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Aaron	Joseph
Principal	Consultant	– Sunstone	Pilot,	Inc.
• 20+	years	medical	device	development	over	a	wide	range	of	products:	

• surgical	robotics	systems,	digital	x-ray	fluoroscopy	system,	drug	inhaler	devices,	robotic	catheter	
system,	x-ray	catheter	for	brachytherapy,	laser	eye	surgery	system,	heart-lung	bypass	machine,	and	
multiple	wearable/IOT	devices

• Assist	clients	with	all	aspects	of	design	controls:	risk	management,	requirements	
management,	V&V	testing,	refining	design	controls	procedures,	and	training	R&D	
staff
• Avid	promoter	of	lean	and	agile	methods	for	medical	device	development
• BSEE	- Rice	University	and		MS	Bioengineering	- University	of	Washington
• Based	in	Silicon	Valley
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Arnaud	Alberts
Growth	Manager	– Matrix	Requirements	GmbH

• Helping	medical	device	companies	to	build	their	device	in	an	agile	way	facilitating	
the	management,	the	documentation	and	the	certification	of	their	product	with	
Matrix	Requirements	applications.
• QA	engineer	and	Product	Management	in	a	Startup	Medical	Device	company

• Hardware +	software	class	2	Medical	Device
• Building	the	QA	system	for	market	introduction
• Validation,	Risk	assessment	and	testing
• Product	enhancement,	releases,	documentation

• M.Sc.	Bio-Engineering	– ULB	Brussels
• Based	in	Brussels	- Belgium
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Wolfgang	Huber	
Co-Founder	- Matrix	Requirements	GmbH
• Founder	Matrix	Requirements
• 15+	years	managing	medical	device	development
• 10+	years	developing	version	control	and	document	management	systems
• 30	years	experience	professional	software	development
• Early	adaptor	of	agile	methodologies	
• M.Sc.	Computer	Science	– Karlsruhe	University
• Based	in	Munich,	Germany	||	Beziers,	France
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Webinar	Outline
1. Requirements	management
2. Basic	model	for	risk	analysis	and	risk	controls
3. Example	change	scenario
4. Implementing	changes	with	Jira	and	Matrix
5. Tool	configurations	for	efficient	risk	and	requirements	mgmt
6. Q&A
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Example	Connected	Medical	Device

Firmware	on	
watch
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• Wearable	device	+	mobile	app	+	cloud
• Heart	monitor	(including	analysis	of	other	patient	data)
• Distributed	architecture	with	multiple	software	platforms

Mobile	app	on	
smart	phone

Data	analysis	and	storage	on	
cloud	platform

Browser	or	client	app	
on	laptop



Example	Connected	Medical	Device

Firmware	on	
watch
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Mobile	app	on	
smart	phone

Data	analysis	and	storage	on	
cloud	platform

Browser	or	client	app	
on	laptop

Change:		late	in	development,	the	team	discovers	a	problem	during	usability	testing	
à necessitates	changes	to	GUI	on	watch	and	smart	phone	and	retesting	

DHF	documents



Example	of	Matrix	screenshots:	risk	creation
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Or	we	can	focus	on	RISK	without	mitigation	
first
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The	mitigation
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traceability
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Doc	(short	video	better	to	go	through	them)
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Excel	export
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