Curriculum Vitae

Willem van den Biggelaar

Quality & Regulatory consultant

30 years of experience in muitisciplinary(medical)product developmen&
productionenvironments.
Pragmatt and result driven

A MedicalQuality Assurance consultant 13 years
A Medical Regulatory Affairs consultant 10 years
A Certified ISO9001/13485 lead auditor 6 years
A Process Improvement conisant 5 years
A Project leaér 2 yeas
A System tester 1 year
A Software engineer 7 years
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Curriculum Vitaeg Willem van den Biggelaar

1. al yl 3SH8Yk NE

2 AtfSY adlFrNIa KAa OFNBSNIAYy wmdyp | FiSyarshd® OS A
worked as a software engineer, next as system tester and finally as project leader

Customers wereompanies like Océ vd Grinten, Organon Technica, Philips Medical Systems and
Drager Medical Electronics.

From 1997 onwards, he switchesd®uality Assurance (QAhd RegulatorAffairs (RAfonsulting
His expertise ifourfold
1. Setup, deploy and maintain a QMS compliant widD,1SO1348521CFR82@. CMDR
2. Setup submission files for Europe, US, Canada and China
3. (onsult (medical devicejevelopmentprojectsand production site®n QA and RA matters
4. Perform (Supplier) audits on ISQGBS, IEC62304, MDR1CFR828& part 11 and CMDR

Customers of Process Vision are large sized companies, masdiathand startups.

Examples aréegal manufactures of medical device®hilips Consumer Lifesty€L) Philips
Healthcare, Philips Healthcahecubators(AdapTx, Digital Pathologkandheld Diagnostics)
MediSpirit,Ventinova MedicalPreceyesUTC Imaging and.O.R.Clnternational.

Other customers areal/elopmentor production sippliers formedical devicenanufactures like
Frencken Mechatronics arsiouxCCM.

Also ron-medicalcompaniedike ASML, Philips Applied Technologies, Centric TSolve antiSHvave
been customer

ForVentinova MedicalPhilips Digital PathologgCM and Frencken Mechatronibgs ledto an
1ISO13485 certificatianForPhilipsConsumer Lifestyland Ventinova Medical the certificate was
extended with CMDCAS. Rehilips Consumer LifestylediSpirit UTCand DO.R.Cthis hasled to
Europearand USmarket access.

Per 2011 Willem is eertified lead auditor for ISO9001, 1SO13485 and CMB@AEKRA
certification B.V.

As atrainer, he has developed and given courses $®13485, Auditor, Q#EDD, CMDR21CFR820,
21CFR11EIC62304QMSsetup, CMMI,QA, peer reviewsrequirements mnagemetn, software
testing.

From 2007 till 2010 he has been member of the program committee for the annu&iT@#
conference in Bilbao, Spain.

Process VisionDown to earth Quality Services Pag 2 of 16



Curriculum Vitaeg Willem van den Biggelaar

A. Personal details

Name WFM van den Biggelaar

Address Rogier v Leefdaelstraat 29081JKHilvarenbeekthe Netherlands

Place and dte of birth BiestHoutakker,24 Septemberl963

Nationality Dutch

Languages fluent Engdjsh, moderateGerman

B. Education

Period Institute Education

1995-1997 | Institute for Career & Devepment Bedrijfskundig management

1981-1985 | IHBO, Eindhoven HTSElectrotechniek,
Technische Computerkunde

1976-1981 | Odulphus lyceum, Tilburg AtheneumB

C Knowledge of egulations, models & standards

Regulations FDA 21 CFR pdrt Electronic Records; Electronic Signatures
FDA 21CFR part 803 Medical Device Reporting
FDA 21 CFR part 806 Medical Devices; Reports of Corrections and Removals
FDA 21 CFR part 820 Quality System Regulations
Canadian Medical Device Regulati®@BR9&282
European Directive3/42/EEQMedical Devices
EuropearDirective98/79/ECIn Vitro DiagnosticMedical Devices
EuropearDirective2006/42/ECQMachinery

Standardgmost used) 1SO1348%/edical Deviceg Quality Management System&equirements
ISO900uality Management Systerafkequirements
ISO1497Medical devices Application of riskmanagement to medical devices
1ISO141241 Safety of machinery RiskassessmertPrinciples
IEC62366/edical Deviceg Application of usability engineering
IE®@2304Medical Device Software Software lifecycle processe
IE®06011 Medical Electrical EquipmentBasic Safety and essential performance

Guidelines Europe: MEDDEV, GHTF;MNBD, NBOG
US:numerous guidelines

Assessment methods | ISO17021CMM(l): Philips Assessment Method (PAM)

Process models CMM(I), TMMSCRUM
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Curriculum Vitaeg Willem van den Biggelaar

D. @urses
Proces, Quality& Regulatory
2017 DEKRA Transition 1ISO13485:2016 and 1SO9001:2015
2016 Philips Medical Good Documentation Practices
2015 DEKRA Council Directive 93/42/EEC
2011 Mikrocentrum Medical Devices Release routes @8R for U.S.A. (FDA)
2010 KEMA Quality ISO 13485:2003 and auditing
2010 Accademia Qualitas | Canadian Medical Devices Conformity Assessment SYSMBDCAS)
2009 Qserve Medical Device Regulations European Ur{(iCE)
2008 CTT Philips Appraisal Workshop faMMI (PAW)
2005 Philips Medical Capability Maturity Model Integrated (CMMI)
2005 Philips CTI Software Configuration Management
2003 Philips Medical Size estimations
2001 CTT Accelerated SPI
2000 AAS Personal Software Process
1999 PAO Usabilitytesting
1998 ASML Total Quality Management
1998 AAS CMM training
1996 PAO Software Metrics
1996 CTT Philips Assessment Method for CMM (PAM)
1995 ISES Testing of realtime systems
1994 ISES Projectmanagement for projectmanagers
1993 CTT CapabilityMaturity Model (CMM)
1990 ISES Projectmanagement for designers
Personal training
2000 AAS Discussion skills for consultants

1998 Schouten & Nelissen | Discussion skills for consultants
1998 Schouten & Nelissen | Negotiating and conflict handling

1994 Metavisie Presentation skills

1988 Mansal Customer service training

1988 Comdes Communication skills

ICT nethods and tools

1997 IT opleidingen MS Project

1993 Post HBO System Design

1992 PAO Object oriénted methods

1991 Novi Ambi HP6

1990 ATcomputing Unix systems

1990 ISES Relational databases

1990 ISES Datacommunication and networks
1989 Jackson Jackson Structured Design for real time systems

E Supporting tools

Project Planning & Tracking Microsoft Project, Niku open workbench

Configuration Managemerit Sharepoint CodeManager, SCCS, RCS, Continuus, ClearCase, TestTr.
Document Management System Perforce, (Tortoise)CVBLT trackerAgile

Change Control ClearQuestFastlssue tracker, DDT$rack

Code Quality QAC(++), Lint, Purify,-Cover, Code Wizard
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Curriculum Vitaeg Willem van den Biggelaar

Arend-

Jan Beltman

Willem supported CCM to get our 1IS013485 certification. Besides
hisin depth knowledge concerning Q&R for medical device
development (and production), he demonstrated his excellent
skills in project management.

Working with Willem is a joy because of his energetic personality.
In the Philips business unit IGT systems Willem has shown his
worth by developing a training program for internal auditors and
by improving the internal audit program with me. The one-day
audit approach is a big success!

Willem is 2 highly skilled professional consultant and | would

medical devices.

I have worked closely with Willem during the development of
connected consumer medical devices for pain management at

Philips HealthTech. These products were new to the market and

new to the development site and the role of Willem was to use his
experience to ensure that the development team managed all
relevant risks and documented their development in a way that
supported the certification of these medical devices for EU and US

markets.

Through the leadership of Willem, we were able to meet our launch

dates due to the fast certification times with minimal review

periods by regulatory authorities. More importantly, he was able to

improve the competence of the entire development team with
respect to medical devices.

Willem was very approachable by everyone in his team and spent

much of his time in a consultant role. Because of his good nature

and depth of knowledge, he has had a lasting influence on the way
of working within the team, which continues to pay dividends with

new product developments.

At the beginning of his role, the Pain Management development
team was a small, start-up team that did not fully understand the

regulatory needs of creating 2 medical device. By the time the

d, the team that Willem had

al products were launch
developed was perceived as a best-in-class medical device
development team that has influenced all other businesses
operating at the same site and has made a considerable impact to
the management of these businesses as to the effort and activities

associated with medical device development.

would highly recommend Willem to strengthen any product
development team to establish a best-in-class process in a way
that is beneficial to the team and to the business.
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Curriculum Vitaeg Willem van den Biggelaar

Peter Bentvelsen
Senior Architect at Royal
Philips Electronics

March 4, 2015, Willem worked
with Peter in the same group

Hans Freriks
Director Quality &
Regulatory at Philips

Antonie van Noort
Senior Project Manager at
Philips Research

September 30, 2013, Antonie was
a client of Willem's

Paul van Cruchten
Manager NP1 at Frencken
Mechatronics

2013, Paul was a client of

May

Willem

Piet de Vries

Manager Business
Improvement at Frencken
Group Limited (Precico
Group Sdn Bhd)

April 28,2013, Piet was a client of
Willem’s

Dirk Vossen

Head of Strategy & New
Business Development at
Philips Digital Pathology
Solutions

October 8,2009, Dirk was a client

of Willem's

As quality manager Willem was responsible for risk management
file and CE-certification (including STED file). Willem is very
effective and fast. He has a vast knowledge on CE submission and
15014971 processes and the IEC60601 medical device standards
family. It was always fun working together!

As Q&R Consultant, Willem has revised part of our 150-13485
Quality Management System. His structured approach and in-
depth knowledge has resulted in improvements to our system that
are pragmatic, reducing overhead and easy to implement.

As Project Manager of the Philips AdapTx project, | have
experienced Willem as a very dedicated, flexible and pragmatic
guy. He is very experienced in implementing an 15013485 and FDA
based Quality Management Systems for development and
production of medical devices. Willem was a good sparring-partner
for the project team members for Quality related issues, which was
very useful during the project. Itis a pleasure to work with him.

Willem did a great job during the implementation of the IS0 13485
for Frencken Mechatronics. He has a great experience in
implementing Quality Management Systems (QMS) for Medical
products, which was very useful during the project.

Willem has a practical way of working and can be a great sparring-
partner for other people. He translates the IS0 standards into a
natural way of working for your organization. He is an expert on
document control and visualizing the processes in your
organization.

Willem, it was a pleasure working with you. Thank you for the
educational cooperation.

We have hired Willem,for 15013485 and FDA certfication, for this he
assisted us with a total new set-up of the system of Q procedures.
Besides this he trained people on FDA and 1SO 13485 and helped us
with the set-up of new procedures.

He did a great job !! He is not only a good expert and very practical
guy but also very amiable and a motivator to keep things on track.
Willem, thanks again, Piet

I had (and have) the pleasure to work with Willem during the
implementation of a Quality Management System (ISO13485
based) for our Digital Pathology venture; we are starting the
certification process soon.... Willem has a deep knowledge and
experience in the quality management for medical device
development and an extended network.
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Curriculum Vitaeg Willem van den Biggelaar

Pierre Heuvelmans
Director Quality &
Regulatory BPO for
Idea2Market at Philips
Healthcare

October 11, 2011, Pierre was a
client of Willem's

Ray Arell

Founder and Principal Coach
at nuCognitive

May 2, 2007, Ray worked with
Willem but at different
companies

Tonny Baalmans

Senior Test Engineer at
Philips Health Systems
April 2, 20086, Willem worked with
Tonny in the same group

Con Vissenberg
Software Configuration
Manager at Thermo Fisher
Scientific

October 11, 2005, Con worked
with Willem in different groups

Piet Welles

NoMust Manager

April 3, 2006, Piet was senior to
Willem but didn’t manage
directly

Als je Willem inhuurt voor een klus op het gebied van quality
binnen software development, heb je een expert op dit gebied die
kennis van zaken combineert met een pragmatische insteek,
waardoor compliancy aan de benodigde standaarden en
regelgeving efficient afgedekt worden.

Daarnaast communiceert hij makkelijk met alle lagen in de
organisatie en is hij een bruggebouwer in probleemoplossing
situaties.

I had the pleasure in meeting Willem at the 2006 International
Conference on QA&Testing for Embedded. Prior to seeing Willem
give his presentation on requirements management, | don’t think |
have seen an industry expert with his level of energy and ability to
keep the participants engaged. This combined with teaching a
balanced view of real world requirement management, | know he
inspired others to adopt his message. | look forward to seeing him
at future conferences.

Willem is an enthousiastic motivating collegue who knows a lot
about software processes. Willem keeps the whole team alert in his
role as QA officer and is very good in deploying software processes.

Software Quality Assurance Officer who can translate his excellent
process insights into practical advice for his teams.

- Willem positioned his independent authority role within the team
by example.

- In a pro-active manner he increased the process quality.

- I liked his style of acting in the team.
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Curriculum Vitaeg Willem van den Biggelaar
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Quality Assurance &egulatory Affairs consultant

Period Customer Task
2017 now | Preceyes QA manager
2017-now | Philips Health IGT Systems Software TooValidation manager
2014¢now | Ventinova Medical B.V. QA manager
2012¢ now | Sioux CCM Assist QA manager, consult on medical projects
2011¢now @ DEKRA certification ISO 9001/13485/CMDCAS audits
2016¢ 2017 @ Frencken Mechatronics SetupFDA 21CFR part QMS resolveFDA scope audit issue
2012¢ 2017 = MediSpirit SetuplS0O13485 QMSmaintain CE file, Setup CFDA file
2015- 2016 @ Philips Health IGT Systems InternalLead auditor, train auditors, improve audit proces
2013-2014 @ Philips Consumer Lifestyle QARAor 2 medicalprojects make QMS CMBcompliant
2013 Philips Healthcare Incubator Handhel Maintain ISO 13485 QMS firD product
2011¢ 2013 ' Philips Healthcare Incubator AdapTx Setup FDA / 1SO 13485 certified QMS
2011¢ 2013  UTC Imaging Setup CE file
2010¢ 2011 CCM Setup and maintain 1ISO 9001/13485 certified QMS
2010¢ 2013 = Frencken Mechatronics Setup 1SO 13483MSand FDA compliant production line
2009 PhilipsDigitalPathology Setup FDA / ISO 13485 certified QMS¥ product
2008 Sintecs Setup QMS
2008 Philips Healthcare PIl (ICAP) Medical QA officer
2007 D.ORC Get FDA clearance on software device
2007 EventlS QA & CM manager
2006 Centric Tsolve Setup CMM compliant QMS
2003¢ 2005 | Philips Medical Cardidascula(iXR Medical System QA officer
2002¢ 2003 | Philips Medical Components (iXR) Medical Software QA officer
2001 Philips Medical, Components (iXR) | Grouplead SQA teamiSPlcoordinator
2000 Philips ASA lab System QA officer
1996¢ 1999 ASML Software QA officer

Track record on medical device market clearance
Task Application Classification

EU us

Review CE file Ultrathin sterile entilation tube for adult patients lla --
Review CE file Active devicdor ventilation through a smatbore tube lla --
Review CE & 510k file singleuse ventilation device for obstructed airways. lla 2
Setup CE file TENS / Blue touch pain management devices lla
Setup CE file Handheld lung function measuring device for infants lla -
Setup CE 8l Ultrasound Tissue Characterization Scanner I --
SetupCE / 510k file Active Medical device farancer treatment Ib 2
Setup part of 510k file| Anterior & posterior ophthalmic surgery device -- 2
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http://www.frenckengroup.com/
http://www.medispirit.eu/
http://www.philips.com/
http://www.philips.com/
http://www.utcimaging.com/
http://www.frenckengroup.com/
http://www.philips.com/
http://www.dorc.eu/
http://www.linkedin.com/company/eventis
http://www.centric.eu/
http://www.philips.com/
http://www.philips.com/
http://www.philips.com/
http://www.philips.com/
http://www.asml.com/

Curriculum Vitaeg Willem van den Biggelaar

2010 Centre Concepts Mechatronics Project lead ISO 13485 certification
1995¢ 1996 @ Drager Project lead redesign software package
1992 Van Aaken Project lead conversion software

‘Period  Customer ~ Consutancy/Course
1997¢ 2009 @ Stan Ackermans, TU Eindhoven Quality Control & Quality Assurance
2006 QA&Test, Spain Requirements Management
2004 Fontys Eindhoven Quality Assurance
2002 Philips RTG Requirements Management/Engineering
2001 Getronics Fagan Inspection
2001 SERC Requirements Management
1997¢ 1998 Origin SaferC + inspection
1996¢ 1999 ASML Course coordinator
1996 VDO Car Systems Test process software department

1986 Ministry of Defense Course coordinator

1995 Dréager
1993¢ 1995 | Philips Medical, Cardio Vascular & Magnetic Resonance
1993 Philips Nederland

1990-1991 @ Van Aaken / Brinkman
1989¢ 1990 Organon Technica
1998 Océ vd Grinten

1987¢ 1988 Autolease Holland
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Curriculum Vitaeg Willem van den Biggelaar

Frencken

Q&R consultant

Frencken Mechatronics (M) Sdn Bhd
Jan 2016 - Present « 1 yr 3 mos « Eindhoven Area, Netherlands

Setup and implemented a corrective action plan for a FDA 21 CFR820 based audit from the customer. The
plans included actions mostly for production, design & development, and quality departments.
Implemented FDA 21 CFR part 11 Electronic Records & Electronic Signatures regulations in the Quality
Management System including training for stakeholders

VENTINOVA, )
—

DEKRA

QA Manager & MT member

Ventinova Medical
Sep 2014 - Present « 2 yrs 7 mos « Eindhoven Area, Netherlands

Ventinova Medical BV is a medical device manufacturer of respiratory devices and catheters.
With their products:

- patients are ventilated through a thin tube instead of a thick tube;

- ventilation at positive and at negative lung pressures is possible (EVA technique)

They have a distribution network in over 20 countries in 4 different continents.

Willem is the QA manager, part of the MT and responsible for

- Get 1SO13485\CMDCAS certificate - received in Nov 2015.

- Get and keep the QMS compliant with CE, FDA and CMDR regulations

- Review of all CE technical files and FDA 510k files

- Contact with Notified Body

- CAPA control, management reviews, internal audits, vigilance and recalls.
- Quality assurance on design and development projects

- Audits on development and manufacture suppliers

Certified ISO 9001/13485/CMDCAS Lead Assessor

DEKRA Certification B.V.
Jan 2011 - Present « 6 yrs 3 mos « Arnhem

DEKRA certification is a worldwide accredited notified body also for medical devices.

Willem performs stage 1, stage 2, surveillance and renewal audits for ISO 9001 / 13485 and CMDCAS
Audits are performed on a monthly basis for several DEKRA customers both legal manufacturers (IVD) and
suppliers for legal manufacturers. Key areas are design, development and production.

Of course, the latest ISO 9001:2015 and 1SO 13485:2016 are taken into account
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Internal lead Auditor Cardio Vascular devices

Philips Health Systems
Dec 2014 - 2016 « 2 yrs « Best

Philips Health IGT Systems delivers minimally invasive cardiovascular treatment systems worldwide.
Willem has trained a new pool of internal auditors and is one of the lead auditors for the internal audit
program of IGT Systems. He has accelerated the internal audit speed by setting up an approach of one
internal audit per week with clear focus.
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Quality & Regulatory officer

Philips Consumer Lifestyle Pain Management
Feb 2014 - Mar 2015 « 1 yr2 mos « Eindhoven

Pain Management is a category within Philips Consumer Lifestyle. Two existing class lla medical devices
(TENS and Bluetouch) have undergone a cost down with extended functionality (e.g. control by mobile
software app).

For both products, Willem has

- Setup and maintained the product risk management file

- Assissted the project in regulatory affairs and quality assurance

- Organized and created part of the CE technical file (STED)

- Assessed new suppliers on I1SO 13485 / IEC62304 capabilities

- Made the QMS CMDCAS compliant leading to an extension of the 1IS013485 certificate

Quality consultant for IVD medical devices

Philips Healthcare Handheld Diagnostics
0ct 2013 - May 2014 - 8 mos « Eindhoven Area, Netherlands

Handheld Diagnostics is a venture within the Philips Healthcare incubator. It is developing a handheld IVD
blood testing device with results available at the point-of-care within minutes. Willem has done maintenance
on part of the ISO 13485 / FDA compliant Quality Management System with the aim to up date it to the
current way of working (and downsize if possible).
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