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Standard Specification for
Electronic Thermometer for Intermittent Determination of
Patient Temperature *

This standard is issued under the fixed designation E 1112; the number immediately following the designation indicates the year of
original adoption or, in the case of revision, the year of last revision. A number in parentheses indicates the year of last reapproval. A
superscript epsilonef indicates an editorial change since the last revision or reapproval.

1. Scope 3. Terminology
1.1 This specification covers electronic instruments in- 3.1 Definitions:
tended for intermittent monitoring of patient temperatures. 3.1.1 The definitions given in Terminology E 344 shall

1.2 This specification does not cover infrared thermometersapply to this standard.
Specification E 1965 covers specifications for IR thermom- 3.2 Definitions of Terms Specific to This Standard:

eters. 3.2.1 battery chargey n—an electrical circuit designed to
1.3 The values stated in Sl units are to be regarded as threstore the electrical potential of a battery.
standard. 3.2.2 distributor, n—any person who furthers the marketing

1.4 The following precautionary caveat pertains only to theof a device from the original manufacturer to the person who
test method portion, Section 5, of this specificatidrhis = makes final delivery or sale to the ultimate consumer or user
standard does not purport to address all of the safety concerndgut who does not repackage or otherwise change the container,
if any, associated with its use. It is the responsibility of thewrapper, or labeling of the device or device package.
users of this standard to consult and establish appropriate 3.2.3 electronic thermometem—an instrument that pro-
safety and health practices and determine the applicability of/ides a display of temperature sensed through the use of a

regulatory limitations prior to use. transducer and electronic circuitry.
3.2.4 manufacturer n—any person, including any repacker
2. Referenced Documents or relabeler, or both, who manufactures, fabricates, assembles,
2.1 ASTM Standards: or reprocesses a finished device. (See “Good Manufacturing
E 344 Terminology Relating to Thermometry and Hydrom- Practices,” Part 807 Code of Federal Regulations 6.)
etry? 3.2.5 measurement timen—that time required from the
E 1104 Specification for Clinical Thermometer, Probe Cov-time of patient contact to display of temperature to within the
ers and Sheatfs stated accuracy.
E 1965 Specification for Infrared Thermometers for Inter- 3.2.6 predictive thermometen—one that provides an indi-
mittent Determination of Patient Temperattire cation of the final stabilized temperature of the measurement
2.2 Underwriters Laboratory Standards: site in advance of the time necessary for the transducer to reach

UL 544 Standards for safety, medical and dental equipmend stabilized temperature.
UL 913 Standards for safety, intrinsically safe electrical 3.2.7 probe n—an assembly, including the transducer, that
circuits and equipment for use in hazardous location  is used to position the transducer in the specific location at

2.3 U.S. Pharmacopeié: which the temperature is to be determined.
USP Latest Issue Biological Test 3.2.8 probe cover and sheath—a device provided for the
2.4 Federal Regulations: purpose of preventing biological contact between the patient
CFR Part 87 Establishment Registration and Premarkednd probe (see Specification E 1104).

Notification Procedure 3.2.9 IR thermometem—an optoelectronic instrument that

is capable of noncontact infrared temperature measurement
when placed into the auditory canal of a subject (ear canal
1 This specification is under the jurisdiction of ASTM Committee E20 on tg/pe) or from the subject’s body surface (skin type).

Temperature Measurement and is the direct responsibility of Subcommittee E20.0 . .
on Medical Thermometry. 3.2.10 transducey n—a device that provides a measurable
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