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American National Standardsglnstitute;dne:n of an AAMI guidance document and is

intended to allow potential pu@ﬁ;g@zto evaluate the content of the
document before making a purchasing decision.
This standard provides performance and safety requirements for transducers, including cables, designed for
blood pressure measurementsheoughyan dnewelbing catheter on direet pupeture, and also provides disclosure
requirements to permit the user tocdietermine)\the: competibilitysbetween the transducer and blood pressure
monitor. This standard is a combined: vevision obawooAmerican Nationa Standards (ANSI/AAMI
BP22—1986 and ANSI/AAMI BP23—1986).
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Foreword

This is a combination and a revision-of . two American-National Standards, Blood pressure transducers,
general (BP22) and Interchangeability and performance of resistive bridge type blood pressure transducers

(BP23), both of which were originally approved in 1986. _
This Is a preview edition of an AAMI guidance document and is

This standard wasndeveiopedoby the: Bieod Pressdee Menitering: Connitiee: of theyAssociation for the
Advancement of Medicaljdnstrumentation: nThei-ebjgstive Hofsithisistandard is to provide labeling and
performance requirements, test methodology, and terminology that will help ensure that heath care

professionals are supplied with;safepaceurate blpodpressureAransoucersent,

Substantive changes from the ori Ginal &Ardards 8hpear inAhis P s on/combination. The requirement for a
standard connector to achieve intercRangeabifity’ #as! dithinated; however, many of the electrical
requirements for ensuring interchangeability were retained. The sensitivity and nonlinearity/hysteresis
requirements were replaced by an accuracy error band requirement. A test method using alternating current
excitation was added along with a synchronous demodulator circuit for performing the test. Catheter tip
transducers were included in this standard. A labeling provision was added to allow transducers that cannot
withstand defibrillation discharges to be included. The volume displacement requirement, which was to
ensure adequate reproduction of pressure waveforms, was replaced by a frequency response requirement.

This standard reflects the conscientious efforts of concerned health care professional's, device manufacturers,
and government representatives to develop a standard for those performance levels that could be reasonably
achieved at thistime.

The concepts incorporated in this document should not be considered inflexible or static. This standard, like
any other, must be modified as advances are made in technology and as new data become available. AAMI
standards development procedures require that all standards are reviewed and, if necessary, updated at least
once every five years.

As used within the context of this document, "shall" indicates requirements strictly to be followed in order
to conform to the standard; "should" indicates that among several possibilities one is recommended as
particularly suitable, without mentioning or excluding others, or that a certain course of action is preferred
but not necessarily required, or that (in the negative form) a certain possibility or course of action should be
avoided but is not prohibited; "may" is used to indicate a course of action is permissible within the limits of
the recommended practice; and "can" is used as a statement of possibility and capability. "Must" is used only
to describe "unavoidable" situations, including those mandated by government regulation.

Recommendations for improving this standard are invited. Comments and suggested revisions should be
sent to: AAMI, 3330 Washington Boulevard, Suite 400, Arlington, VA 22201-4598.
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NOTE—Thisforeword is not a part of the American National Standard, Blood pressure transducers
(ANSI/AAMI BP22—1994).

Blood pressure transducers
1 Scope
1.1 General

This standard applies to pressure transducers, including cables, used to measure blood pressure through
catheters or direct vascular puncture. Physiological measurements other than blood pressure may be taken
with this transducer, although the requirements and tests of this standard were developed and designed with
blood pressure measurement as the intended application of the device. Even though this standard addresses
the safety and efficacy of the transducer for measurement of blood pressure, care should be exercised to
ensure the compatibility of the particular transducer and blood:pressure monitor.

1.2 Inclusions

Included within the scope of this siandard are saiely and performance requirements for transducers,
including cables, designed for blood pressure measurements through an indwelling catheter or direct
puncture and disclosure requirements to permit the user to determine compatibility between the transducer
and blood pressurgmeniter preview edition of an AAMI guidance document and is
intended to allow potential purchasers to evaluate the content of the

document before making a purchasing decision.
Excluded from the scope of this standard are transducers designed specifically for the measurement of other
physiological parameters. Thisistandarchdaes nop addressoperatingprocedures for the transducer or monitor.
Therefore, it is necessary to consulhi@ppropriatesinstruction gnanpas to set up, balance, and calibrate the
system properly. or visit www.aami.org.

NOTE—For an explanation of the rationale for the provisions of this standard as well as a statement of the
need for the standard, see annex A.

1.3 Exclusions
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