
Willem van den Biggelaar 

 
Quality & Regulatory consultant 

 
More than 30 years of experience in multi-disciplinary (medical) product 

development & production environments.  
Pragmatic and result driven.  

 
▪ Medical Quality Assurance consultant  21 years 
▪ Medical Regulatory Affairs consultant  16 years  
▪ Certified ISO9001/13485 lead auditor  10 years 
▪ Certified CE lead auditor    2 year 
▪ Process Improvement consultant   7 years 
▪ Project leader      2 years 
▪ System tester     1 year 
▪ Software engineer     7 years 
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1. Management Summary 

Willem offers lean QA/RA consultancy on medical device development / production / market access. 
Customers are start-ups, medium and large companies. Being an ISO13485 and CE auditor, Willem 
can easily form a bridge between customer and notified body. 
Role of QA manager  

• Setup and maintain MDR, ISO13485 & 21CFR820 compliant quality system  

• Guide development and production sites on QA matters 

• Guide external audits executed by notified bodies and FDA 
Role of RA manager 

• Setup technical files to access and keep markets (e.g. Europe, US)  

• Guide development and production sites on RA matters 

• Communicate with notified bodies and FDA 
 
Apart from above Willem offers training courses in the area of  medical QA/RA.  
Willem is also part of a consultancy network. 
 
Willem starts his career in 1985 after receiving his bachelor’s degree in Electronics. For 12 years, he 

worked as a (embedded) software engineer, next as system tester and as project leader. Customers 
were companies like Océ vd Grinten, Organon Technica, Philips Medical Systems and Dräger Medical 
Electronics.  
Next, he started working in the QA/RA field for medical device customers like Philips (Consumer 
Lifestyle, Healthcare, AdapTx, Digital Pathology, Handheld Diagnostics), CD Leycom, EMRobotics, 
MediSpirit, Ventinova Medical, Preceyes, Vitestro, UTC Imaging, PMT partners and D.O.R.C. 
International.  
Other customers are medical device development / production suppliers like Frencken Mechatronics, 
Sioux CCM, TOPIC, Unitron Group. Also, non-medical companies like ASML, Philips Applied 
Technologies, Centric TSolve and EventIS have been customer. 
For Preceyes, PMT partners, Ventinova Medical, Philips Digital Pathology, Sioux CCM and Frencken 
Mechatronics this led to an ISO13485 certification. For Philips Consumer Lifestyle and Ventinova 
Medical the certificate was extended with CMDCAS. For PMT, Preceyes, Philips Consumer Lifestyle, 
MediSpirit, UTC and D.O.R.C. this has led to European and US market access. 
 
Per 2011, Willem is a certified lead auditor for ISO9001, ISO13485 and CMDCAS for DEKRA notified 
body. Per 2018, he is certified lead auditor for CE/ISO13485 for Dare!! Notified body.  
 
As a trainer, he has developed and given courses on ISO13485, Auditor, CE MDD, CMDR, 21CFR820, 
21CFR11, IEC62304, QMS setup, CMMI, QA, peer reviews, requirements management and software 
testing. He is currently trainer for Mikrocentrum training institute. 
 
From 2007 till 2010 he has been member of the program committee for the annual QA &Test 
conference in Bilbao, Spain. 
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2. General 

A. Personal details 

Name WFM van den Biggelaar 

Address Rogier v Leefdaelstraat 29, 5081 JK Hilvarenbeek, the Netherlands 

Place and date of birth Biest-Houtakker, 24 September 1963 

Nationality Dutch 

Languages fluent English, moderate German 

 

B. Education 

Period Institute Education 

1995 -1997 Institute for Career & Development Bedrijfskundig management 

1985 – 1986 Militaire dienst Officier Civiele vakopleiding 

1981 – 1985 IHBO, Eindhoven HTS-Electrotechniek,  
Technische Computerkunde 

1976 – 1981 Odulphus lyceum, Tilburg Atheneum-B 

 
 

C. Knowledge of regulations, models & standards 

Regulations  European Medical Device Regulation (MDR) 2017/745  
European Directive 93/42/EEC Medical Devices 
European Directive 98/79/EC In Vitro Diagnostics Medical Devices 
European Directive 2006/42/EC Machinery  
FDA 21 CFR part 11 Electronic Records; Electronic Signatures 
FDA 21 CFR 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 Regulations SOR98-282 

Standards (most used) ISO13485 Medical Devices – Quality Management Systems – Requirements 
ISO9001 Quality Management Systems – Requirements 
ISO14971 Medical devices — Application of risk management to medical devices 
IEC62304 Medical Device Software – Software lifecycle processes 
IEC62366-1 Medical Devices – Application of usability engineering 
IEC60601-1 Medical Electrical Equipment – Basic Safety and essential performance 

Guidelines Europe: MEDDEV, GHTF, NB-MED, NBOG 
US: numerous guidelines  

Assessment methods ISO17021, CMM(I): Philips Assessment Method (PAM) 

Process models CMM(I), TMM, SCRUM 
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D. Courses  
Process, Quality & Regulatory 

2019 MDProject EU MDR (2017/745) 

2019 DEKRA  Conformity assessment procedures according ISO17021 & MDR  

2019 GreyRA IEC60601 family standards 

2019 Dare!! Auditing under MDD 

2017 DEKRA Transition ISO13485:2016 and ISO9001:2015  

2016 Philips Medical Good Documentation Practices 

2015 DEKRA Council Directive 93/42/EEC 

2011 Mikrocentrum Medical Devices Release routes and QSR for U.S.A. (FDA) 

2010 KEMA Quality ISO 13485:2003 and auditing 

2010 Accademia Qualitas Canadian Medical Devices Conformity Assessment System (CMDCAS) 

2009 Qserve Medical Device Regulations European Union (CE) 

2008 CTT Philips Appraisal Workshop for CMMI (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 Usability testing 

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 Project management for projectmanagers 

1993 CTT Capability Maturity Model (CMM) 

1990 ISES Project management 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 methods and tools 

1997 IT opleidingen  MS Project 

1993 Post HBO System Design 

1992 PAO Object 4riented methods 

1991 Novi Ambi HP6 

1990 AT computing Unix systems 

1990 ISES Relational databases 

1990 ISES Data communication and networks 

1989 Jackson Jackson Structured Design for real time systems 

 

E. Supporting tools 

Project Planning & Tracking Microsoft Project, Niku open workbench  

Configuration Management / 
Document Management Systems  

Sharepoint,  CodeManager, SCCS, RCS, Continuus, ClearCase, TestTrack Pro, 
Perforce, (Tortoise)CVS, FIT tracker, Agile 

Change Control ClearQuest, Fast Issue tracker, DDTS, Track, Jira 

Code Quality QA-C (++), Lint, Purify, C-Cover, Code Wizard 
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3. Recommendations  
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4. Work Experience 

Quality Assurance & Regulatory Affairs consultant 
2020 – now Mikrocentrum Trainer for medical devices 

2020 – now EMRobotics RA manager, setup ISO13485 QMS and CE file 

2020 - now CD Leycom QA manager, setup ISO13485 QMS and CE file 

2019 – now TOPIC  QA manager, setup ISO13485 QMS 

2019 – now Dare!! medical certifications CE & ISO 13485 lead auditor 

2019 - 2020 PMT partners QA consultant, setup ISO13485 QMS and CE file 

2019 – now Ventinova Medical QA consultant, Management Representative 

2017 – now Preceyes QA manager, setup/review CE files 

2011 – now DEKRA certification ISO 9001/13485/CMDCAS lead auditor 

2012 – 2019 Sioux CCM  Assist QA manager, consult on medical projects 

2014 – 2018 Ventinova Medical QA manager, review CE files 

2018 Vitestro Medical Robots QA manager 

2017 – 2018 Philips Health IGT Systems Software Tool Validation manager 

2016 – 2017 Frencken Mechatronics Setup FDA 21CFR part 11 QMS, resolve FDA scope audit issues 

2012 – 2017 MediSpirit  Setup ISO 13485 QMS, CE file, Setup CFDA file 

2015 - 2016 Philips Health IGT Systems Internal Lead auditor, train auditors, improve audit process 

2013 - 2014 Philips Consumer Lifestyle  Setup 2 CE files, made QMS CMDR compliant, QA officer 

2013 Philips Healthcare Incubator Handheld Maintenance ISO 13485 QMS for IVD product 

2011 – 2013 Philips Healthcare Incubator AdapTx Setup FDA / ISO 13485 certified QMS 

2011–  2013 UTC Imaging Setup CE file 

2010 – 2011 Sioux CCM Setup and maintain ISO 9001/13485 certified QMS  

2010 – 2013 Frencken Mechatronics Setup ISO 13485 QMS and FDA compliant production line 

2009 Philips Digital Pathology Setup FDA / ISO 13485 certified QMS for IVD product 

2008 Sintecs Setup QMS 

2008  Philips Healthcare PII  Medical QA officer 

2007  D.O.R.C. Get FDA clearance on software device 

2007  EventIS QA & CM manager  

2006  Centric Tsolve Setup CMM-I compliant QMS 

2003 – 2005 Philips Medical Cardio Vascular  Medical System QA officer 

2002 – 2003 Philips Medical Components  Medical Software QA officer 

2001 Philips Medical, Components Group lead SQA team /SPI coordinator 

2000 Philips ASA lab System QA officer 

1996 – 1999 ASML Software QA officer 

Embedded Software / Test Engineer 
1995 Dräger (ATOS Origin) System Test Engineer / Embedded Software Engineer 

1993 – 1995 Philips Medical, CV & MR (ATOS Origin) Embedded Software Engineer 

1993 Philips Nederland (ATOS Origin) Embedded Software Engineer 

1990 - 1991 Van Aaken Embedded Software Engineer 

1989 – 1990 Organon Technica (ATOS Origin) Embedded Software Engineer 

1988 Océ vd Grinten (ATOS Origin) Embedded Software Engineer 

1987 – 1988 Comdes  Embedded Software Engineer 

1987 Volmac toptraining Trainee 

 
  

https://mikrocentrum.nl/nl/
http://www.emrobotics.com/
http://www.cdleycom.eu/
http://www.topic.nl/
http://www.dare.nl/
https://www.pmtpartners.nl/
https://www.ventinovamedical.com/
http://www.preceyes.nl/
https://www.dekra-certification.nl/nl
http://www.sioux.eu/
https://www.ventinovamedical.com/
https://vitestro.com/
https://www.philips.com.au/healthcare/resources/landing/image-guided-therapy
http://www.frenckengroup.com/
https://www.philips.com.au/healthcare/resources/landing/image-guided-therapy
https://www.fme.nl/nl/leden/philips-consumer-lifestyle-bv
https://www.philips.nl/
http://www.philips.com/
http://www.utcimaging.com/
http://www.sioux.eu/
http://www.frenckengroup.com/
https://www.philips.nl/
http://www.sintecs.nl/
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/
http://www.draeger.com/
http://www.philips.com/
http://www.philips.com/
http://www.vaa.com/


 
Cu rr i cu lu m V it ae –  Wi l lem van den B igge laar   

 

 
Process Vision BV - Down to earth Quality Services  Page 10 of 20 
 

 

 Track record on medical device market clearance 
Task Application Type Classification 

   EU              US  

Review CE file Measuring system for heart volume & pressure Active IIb 2 

Review CE file Catheter for measuring heart volume & pressure Non active III 3 

Setup CE file Robot eye surgical device including accessories Active & non active IIa -- 

Review CE file Ultrathin sterile ventilation tube for adult patients Non active IIa -- 

Review CE file Device for ventilation through a small-bore tube Active IIa -- 

Review CE & 510k 
file 

Single-use ventilation device for obstructed airways. Active IIa 2 

Setup CE file TENS / Blue touch pain management devices  Active IIa -- 

Setup CE file  Handheld lung function measuring device for infants Active IIa -- 

Setup CE file Ultrasound Tissue Characterization Scanner Active I -- 

Setup CE / 510k file Medical device for cancer treatment brachytherapy Active IIb 2 

Setup part of 510k 
file 

Anterior & posterior ophthalmic surgery device Active -- 2 

 

Project leader 
Period Customer Role 

2010 Centre Concepts Mechatronics Project lead ISO 13485 certification 

1995 – 1996 Dräger Project lead redesign software package 

1992 Van Aaken Project lead conversion software  

Consultant / Trainer 
Period Customer Consultancy / 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 ATOS Origin Safer-C + inspection 

1996 – 1999 ASML Course coordinator 

1996 VDO Car Systems Test process software department 

1986 Ministry of Defense Course coordinator 

http://www.ccm.nl/
http://wwwooti.win.tue.nl/
http://www.qatest.org/en/
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5. Relevant details work experience  
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