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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies 
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO 
technical committees. Each member body interested in a subject for which a technical committee has been 
established has the right to be represented on that committee. International organizations, governmental and 
non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely with the International 
Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of technical committees is to prepare International Standards. Draft International Standards 
adopted by the technical committees are circulated to the member bodies for voting. Publication as an 
International Standard requires approval by at least 75 % of the member bodies casting a vote.

In other circumstances, particularly when there is an urgent market requirement for such documents, a technical 
committee may decide to publish other types of document:

—	 an	ISO	Publicly	Available	Specification	(ISO/PAS)	represents	an	agreement	between	technical	experts	in	
an ISO working group and is accepted for publication if it is approved by more than 50 % of the members 
of the parent committee casting a vote;

—	 an	ISO	Technical	Specification	(ISO/TS) represents an agreement between the members of a technical 
committee and is accepted for publication if it is approved by 2/3 of the members of the committee 
casting a vote.

An	ISO/PAS	or	ISO/TS	is	reviewed	after	three	years	in	order	to	decide	whether	it	will	be	confirmed	for	a	further	
three	years,	revised	to	become	an	International	Standard,	or	withdrawn.	If	the	ISO/PAS	or	ISO/TS	is	confirmed,	
it is reviewed again after a further three years, at which time it must either be transformed into an International 
Standard or be withdrawn.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent 
rights. ISO shall not be held responsible for identifying any or all such patent rights.

Amendment 1 to ISO/TS 19218-1:2011 was prepared by Technical Committee ISO/TC 210, Quality management 
and corresponding general aspects for medical devices.

ii © ISO 2013 – All rights reserved

Full document details: ISO TS 19218-1-2011 amd1-2013

http://avadocuments2026.com/doc/iso-ts-19218-1-2011-amd1-2013
http://avadocuments2026.com/doc/iso-ts-19218-1-2011-amd1-2013


 

Medical devices — Hierarchical coding structure for adverse 
events —

Part 1: 
Event-type codes

AMENDMENT 1

Page 2, Clause 4

In	Table	1,	replace	the	fourth,	fifth	and	sixth	columns	with	the	following:

Level 2 
code Level 2 term Level 2 definition Example(s)

1001 Difficult	to	
Position

Issue associated with users 
experiencing	difficulty	in	deploying	a	
device, device component or both to 
a	specified	location.

When replacing a left ventricle lead, the physician had 
difficulty	moving	the	lead	around	a	bend	in	a	branch	of	the	
coronary sinus and so had to remove the lead and use 
another one.

1002 Failure to 
Activate

Issue associated with the inability of 
a device or device component to be 
activated.

The remote monitor of a patient monitoring system was not 
receiving any power because the power cord was faulty.

A	defibrillator	failed	to	deliver	a	shock	to	a	patient	because	
the electrical connection between the device cable and the 
electrode paddle failed.

1003 Failure to 
Separate

Issue associated with the failure of 
the device or one of its components 
to detach or separate as intended.

Failure of a unidirectional valve in an anaesthesia machine 
allowed CO2 rebreathing in the inspiratory limb of the 
breathing circuit.

1004 Premature 
Activation

Issue associated with an early and 
unexpected	activation	of	the	device,	
device component, or both, from the 
system.

When	an	intra-oral	X-ray	unit	was	first	turned	on,	it	
generated	an	exposure	on	its	own.

1005 Delayed 
Activation

Issue associated with a delayed and 
unexpected	activation	of	the	device,	
device component, or both from the 
system.

After	a	delay	of	several	seconds,	the	defibrillator	delivered	
a shock.

1101 Hardware Issue Issue associated with hardware that 
affects device performance.

A	fluoroscopic	X-ray	system	stopped	operating	due	to	the	
failure of the hard drive.

1102 Network Issue Issue associated with deviations 
from documented network system 
specifications	that	affect	performance	
of the whole system or device or 
devices connected to the network.

Radiation treatment planning (RTP) data was transmitted 
across a general use hospital information network. There 
was a delay in the transfer of the data due to the RTP 
application	running	into	conflict	with	other	application	
demands on the network resources.

1201 Application 
Program Issue

Issue associated with the 
requirement	for	software	to	fulfil	its	
function within an intended use or 
application.

During the use of a patient database application, the 
computer locked up and the data could not be saved.

1202 Programming  
Issue

Issue associated with the written 
program code or application software 
used to satisfy a stated need or 
objective for functioning of the 
device, including incorrect software 
programming, dose, parameter and 
power calculations.

A nurse programmed an infusion pump with a dose that 
was outside the permissible limits for that drug, which the 
software did not identify, resulting in the patient receiving 
an overdose of the drug.
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