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Curriculum Vitae: Martijn Gelens

As a professional…

I am a committed Regulations specialist. My experiences can be listed as: Agile (Scrum), Safety standards, Medical Devices (Assessments / Audits, ISO13485, CFR820, Risk Management 14971, EU-MDR), System Architectures & Software engineering; Testing and Verification, Validation, Project management and working within Service (ITIL) environments, Maintaining Launched Designs in their active (and new) markets (Canada, China, Europe, UK).

I ensure realistic product quality and release milestones. I have dealt with disputing with testhouses successfully. Thanks to my knowledge of physics, electrical and software.
I am also skilled and capable of ensure quality in releases; within roles of test manager, verification architect, release manager and regulatory officer.
I have thrived within environments of all sizes: start-up companies and large multinationals. 
Additionally, I have experience reporting on Sustainability, REACH, RoHS and recent EU SCIP regulations. Batteries, UN38.3
I have several certifications, but most noteworthy are: ISO13485 Lead Assessor and Transformation Coach.

Thanks to my deep technical, regulatory, medical and soft-skills, provided with your mandate, I am capable of transforming teams, products and businesses into leaner, traceable and more resulting entities.

My main goal is always to find a pragmatic answer that fits the challenge and its constraints. I am committed, enthusiastic and straight to the point and don’t mind presenting or demonstrating a project or product to an audience.

I am equipped and willing to fit within a 100% from home working situation.

For audiences I did…

“Agile Testen”, a presentation to introduce engineers to testing in an Agile environment.

“Agile test best practices”, a presentation about the best practices for Agile testing.

“10 best practices for the Agile Tester”, an article about Agile testing in the magazine Bits & chips.

“TDD in an Embedded Environment”, a presentation about integrating agile development with un-agile deliveries, like hardware, for the Agile Testing Days in Berlin.

In the private life…

I was born in Tilburg in 1976. I live in Nederweert. I became a Widower in 2016, now again happily together with my new wife Jolanda.
Engineering experience…

	Methodologies
	Experience

	TMAP
	5 years

	ISTQB / Test methodologies
	5 years

	Risk Based Testing
	5 years

	Agile Testing
	5 years

	Software development
	2 years

	Build & Test automation, scripting
	10 years


Languages and knowledge of…

	Dutch
	Native

	English
	Fluent

	German
	Understandable


Qualifications / affiliations…

· Course: ISO13485:2016 (Medical Devices Quality Management Systems), ISO14971 (Risk Management for Medical Devices), ISO60601 (Medical Electrical Equipment), ISO62304 (Medical Device Software Lifecycle Processes)
· Course: 21CFR820 (Quality Systems Regulations), 821 (Medical Device Tracking), 822 (Medical Device Post Market Surveillance) 803 (Medical Device Adverse Event Reports), 806 (Medical Device Report of Correction and Removal)
· Course: ISO9001 (Quality Management Systems)

· Course: Transformation Coach

· Certification: ScrumMaster

· Certification: PRINCE2 foundation

· Certification: ISEB foundation (ISTQB)

· Certification: Lead Assessor ISO13485 (by BSI)

· Workshop: Agile Testing (by: Janet Gregory)

· Course: MDD (by BSI)

· Course: Risk & Requirement Based Testing

· Course: TMAP

· Course: Test Engineering

· Course: Design Patterns

· Course: Windows 8 Embedded hardening

· Education: HBO Hogere Informatica (ICT)

· Education: MBO Electronica (electronics)

Notable skills…

Linux, Software development (C/C++, C#, Java, Android, PHP, G-Code, Embedded software), Hardware development (LASER etching, ISO7816, STB, BluRay), QMS, CAPA, Medical product development (ISO13485, ISO14971, AIMDD, CFR820), automation, Block Chain, Crypto currency (Ethereum, Bitcoin). 

Employer history…

	2019 - 2020
	Philips ISE

	2018
	BSI UK

PINs – AED-ECR

	2017
	Several small projects

	2015 to 2016
	Philips Research

	2012 to 2015
	Sapiens, Steering brain stimulation

	2009 to 2012
	Philips Healthcare

	2007 to 2009
	VIIQ (www.viiq.nl)

	2005 to 2007
	LogicaCMG

	2001 to 2005
	Philips TASS BV


My career history…

Philips ISE (Innovation Site Eindhoven)

2019 – 2020
Safety, Compliance & Regulatory Mgr


In this role involved in several projects, e.g. maintaining launched designs of several Household and Medical Products into global markets. 

These Products ranged within Beauty (Intense Pulsed Light, Skinbrushes), Personal Emergency Response Systems, Childcare articles and Breastpumps.

I arranged the applicable standards list, the required certifications at Testhouses and communicated with Notified Bodies / Competent Authorities, some reports and outcomes needed to be disputed (Pull-test, glowwire), successfully.


The work included verification of labelling of a wide range of mother and child care products and regional adaptations, intended for a global market.


Part of several Maintain Launched Design and EU MDR Remediation (Class I, Mother and Child Care articles) Projects, from Safety & Regulatory perspective.


This include definition and maintenance of List of Applicable Standards for Devices, based on latest regulatory guidance’s.

The noteworthy regulations that were dealt with in this period were: EN14350 (Child Care Articles), IEC62133 (batteries), EN50134 (Social Alarms). RED 2014/53/EU (Radio Equipment Directive), ISO60601, 2019/1782 (sustainability), UN38.3 Transport of Lithium Ion Batteries, ISO14971 Risk Management.

Key words: EU MDR, Approbation, Labelling, Declaration of Conformity, Post market surveillance, IPL, PERS, approbation.
BSI, UK / NL

2018
Lead Assessor ISO13485:2016 

BSI, the market leader on auditing and certification of companies. I’ve been trained in the ISO13485 Lead Medical Assessor program, and I’ve been part of several ISO13485 Assessments, stages and Medical Device File audits as part of this training.

Certified in: ISO13485:2016 Lead Assessor, trained in MDD.
BSI introduced me in MDR, MDSAP.

Please note: I am not interested in a pure-assessment opportunity.


Key words: MDD, MDR, MDSAP, ISO60601, ISO13485, ISO14971, ISO19011, ISO62304, QMS, CAPA, Lead Assessor.
Philips Bothell WA, USA
2018
Medical System Engineer – Medical Verification Specialist


Working as an Medical System's Engineer, in a challenging multisite CAPA team, with colleagues from Bothell WA. USA, to resolve quality issues and reform the culture of the company, into an improved culture be driven by quality excellence.


The CAPAs were wide scoped and broadly oriented; Labelling, Verification, Validation, Field Service, Software. And implementing changes in an orderly fashion into the DHF and DMR of several AED-products.


The challenge given by this opportunity entails more than just improving several product and process practices. A large part of the work included drive small and larger Company Quality Culture Transformation-steps. 

Key words: ISO60601, ISO13485, ISO14971, ISO62304, QMS, CAPA, CFR820, AED-ECR.
Several small projects
2017 
Quality Systems consultant


Support several small medical (or related to medical products and services) startup companies to create and maintain their ISO13485 and ISO62304 compliancy by creating and/or maintaining a pragmatic, fitting Quality Management System.

Integration of 0909 phoneline to www


Creation of the www.zigurath.nl website, a commercially oriented paid-number, where consultants can see how many seconds they called with customers, and handle the repayment process.


BeagleBone Domotica solution


Created an embedded domotica solution based on the Beaglebone embedded platform.


Key words: Self-driven, cold acquisition, curl, php, mysql.

Mental Vitality, Philips Research
03.2015  –  05.2016
Medical Verification Architect (Software)

Philips Research, Mental Vitality. A Start-up aimed at delivering specific depression management tool to selected clients, suffering from low to medium form of depression.

Mobile application oriented towards Android and iOS, combined with a data collecting back-end. All needed to be medically verified functionally and on efficacy, suited for CE and FDA regulations.

Work consisted of (before QMS had been chosen): Verification plan, Risk assessment, Intake of external resources including verification of these resources. Resources consisted of Software and Psychology reports and evidence of efficacy for psychology tests provided by partner Trimbos Institute.

Served as an internal consultant on medical verification and test automation medical software development. Presented about test techniques and provided solutions for automated tests and validated the test methods for the tests designed by test team (2 test designers), collecting and reporting including validated test methods.


I Trained 3 test engineers on the job within this project.

Key words: Teamlead, teamcoach, ISO62304, ISO62366, ISO60601, ISO14971, DHF, DHR, Psychology, DBS, Java, Android, ADK, JDK, NUNIT, JUNIT, Jenkins, HIPAA, ISO7510-12, GIT, C#, Agile TIR, iOS, scripting (bash, batch), automated deployment, automated testing, integration testing, test-document generation.
Sapiens, Steering brain stimulation

09.2012  –  04.2015
Medical Verification Architect (Soft- and Hardware)

Sapiens Steering Brain Stimulation GmbH, BV is an emerging medical device company whose mission it was to bring a revolutionized concept of Deep Brain Stimulation (DBS) to more patients who can benefit from this advanced treatment of degenerative or functional brain disorders, such as Parkinson disease, dystonia and other indications (OCD, PTSD). 


Sapiens SBS has been acquired by Medtronic (end of 2014).


Within release-management; released for verification and released for validation (MDD CE class 2A) -and prepared for release- several medical systems (a combination of hardware and software), used in the planning and treatment of DBS.

Created an automated solution as part of the continuous build system, which allowed the agile team to maintain the requirements (read-only), product code and test cases -whether automatic or manual- in the same code-base (configuration management). The system created reviewable and form-like test case documents, suitable as test-log during Design Verification Testing. This solution creates a strong, traceable and verifiable bond between requirement, test and code. Which allowed for proper configuration management and direct insight in test and requirement coverage.


Within my role as Verification Architect; Wrote master verification & validation plans, test specifications, test methods and procedures. I was involved in the creation and inspections of requirements, designs (software, electronics, hardware), test specifications, Design History Files, Device Master Records, test logs, etc of several medical devices.


Created validations for several test methods and hardware equipment, to allow objective verification and production testing of several medical devices with these methods and equipment. 


Validated several software tools, to aid the automated DVT.


As part of the Agile team; Experimented with Android and JUnit to prepare for oncoming medical hardware and software products, with the intend to automate deployment, testing and result reporting for Android.


Hardened the Windows 8 Embedded image for the medical products.


Created a lean, verifiable, automated server solution for the QA department for their CAPA, training and document-control.


Created linear electronical test equipment for indicative testing.


Created test cases, both automatic as manual.


Tested several Medical Devices for design verification.


Successfully brought medical devices to the market to improve patient lives.


Key words: CE-marking, ISO13485, ISO62304, ISO62366, ISO60601, ISO14971, ISO61000, CISPR, EN1041, EN980, DHF, DHR, Neurostimulation, DBS, Active Implantable MDD HIPAA, 93/42/EEC, DVT, Java, Android, ADK, JDK, NUNIT, JUNIT, Jenkins, GIT, C#, AgileTIR, Windows 8, scripting (bash, batch), automated deployment, automated testing, integration testing, document generation, MRI T1 T2 CT, SQL Server, AutoIt, pathogens, indicative and summative testing.

Philips Healthcare

09.2009  – 09.2012
Senior Agile Quality Team Leader



After the movement of the Philips CareServant product to the portfolio of Philips Healthcare.


Within the new setting, I was responsible for the introduction of a department-wide reviewing process after defining the high level process flow of product-inception to acceptance and improvements for each stage.


To introduce these improvements, I held several internal presentations to create awareness and a constructive environment that would carry the implications of these improvements. (e.g. doing reviews, creation of requirements and User Acceptance Tests).


Next to these new opportunities, the existing challenges also remained; definition and coordination of system testing, integration testing in the hospital environments and keeping contacts with (international) 3rd party suppliers.


During each release iteration the entire system was tested in order determined by the risk analysis. This also the depth of the testing involved and the methodologies used. 


Bi-weekly, a team of 2-5 engineers were assigned to the test and integration-team to improve the code that was created by development. (Total teamsize: 7 fte)


Created a rudimentary QMS with procedures for hygiene and cleaning for return goods and releasing (software, hardware new and re-used).


Key words: Agile, Risk Management, SOA, VMWare, HL7, C#, TCP/IP, TestLink, Tortoise / SVN, Linux, scripting (bash, php), ITIL, ISO9001, continuous build, automated deployment, automated testing, ISO7510-12, integration testing.

Philips Research

04.2007  – 08.2009
Integration, Test and Release mgmt
Philips CareServant


Philips CareServant provided a triple play solution for hospital patients. Via a touchscreen or TV with a user friendly interface patients can order meals, movies, watch television or place a phonecall. The solution integrates with several suppliers of software and hardware.


Within this agile environment it was my responsibility to define and prepare the integration an test processes, specify system and integration tests, coordinate execution of these tests and to integrate the documented test-process in the development way of working.


I also defined and coordinated the implementation of the test infrastructure, did the integration planning and kept contacts with (international) 3rd party suppliers and documented all processes.


To create awareness within CareServant development with regards to testing and software quality, I held presentations to several audiences (Philips CareServant, Philips SES Research, Philips Medical Best) to share the finesse of Agile Testing.


During the release iteration the entire system was tested in order determined by the risk analysis. This also the depth of the testing involved and the methodologies used. 


Bi-weekly, a team of 2-9 engineers were assigned to the test and integration-team to improve the code that was created by development. (Total teamsize: 4-11 fte)


Key words: Agile, Risk Management, VMWare, HL7, C#, TCP/IP, TestLink, Tortoise / SVN, scripting (bash, php), continuous build, automated deployment, automated testing, integration testing, ISO9001.

Philips AppTech

12.2005  – 03.2007
Test engineer / Test coordinator
Blu-ray


I was responsible for planning and tracking the test execution, designing the test architecture and creating and maintaining the System Test Specification.


I focused on n-state testing and adherence to the Blu-ray standard.


Within the team of 6 test engineers he also performed coaching tasks and provided advice to development on how unit testing could be realized.


Key words: Blu-ray, Test Scripting, Test Link

Philips Medical

06.2005  – 11.2005
Software integration
Cardio Vascular Alliances


I was responsible for integration of the software based on an older platform to a new platform (CT, Stereotaxis) and testing of the migrated software.


Key words: C/C++, Microsoft Visual Studio, ISO17799
Philips CryptoTec

04.2004  – 06.2005
Test engineer / Test manager
Smartcard


I was responsible for the planning of CryptoWorks 5.0 smartcard test cycles, creating and maintaining the test plan and testing of the final product (functional and non-functional) with a team of 3 other test engineers.


Specific testware was required for automatic and manual testing. I designed and implemented this testware in C#. 


Two test engineers in the test team were juniors and coaching them was part of my job.


Key words: 8051 SmartMX, C#, Keil compiler, Microsoft Visual Studio, ISO7816


Philips Creative Display Solutions

10.2002 – 04.2004
Team leader
Beamer technology


The Super Low End (SLE) was a project of Philips CDS which focused on shrinking the existing 32 bit software from 226kB to the new 8 bit platform with only 64kB ROM space, without sacrificing speed or functionality.


I was appointed teamleader of the team of 4 software engineers. Within this role he performed planning and tracking of activities and reported progress to the customer. Next to these tasks he performed some development tasks also. 


Key words: 8051 Weltrend, USB, RS232, I2C, C++, Borland

Philips CryptoTec

08.2002 – 09.2002
Web developer
Digital Rights Management


Philips CryptoTec was developing a pilot for demonstrating the possibilities of Digital Rights Management with webbased right-management.


I was called in on short notice to develop the website for this pilot and was also responsible for setting up the server. 


Key words: DRM, PHP, Linux, GCC, MySQL, SSL, certificate-security.

Philips DTS

08.2001 – 08.2002
Test Engineer
iFusion Vista


For Philips Digital Transmission Systems, within a team of 25 engineers we created the new generation of Digital Video Broadcast management and control software.


I was as test engineer responsible for the testing of the security and user interface of the stream management module. He also had an important role in improving the testing strategy and reporting procedures.


Key words: Rational tools (RequisitePro, SoDa, Robot, TestManager), SQABasic, DVB, MPEG.

Philips TASS

04.2001 – 08.2001
Software Engineer
Linux


Linux for the Wildfire, The goal of this project was to port an existing Linux Kernel on a Big Endian MIPS platform in a settopbox. This was done for study purposes only.


Key words: C, assembly, Linux, PromICE

Vuurwerk Internet BV

01.2001 – 06.2001
Software Engineer
Internet


I developed the e-mail management tool that collects helpdesk e-mail from the inbox and places it into a database, where employees can use a web-interface to react and track e-mail from customers.


Key words: C, PHP, Linux, GCC, MySQL
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