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 7 2 70 - 3 2 - 1

Scope
ISO	19213:2017	specifies	mechanical	test	methods	for	
characterizing	cortical	bone	model	materials	for	use	as	a	
standard	model	for	performing	mechanical	tests	for	devices	or	
instruments	used	in	orthopaedic surgery,	plastic	surgery,	
neurosurgery,	and	oral	and	maxillofacial	surgery.
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Organ
model

Biofidelity

To	assure	model’s
intended	purpose.

To	perform	model’s
V&V	for	QA.
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… solving	practical	problems	through	the	function	analysis	of	
biological	systems	through	the	function	analysis	of	biological	
systems,	their	abstraction into	models,	and	the	transfer	into	
and	application…

Biofidelity not defined

Biofidelity ≠ biomimetics© Kiyoyuki Chinzei 2018-
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IEV	881-12-54
phantom	(radiology)
a	volume	of	material	behaving	in	essentially	the	same	
manner	as	tissue	of	the	same	dimensions,	with	respect	
to	absorption	and	scattering	of	the	radiation	in	
question,	used	for	dosimetry	or	for	the	evaluation	of	
radiographic	images	in	diagnostic	radiology	and	
nuclear	medicine

ISO/TC 173/SC 1 Wheelchairs 

test	dummy
device	used	to	represent	the	mass	and	mass	
distribution	of	a	human	being,	for	the	purpose	of	
testing	a	wheelchair
ISO 7176-11:2012	Wheelchairs — Part 11:	Test	dummies,	3.7

ISO/TC 150/SC 4 - Bone and joint replacements

phantom
object	that	is	used	as	a	representative	of	an	
anatomical	part
ISO	16087:2013	Implants	for	surgery— Roentgen	
stereophotogrammetric analysis	for	the	assessment	of	
migration	of	orthopaedic implants,	2.15

ISO/TC 85  Nuclear energy, nuclear 
technologies, and radiological protection
phantom
known	reference	object	that	is	scanned	to	
assess	the	performance	of	a	CT	system
(3.15)
ISO	15708-1:2017	Non-destructive	
testing— Radiation	methods	for	computed	
tomography— Part	1:	Terminology,	3.5
(and	many)

ISO/TC 94 Personal safety -- Protective 
clothing and equipment / Respiratory 
protective devices
dummy
test	device	or	mechanically	realizable	
human	analogue	model	that	simulates	one	
or	more	of	the	anthropometric,	ballistic	and	
dynamic	characteristics	of	man
ISO	5805:1997	Mechanical	vibration	and	
shock— Human	exposure — Vocabulary

 model dummy phantom
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Intended	purpose

Organ
model

Intended	
specifications

Engineering	
specifications

Validation

Objective	or
subjective

Obtained	by	objective	
measurement

verification
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2018 2019 2020 2021 2022
3D bone
model
(cortical)

NWIP WD CD DIS ISO

Soft tissue
model 
(cardiovascular?)

NWIP WD CD

3D bone
model 
(cancellous?)

NWIP WD CD DIS

Tissue
model 
(definition?)

NWIP WD CD DIS
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