Biocompatibility Test Matrix
	
	Device Categories
	Initial Evaluation
	Supplemental Evaluation

	
	Nature Body Contact
	Contact Duration
	Cytotoxicity
	Sensitization
	Irritation or Intracutaneous reactivity
	Systemic  Toxicity (Acute) Pyrogenicity
	Subchronic  Toxicity
	Genetotoxicity
	Implantation
	Hemocompatibility
	Chronic Toxicity
	Cytotoxicity
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	External Communicating Devices
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	Implant Devices
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	A: Limited Exposure (<24 hrs) , B: Prolonged Exposure (24 hrs to 30 days), C: Permanent Contact (> 30 days)
* FDA/ ISO Evaluation Test
® Additional Evaluation test  
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Device Categories

Examples

Surface Device

Skin

‘Devices that contact ntactskin surfaces only. Examples include
clecirodcs, cxtcmal prostheses, fxation tapss, canpression
bandages and monitors of various types.

Mucous membrane

‘Devices communicating with inact mucosel membranes.
Exanples include contactfenses, urinary catheters, intravaginal
and nraintestinal devices (stomach tubes, sigmcidoscopes,
colonoscapes, gastrascopes), endotrachea] wbes, bronchoscopes,
dental prstheses, orhodontic devices and IUD'.

Breached or
‘compromised surfces

Devices that contact breached or therwise compromsed icrnal
body surfices. Examples include ulcer, bum and gramlation
s dressings or healing devices and bcclusive patces.

External
Communicating
Device

Blood path indirect

‘Devices that contact he blood path atone point and serve as
conduit for enty into the vascular system. Exanples mclude
solution administration sets, extension sets, ransfer sets, and
blood administration sets.

Tissuerbone/dentin
communicating

‘Devices communicatng wih tissuc, bone, and palp/dentin sysiers.
Examples include laparoscopes, arthroscopes, draining systems,
denal cements, denta flling mterials and skin aples. This
category also includes devices which contact internal tissues
(ratber than blood contact devices). Examples include many
surgical instruments and aceessaries.

Circulting blood

Devices that contact circulating blood. Examples include
intravascular catheter, temporary pacemaker clectrodes,
oxygenators, extracorpores] oxygenato tubing aad aceessories,
hemoadsorbents and immunoalorbents.

Iplant Device

Devies prncipally contacting bone. Examples nclude
orthopedic pins plates,repacement joints,bone prostieses,
cements and inkaosscous devices.

Devices principaly contacting tssue nd tssues id. Examples
include pacemalers, drug supply devioes, neuroruscular sensors
and stimuiators, repiscement tepdons,breas implants, artifial
larynxes, subperiosteal implantsand gaticn clips.

Blood

Devices principally contactng Hood. Examples inclue
‘pacemaker elecrodes, arifcialarteriovenaus fisulac, heart
valves, vascular grafls and stents, interal crug delivery catheters,
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