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American
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Developed by

Approval of an American National Standard requires review by ANSI that the
requirements for due process, consensus, and other criteria for approval have
been met by the standards developer.

Consensus is established when, in the judgement of the ANSI Board of
Standards Review, substantial agreement has been reached by directly and
materially affected interests. Substantial agreement means much more than
a simple majority, but not necessarily unanimity. Consensus requires that all
views and objections be considered, and that a concerted effort be made
towards their resolution.

The use of American National Standards is completely voluntary; their
existence does not in any respect preclude anyone, whether he has appreveu
the standards or not, from manufacturing, marketing, purchasing, or ush 1
products, processes, or procedures not conforming to the standards.

The American National Standards Institute does not develop star..ards und
will in no circumstances give an interpretation of any American National
Standard. Moreover, no person shall have the right or authorit ’ to issue an
interpretation of an American National Standard in the nar:e 01 & 2 American
National Standards Institute. Requests for interpitaticns ‘should be
addressed to the secretariat or sponsor whosene:i.o apzears on the title
page of this standard.

CAUTION NOTICE: This American Natic~al Standard may be revised or
withdrawn at any time. The procedures of the Annerican National Standards
Institute require that action be taken ‘oerindically to reaffirm, revise, or
withdraw this standard. Purchasers «f ~><rican National Standards may
receive current information on all sta.dai's by calling or writing the American
National Standards Institute.
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Foreword (This foreword is not part of American National Standard ANSI Z80.10-2014.)

This American National Standard covers tonometers specifically intended for routine
clinical use in the estimation of intraocular pressure for the detection, diagnosis, and
management of ocular abnormalities and excludes uses such as monitoring induced
high intraocular pressure for refractive surgery.

ANSI 780.10-2014 was adapted by a group of experts within the ANSI Ophthalmic
Instruments Subcommittee under the chair of William L. Brown, O.D., Ph.D. Itis a
performance standard.

This standard defines the tolerable range of intraocular pressure (IOP) readings in
comparison to measurements made by a reference applanation tonometer such as
the Goldmann Tonometer. Normative references have been updated. Allowance is
made in this standard for a Goldmann-equivalent measurement, taken with an instru-
ment that meets requirements for a test tonometer when compared to the Goldmann
reference tonometer. Such an instrument may present intraocular pressure data in
formats other than Goldmann. This standard clarifies that a new tonometer t at
meets all of the specifications and requirements of annex A is qualified as.a 1cfe -
ence tonometer, and, therefore, it does not require the clinical validation descrixed ir
annex B and clause 4.2.1. Added to annex B is clause B.9.3, which mordifies re/juire-
ments for statistical analysis. Allowance for multiple measurements with *he refer-
ence tonometer during testing with the test tonometer is disallowed in s standard
with the deletion of clause B.9.2

Annexes A and B are normative and are considered part of ine stendard. Annex C is
informative and is not considered part of the standard.

Suggestions for improvement of this standard will be wc!coine. They should be sent
to the Vision Council, 225 Reinekers Lane, Suite 7010, Alexandria, VA 22314.

This standard was processed and approved. for submittal to ANSI by the Accredited
Standards Committee on Ophthalmic Optics, Z8U. Committee approval of this stan-
dard does not necessarily imply that all @on mi..ee members voted for its approval. At
the time of approval of this standarc, v @ 200 Committee consisted of the following
members:

Thomas White, M.D., Chairmcn
Quido Cappelli, Vice-Chai'm:.n
William Benjamin, O.D, Scare.ary
Jeff Endres, Secretariau
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Organization Represented Name of Representative

Advance Medical Technologies Association ............c.ccccvveeeriunns Michael Pfleger
American Academy of Ophthalmology ... Dr. Thomas White
American Academy of Optometry Dr. David Loshin

American Ceramic Society.................... Lyle Rubin
American Glaucoma Society ................. Dr. Steven Gedde
American Optometric Association Dr. Karl Citek
American Society of Cataract and Refractive Ophthalmology ....Dr. Stephen Klyce

Contact Lens INSHLULE ........vvveeeiciiiec et Stan Rogaski
Contact Lens Manufacturers Association Quido Cappelli
Department of Veterans Affairs.........c.ccoeeevieeennenn. Dr. John Townsend
Federated Cornea Societies/ASCRS Dr. Michael Belin
Food & Drug ADmIniStration ............ccueeeeeiiiiiieee e Don Calogero
National Association of Optometrists & Opticians Nick Mileti
Optical Laboratory ASSOCIation ...........cccceevciveieeennnnns Michael Vitale
Opticians Association of America.......... Tom Hicks
Sunglass Association of America.......... Frederick Grethel
The Vision COUNCIl .......cooiiiiiiei e Jeffrey Endres
U.S. TAG Leader to ISO TC 172/SC7 ....cccvveviviiiiieeiiieesiie e Jeffrey Endres

The members of the subcommittee on Ophthalmic Instruments who  ontributed to

this standard are:

William L. Brown, O.D., Ph.D, Chair

Charles E. Campbell
Bruce Drum

David Luce

Robert Rosenberg


https://www.stdhive.com/standards/ansi-z8010-2014-pdf/



https://www.stdhive.com/standards/ansi-z8010-2014-pdf/

AMERICAN NATIONAL STANDARD ANSI Z80.10-2014

American National Standard
for Ophthalmics —

Ophthalmic Instruments —
Tonometers

1 Scope

This standard, together with ISO 15004-1:2009, Fundamental requirements and test methoau: —
Part 1: General requirements applicable to all instruments — First edition, specifies nirimuin
requirements and the design compliance procedure for tonometers intended for rout.e cunical use
in the estimation of intraocular pressure (IOP) for the detection, diagnosis, and nanagement of
ocular abnormalities.

NOTES

1) The true intraocular pressure is seldom directly measured since it woui' re juire invasion of the eye.
Since the true IOP cannot be known, the instrument (annex A) and 1hethod (annex B) for determining a
reference IOP are established.

2) Clinical tonometers may employ different parameters or cor. =lat :s in the indirect assessment of
measured IOP. The manufacturer states the exact desig: pa.ameters of the specific tonometer, and
then, on the basis of design compliance testing as spezifiec in 4.2, demonstrates that the specific design
performs acceptably compared to the reference meth d. This process is referred to as certification.

The manufacturer also demonstrates, by methcds specified in 4.3, that individual manufactured
instruments perform the same as (within defi:=2a limits) the test tonometer. This process is referred to as
verification.

2 Normative references

The following standards contain 1o\ 'sions which, through reference in this text, constitute
provisions of this Standard. A" tie time of publication, the editions indicated were valid. All
standards are subject to r¢ vision, and parties to agreements based on this standard are
encouraged to investiguw tho possibility of applying the most recent editions of the standards
listed below. Members of I':C and ISO maintain registers of currently valid standards.

ISO 15004-1:2C"9, \"undamental requirements and test methods — Part 1: General requirements
applicable to 'l inctruments — First edition

IEC 50€11-1:2005, Medical electrical equipment — Part 1. General requirements for basic safety
and eszentic| performance — Third edition
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