of a medical device by utilising 
the tips and tricks from real-life examples, to ensure 
you maintain regulatory compliance and end-user 
expectations throughout your agile development. 
Combat challenges in risk management, architectural 
design, verification and validation, effective 
documentation and preparing yourself for post-release 
life, by employing methods with peer-proven success. 
Session Objectives:
	Maximise the efficiency of your development 

activities as per the FDA Design Controls, using  
real-life case studies 

	 Understand the power of standard operating 
procedures beyond compliance 

	 Delivering your medical device is just the beginning: 
Prepare yourself for post-commercial life by learning 
from examples

	 Benchmark your own practices against the KIRO  
Link Project 

Workshop Leader: 
Ramon Alonso, 
Software Development Manager,  
Kiro Grifols   
A firm believer in robotics technology and what it can do to 
improve our lives, Ramon Alonso is a Software Development 
Manager at KIRO GRIFOLS – a GRIFOLS Group division, 
specialised in robotics providing new production and 
management capabilities for compounding activities. 
Joining in 2014, Ramon has been involved in the development 
of design projects for the US Market, including KIRO Oncology 
(PCD, Class II) and KIRO Link (MDDS, Class I). Through this, 
Ramon explored the common factors essential to deliver a 
product to the medical device market in a timely manner, 
always keeping safety and patient health in mind. Previously, 
Ramon was also involved in safety critical systems for highway 
tunnel monitoring and led several start-up projects for the 
healthcare and automation industries.

9:30 - 17:00 
FULL DAY TRAINING COURSE:  
Introduction to Agile Adoption for Regulated 
Medical Software: Business and Regulatory 
Impacts (Beginners Course)
How-To Topics
The Agile approach is well established in other 
industries; adoption of Agile in medical device 
development has been increasing in the past five years. 
Experience is showing that both quality and safety 
are improved when the development team is Agile, 
and that regulatory requirements can still be met. By 
walking through a safety critical project, Nancy Van 
Schooenderwoert and Brian Shoemaker will delve 
into several key areas for applying Agile in the medical 
device context, including:
	 Countering the village rumors
	 Understanding the REAL regulatory requirements
	 Agile is a mindset, not a canned method
	 Fitting together hardware and software 

development, and being Agile in both
	 Applying Impact Mapping and Story Mapping 

practices to chart the way 
	 Bringing everyone on board, not just software
	 Applying Agile to larger scale organizations / 
 projects
	Metrics - how to use them and what to avoid
Rather than focusing on any methodology class  
(Scrum, Kanban, Crystal, XP), this course aims to  
build understanding of the fundamentals which 
underlie all methods, so that teams can determine their 
own blend based on what works in their context, and 
address the issues which inevitably come up in Agile 
adoption. Practical illustrations will be demonstrated 
by use of specific tools, but the tools themselves are 
not the focus.
Who should attend?
	 Regulatory specialists
	 Functional managers - Software, Test, Hardware
	Other development specialists (mechanical, 

engineering, other)
	 Project managers (especially for  

cross-functional teams)
	 Software Developers
	 Business Analysts, requirements analysts
	 Product managers
	 Portfolio Managers
This will be an introductory course, and makes  
no assumptions about previous knowledge or 
experience with the Agile approach.
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12:00 - 13:00 
Networking Lunch Break

13:00 - 16:30 
Workshop Two:  
Ensure Product Quality by Implementing  
Effective Root Cause Analysis Techniques
Bad product quality can haunt companies long after 
release. Root cause analysis (RCA) on product quality 
issues is an indispensable step to avoid and prevent 
these from recurring. Unfortunately the medical device 
industry is struggling to conduct successful RCA 
both on product as well as process issues. Though 
being crucial to processes like CAPAs, companies 
fail to unlock the full potential of RCA techniques by 
limiting themselves to the usage of ‘quick and easy’ 
techniques only. This workshop is aimed at providing 
the primary training necessary to produce adequate 
problem statements, and demonstrate the power of 
several successful, but rarely used RCA techniques. 
This interactive workshop will challenge the participant 
to re-evaluate their RCA approaches in their own 
domain by completing hands-on group exercises, 
complimented with real-life RCA case studies from  
the regulated device industries.
Session Objectives:
	 Apply successful RCA tools and write effective 

problem statements by taking part in interactive 
group activities

	 Understand the importance of adequate problem 
statements to RCA 

	Gain hands-on experience writing effective problem 
 statements 
	 Boost your product quality by applying powerful RCA 
 techniques 
	 Explore the importance of proper RCA with respect 

to CAPA and successful problem solving

Workshop Leader: 
Jan Van Moll, Director of Quality and Regulatory, 
Philips
A recognised industry leader in the development, verification 
and validation of software-intensive products, Jan Van 
Moll is passionate about product quality and testing, with 
considerable experience ranging from consumer electronics 
to regulated industries like automotive and medical devices. 
He has also conducted research projects on product quality 
in industry. 
Currently, Jan is the Director of Quality and Regulatory at 
Philips Healthcare, The Netherlands. In addition to his role 
at Phillips, Jan is an independent Senior Forensic Expert, 
involved in numerous root cause analysis efforts worldwide. 
Jan’s efforts have contributed to the resolution of critical 
incidents that had severe effects on health, safety, security 
and general welfare. With the professional drive to share his 
experience, Jan’s goal is to advance the knowledge of the 
industry to ensure the products, systems and services meet 
their requirements, and are ultimately safe and reliable.

Training Course Leaders:
Brian Shoemaker, 
Principal Consultant, 
ShoeBar Associates
Brian Shoemaker consults for healthcare products companies 
in computer system validation, software quality assurance, 
and electronic records and signatures. He has conducted 
validation both on product software and on internal software, 
developed software quality systems, audited software quality 
processes (including agile methodology), and evaluated 
21 CFR Part 11 compliance. He has had clients in clinical 
diagnostics, medical device engineering, medical imaging, 
medical device fabrics manufacturing, contract lyophilization, 
clinical trial software, dental prosthetics, and bone-repair 
implants. He has worked with companies in Germany and 
Switzerland as well as the U.S. Previous to founding ShoeBar 
Associates, Brian had quality roles at PPD Informatics, Doxis, 
Inc., and Behring Diagnostics, Inc. Brian earned his Ph.D.in 
chemistry from the University of Illinois; he has achieved the 
ASQ Software Quality Engineer certification.

Nancy Van Schooenderwoert, 
Principal Consultant, 
Lean Agile Partners
Nancy Van Schooenderwoert does Agile Enterprise 
coaching— everything from launching new agile technical 
teams to advising executives on how to take Agile and Lean 
principles far beyond software development in their drive 
to deliver more customer value faster. She works with large 
and small companies. Nancy pioneered agile practices for 
embedded software development beginning in 1998. Her 
background in electronics and software development for 
avionics, factory automation, medical, and defense systems 
brings a unique perspective to her coaching practice.
Nancy holds a Scrum Master certification, has edited a 
column for the Agile Times, and served on the IEEE 1648 
committee to define a standard for customers of agile teams. 
She has been a regular presenter at various Agile-related 
conferences since 2003. Her work in applying Agile methods 
to embedded systems has been referenced by Jim Shore 
and Mary Poppendieck in their books. She is a founder and 
past president of Agile New England, Boston’s largest Agile 
professional group.

“I HAVE LEARNT MANY  
NEW ASPECTS THAT HAVE 
ENTHUSED ME TO PRACTICE 
NEW TECHNIQUES”

Project and Team Leader – Software,  
Optos PLC
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Conference Day One 
12th February 2019

 08:15 Registration and Coffee

 08:55 Pharma IQ Welcome

 09:00 Chairman’s Opening Remarks  
The chair will set the mission statement for the two days ahead, introduce the key themes and highlight  
the outline of the day. Take this opportunity to get to know your peers and discuss your priorities for the 
next two days.
Brian Shoemaker, Principal Consultant, ShoeBar Associates

 09:10 Revolutionising Healthcare with User Experience Design 
 Adopt Design Research Methodologies and the articulation of stakeholder UX journeys to optimise 
 the user interface of your device, ensuring a consistent experience across the globe 
 Bring design thinking to multi-user and multi-platform devices: implement design thinking while 
 exploring, evaluating and refining products and product concepts 
 Motivate and enable patients to be proactive about their health by implementing new technologies 

to advance disease prevention, detection and management 
Moni Wolf, Principle Design Director, Medical Devices Group, Microsoft  

 09:50 The Challenges of Turning Your Smartphone into a Cloud-Connected Digital Therapeutics Solution  
 Discover  Digital Theraputics (DTx), how they  work and differ from traditional or embedded SaMD 
 Explore DTx architecture and discuss the challenges of implementing SaMD on a smartphone and 
 operating a SaMD portal in the cloud 
 Consider the long lasting DTx product lifecycles, what are the operational challenges caused by ephemeral 

mobile devices, a highly fragmented Android market, constant mobile OS updates and 3rd party operated 
cloud infrastructures

Patrick Alff, CTO, Voluntis 

 10:30 People Bingo: Interactive Speed Networking 
A highlight of Pharma IQ events, now at SDMD! Be ready to meet your peers and  
share best practices. You will have several 2 minute conversations to enable you to 
introduce yourself to your peers and add to your contact pool. There is a prize in  
it for the winner so get networking! 
Please Share: 
1. Who you are
2.  The scope of your job role
3. What you plan to achieve from attending this event
4. Your #1 challenge

 10:45 Networking Coffee Break

 11:15 Regulatory Awareness: Digital Health & Beyond 
 Gain insight into the new updates of the FDA’s Software Precertification Program and streamline your 
 submission process 
 Learn how the FDA are planning to reduce inspections based on the maturity of an organisation’s quality 
 system with the Case for Quality Initiative 
 Emerging Issue: Explore the possible pathways for regulating artificial intelligence and machine learning 

for medical devices
Pat Baird, Regulatory Head of Global Software Standards, Philips (Pending Final Confirmation)

 11:55 Harmonisation of Agile Software Development and FDA Medical Device Design Control  
Requirements for SaMD and Digital Health Software 
 Coordinate a strategy to develop SaMD and software as part of a medical device or combination product 
 systems in compliance with the FDA Design Control requirements 
 Explore the 21 CFR 820.30 Design Control requirements and Agile development principles in parallel and 
 uncover the least burdensome approach  
 Understand the importance of having a quality management system and the right resources to support 

SaMD development and post market maintenance 
Lori-Ann Woodard, Medical Device Director, Lachman Consultants
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 12:35 Networking Lunch

 13:35 Tackling the Challenges of Verification and Validation During the Development  
of a Mobile App (SaMD) 
 Examine the impact of software as a medical device regulations on traditional IT QMS, and the 
 implications of ISO 62304 
 Streamline your agile development by implementing verification and validation during development 
 of a Mobile App 
 Clarify the rule of documentation during shift-left testing 
Mathieu Materne, IT Compliance Lead, Global Technology Officer, NewMeds and Medical Device, UCB

 14:15  MYSQL for Medical Data
 Address the data requirements for medical device and healthcare applications with the MySQL Database 
 Learn to factor data security and high availability into these data requirements 
 Discover how to build, deploy, integrate, secure, and manage all your healthcare cloud applications  

more efficiently

 14:55 Empathic Software Design for Medical Devices 
 Create human-centered products by introducing user personas to your software development  
 Make the transition from a one-way discussion about personas to advocating user needs throughout 
 your agile development  
 Spotlight: Implement empathic design into your own development by utilising key strategies 
John Garratt, Analyst, Mirada Medical

 15:35 Networking Coffee Break

 16:05 Recognise Factors that Influence the Introduction and Non-Detection of Software Defects  
 Identify the factors that influence the introduction and non-detection of software defects by hearing 
 real-life case studies 
 Don’t waste time: gather insights on how to prevent and efficiently detect defects in your software 
 Utilise potential solutions with proven success in enduring device quality and reliability
Jan Van Moll, Head of Quality Management System, Audits & Compliance, Philips

 16:45 ROUND TABLE DISCUSSIONS  
The best strategies are formed through expert collaboration! Break off into small groups of 8-10 people and 
collaborate with your peers in these interactive roundtable discussions. Choose one of the topics below,  
and get stuck into the discussions and debates!  
 Security in Practice – Corroboratively design strategies to ensure product security and mitigate risk 
 User Experience – Discuss the benefits of developing human-centric devices  
 Maria Aranburu Arnaiz, Software Quality Assurance Engineer, KIRO Grifols 
 EU/US Regulations – Work through the latest updates with your peers and leave with tips for 
 effective documentation and inspection readiness 
 Total Collaboration – Reap the benefits of improved collaboration between industry and 
 healthcare environments  
 Working through IEC 62304– overcome your own challenges with open discussion

 17:25 Chairman’s Summary of Day One

 17:35 Networking Drinks Reception  
Enjoy some informal networking over a well earned drink (or two…)

 19:00 SDMD Traditional Networking Dinner 
Indulge in a favourite SDMD tradition! Today filled  
your appetite for medical device software knowledge; tonight will fill  
your appetite for schweinshaxe, currywurst and weissbier. Guaranteed.
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Conference Day Two 
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 08:30 Registration and Welcome Coffee

 08:50 Chairman’s Recap of Day One

 09:00 Ensure the Security of an Integrated System of Medical Devices 
 Examine the importance of safety and performance in medical devices, legacy devices, and those 
 integrated into IT networks and across multiple platforms 
 Ensure the technical security of your device by considering critical standards and the significance of JWG7 
 Gain an insight into the future of cyber security and the role of ISO 27001 in risk management 
 Understand the essential differences between classic safety risk analysis and security threat analysis  

for connected devices
Georg Heidenreich, Director Healthcare IT Standards, Siemens 

 09:40 Considering the Scope of the Cyber-Security Challenge 
 Understand device security within a risk-based design approach  
 Utilise a vulnerability management process to maintain security  
 Explore key strategies to keep cloud-connected devices secure  
 Analyse the necessity of customer collaboration in safeguarding medical devices
Steven Abrahamson, Senior Director, Product Cyber Security, GE Healthcare

 10:20 Networking Coffee Break

 11:00 Safety-Critical Software Architecture Design 
 Understand the importance of software functional decomposition in the design of a safe medical device 
 Discover how the use of software architecture safety patterns have major practical uses for cost 

saving and modular design in software engineering, as well as a guarantee that critical safety 
 properties are met 
 Explore how  software architecture impacts on the effectiveness of risk control measures
Rostyslav Dorozh, Principle Software Quality Engineer, Medtronic

 11:40 Development of a Connected Electro-Medical Device: Challenges and Lessons Learned  
from a New-Comer 
 Ensure the safety and connectivity of your connected electro-medical device by taking guidance from 

a real-life case study with GSK, exploring the Radio Equipment Directive to the General Data 
 Protection Regulation 
 Overcome the challenges of adapting  your quality management system for connected electro-medical 

device development 
 Benchmark your compliance practice when factoring in the Medical Device Regulation (MDR) to your 
 development 

 12:20 Networking Lunch

 13:20 Risk Management and the Agile Approach 
 Learn how to implement traditional risk management tools in Agile development 
 Discover the aspects of decision making that mitigate risk 
 Explore how the risk levels of IEC 62304 fit into an Agile world 
 Look ahead to the planned updates of ISO 14971 and how they will affect your device
Brian Shoemaker, Principal Consultant, ShoeBar Associates

“THE EVENT IS A USEFUL OPPORTUNITY TO OBSERVE 
WHAT OTHERS ARE DOING IN THIS DOMAIN”

Solution Architect, Leica Biosystems
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Conference Day Two 
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14:00 Agile Requires Leadership 
 Discover how peer learning collaboration may be utilised to make every function agile 
 Future Leaders: Learn how agile teams are a training ground for future leaders 
 Which scaling framework should you use in your company? (Hint it’s a trick question!)
Nancy Van Schooenderwoert, Principal Coach, Lean-Agile Partners, Inc

 14:40 Networking Coffee Break

 15:10 Building a Medical Software Platform in a Multi-Project Environment 
 Understand the challenges of building an adaptive software ecosystem with multi-project constraints, 
 in good compliance with medical device standards 
 Heed the numerous tools used by your software teams and their typical workflow 
 Discover best practice for interconnecting your environment systems, using automatisations and 

a practical software lifecycle approach
Arnaud Sintès, Software Architect and Technical Leader, Zimmer Biomet

 15:50 Considering the Emerging Market of Health Applications and the Move to Becoming Certified 
 Understand where Health Apps fit into the medical device industry  
 Explore the regulatory differences between Health Apps and traditional medical devices 
 Looking to the Future: Bridge the gap between Health Apps and Medical devices by becoming certified 
Paul McCarthy, CEO and Co-Founder, Full Health Medical

 16:30 Chairman’s Closing Summary and End of Day 2
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Post-Conference Advanced Agile Training Day 
14th February 2019

FULL DAY TRAINING COURSE:  
Advanced Agile Adoption for Regulated Medical Software 
08:30 – 16:00 

Advanced How-To Topics

Your company has accepted the concepts of Agile and you’ve started several projects which use the approach. 
You’re making good progress, but you want guidance on getting the most out of this new method. In particular, 
you’re looking for how to document your project, how to address risk management, and how to work in human  
factors engineering (none of which classically seems to fit the Agile mindset). Picking up the thread from the 
introductory course, this session explores topics essential to any regulated medical product company applying  
an Agile approach for development.

The course will cover these topic areas:

 Lean flow - exercises using a medical product example 
- Understand lean cycle time and lead time metrics and use them to predict completion times 

– even for tasks difficult to estimate
- Learn how to apply lean metrics to a real medical device project 
- Gain an alternative to offer your managers when you are being pressured to maximise utilisation of your staff

 Dive into documentation - more specific how-to 
- Learn techniques based on “thinking from the end result” to define your work so that tests and 
 requirements are paired from the start 
- Be able to substitute automatically-generated info for much of the manual documents you now create 
- Know how to use your Agile Demo meetings as complete design review meetings per FDA / European  

  regulatory needs

 Fitting risk management into the Agile approach 
- Recognize how Agile inherently minimises several types of risk 
- Understand the cadence of iterative risk management 
- Be able to apply classical risk management tools (FTA, FMEA) in an Agile context

 Where does Human Factors Engineering come in? 
- Recognise how Human Factors Engineering goes beyond User Experience design 
- Grasp how Human Factors Engineering fits with Agile 
- Understand how to conduct Human Factors exploration in parallel with development 
- Recognise the value of sprint demo sessions for learning human factors issues

 Agile Leadership and the organisation 
- Learn how to stop being the “process police” and instead guide self-managing teams 
- Understand the deeper cultural and psychological aspects of the change to team-based work 
- Discover ways to help your teams become self-organising, and why such teams are a great antidote 

to being blindsided on project status 

Individuals with business, technical or medical domain expertise will all benefit from the discussions  
in this course - which will include several hands-on exercises to help apply the techniques we describe.

Who should attend? 
 Regulatory and quality assurance specialists 
 Project managers and program managers 
 Functional managers - Software, Test, Hardware 
 Other development specialists (mechanical, engineering, other) 
 Software Developers 
 Business Analysts, requirements analysts  
 Product managers 
 Portfolio Managers

This will be an advanced course, and makes an assumption that attendees have either attended our  
introductory course, or have been involved in their company’s Agile adoption program for at least 6 months.
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Facilitated by:
Brian Shoemaker,  
Principal Consultant, 
ShoeBar Associates

Brian Shoemaker consults for healthcare products 
companies in computer system validation, 
software quality assurance, and electronic records 
and signatures. He has conducted validation 
both on product software and on internal 
software, developed software quality systems, 
audited software quality processes (including 
agile methodology), and evaluated 21 CFR Part 
11 compliance. He has had clients in clinical 
diagnostics, medical device engineering, medical 
imaging, medical device fabrics manufacturing, 
contract lyophilization, clinical trial software, 
dental prosthetics, and bone-repair implants. 
He has worked with companies in Germany 
and Switzerland as well as the U.S. Previous 
to founding ShoeBar Associates, Brian had 
quality roles at PPD Informatics, Doxis, Inc., and 
Behring Diagnostics, Inc. Brian earned his Ph.D.in 
chemistry from the University of Illinois; he has 
achieved the ASQ Software Quality Engineer 
certification.

Nancy Van Schooenderwoert, 
Principal Consultant,  
Lean Agile Partners

Nancy Van Schooenderwoert does Agile 
Enterprise coaching— everything from launching 
new agile technical teams to advising executives 
on how to take Agile and Lean principles far 
beyond software development in their drive to 
deliver more customer value faster. She works with 
large and small companies. Nancy pioneered agile 
practices for embedded software development 
beginning in 1998. Her background in electronics 
and software development for avionics, factory 
automation, medical, and defense systems brings 
a unique perspective to her coaching practice.

Nancy holds a Scrum Master certification, has 
edited a column for the Agile Times, and served on 
the IEEE 1648 committee to define a standard for 
customers of agile teams. She has been a regular 
presenter at various Agile-related conferences 
since 2003. Her work in applying Agile methods 
to embedded systems has been referenced by 
Jim Shore and Mary Poppendieck in their books. 
She is a founder and past president of Agile New 
England, Boston’s largest Agile professional group.
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