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' JAPANESE INDUSTRIAL STANDARD JIS

General rules for alarms of medical equipment T 1031-1991

1. Scope

This Japanese Industrial Standard specifies the alarms and their displays
which must be provided in medical electrical equipment (including systems of
such equipment, hereafter referred to as "equipment") used for the monitoring,
diagnosis and medical treatment of patients, for the purpose of transmitting
the information to medical employees quickly, if such an emergency state
exists that the life of the patient or operator is directly affected or the

similar state appears during service of the equipment. However, this
Standard is not applied to medical radiological equipment.

If there is any discrepancy between the provisions of detail specifica-
tion and this Standard, the provision of detail specification shall be used.

. Remarks: The following standards are cited in this Standard:
JIS C 1502;Sound Level Meters
JIS C 1505-Precision Sound Level Meters
JIS C 7612-111uminance Measurements for Lighting Installations

JIS T 1002-General Rules for Safety Testing Procedures of
Medical Electrical Equipment

JIS T 1011 Glossary of Terms Used in Medical Electrical
Equipment (General Terms)

JIS Z 9110 Recommended Levels of Illumination

2, Definitions

For the purpose of this Standard, in addition to the definitions given in
‘ T 1011, the following principal definitions shall apply:

(1) medical employee A person who is engaged in medical treatment in
direct contact with patients such as a doctor or a nurse.

(2) operation Action which is necessary for correct functioning of an
equipment.

(3) operator A medical employee who operates equipments.

(4) operating part A part of equipment whose subdivided function is the

object of active operation (e.g. operation by motion of hands or feet)
of the operator.

(5) alarm If a no-good state occurs on the patient, equipment or opera-
tion, to inform such a state to the medical employee.
The information is included.
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(6) emergency alarm An alarm which is generated in such a case that
abnormality of patient, abnormality of equipment or mal-operation
takes place and the life of the patient is badly affected without
emergency treatment.

(7) warning alarm An alarm which is generated in such a case that
abnormality of patient, abnormality of equipment or mal-operation
takes place and possible urgent treatment is required.

(8) caution.alarm An alarm which is generated in such a case that the
system deviates from normal measuring and treatment conditions,

(9) alarm generating function The ability to detect bad conditions on
patient, equipment or operation and informs the conditions to the
medical employee. Such a system is also included in this category.

(10) generating conditions The conditions determined to generate the alarm
for each kind of alarms. ‘

(11) signal A means which tells the information excluding that which is
the subject of alarms among the conditions of patient, equipment and
operation to the medical employee. The notice (including living body
phenomena on patient) is included in this category.

(12) display To tramsmit the information necessary for patient's conditions
or operation of equipment to the operator through his auditory and/or
visual senses by means of a part of the equipment.

Such information is also included in this category.

(13) phenomenon The phenomenon which occurs on patient, equipment or
operation,

(14) intermittence To interrupt and continue the sound used as a means of
alarm, signal or display.

(15) flashing To dinterrupt and continue the light used as a means of alarm,
signal or display. . ‘

(16) stop Such action of operator that he stops the alarm during occur-
rence of the phenomenon which corresponds to the alarm.

(17) automatic release -Such action of equipment that it stops auto-
matically the alarm when the phenomenon corresponding to the alarm
disappears or after the elapse of a certain time.

(18) setting To determine the conditions by operating the operating part
to generate the alarm when the said conditions are satisfied. Such
operation is also included in this category.

(19) automatic reset Such action of equipment that it resets the alarm
automatically after the elapse of a certain time from the instant when
the operator stops the alarm,
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