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Foreword (This foreword is not part of American National Standard ANSI Z80.10-2018.)

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 Z80.10-2014 was adapted by a group of experts within the ANSI Ophthalmic
Instruments Subcommittee under the chair of Charles E. Campbell. It is a perfor-
mance standard.

This standard defines the tolerable range of intraocular pressure (IOP) readings in
comparison to measurements made by a reference applanation tonometer specified
to be the Goldmann Tonometer. Normative references have been updated. Allow-
ance is made in this standard for a Goldmann-equivalent measurement, taken with
an instrument that meets requirements for a test tonometer when compared to the
Goldmann reference tonometer. Such an instrument may present intraocular pres-
sure data in formats other than Goldmann. This standard clarifies that a new tonor. e-
ter that meets all of the specifications and requirements of annex A is qualifiea o= 2
reference tonometer, and, therefore, it does not require the clinical validaticn de
scribed in annex B and clause 4.2.1. In Annex B, Clause B.2.3 was add=d tc ar.d the
requirement that the same examiner shall make the measurements - n ai eye with
the tested and the reference tonometer. The final paragraph of Claus +'8.5.3 has
been removed so that repeated measurements on the same v ve for eyes with pres-
sure in excess of 23 mmHg are no longer allowed as means t2 o ‘ain sufficient mea-
surements in this pressure range group. The minimum: nurberof eyes to be tested
specified in B.5.3 was corrected to read 120. It was -lar.ieu Giat additional eyes in
each pressure group are only needed for instruments (hat are claimed to measure
eyes with high astigmatism.

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

Suggestions for improvement of this stendora will be welcome. They should be sent
to the Vision Council, 225 Reinekers La e, suite 700 , Alexandria, VA 22314.

This standard was processed ana app.uved for submittal to ANSI by the Accredited
Standards Committee on Ophth.Imic Optics, Z80. Committee approval of this stan-
dard does not necessarily imnly (- at all committee members voted for its approval. At
the time of approval of th s-stendard, the Z80 Committee consisted of the following
members:

Carl Tubbs, M.D., “ha ‘'man

Neal Roche, Vice-Ct.2irman
William Berjan.'n, O.D., Secretary
Michael *‘ita\>. Secretariat
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Organization Represented Name of Representative

Advanced Medical Technology Association.............cccoceeevneenne Michael Pfleger
American Academy of Ophthalmology.........ccccccoeviieiniireneenne Carl Tubbs
American Academy of Optometry ...........cccccvieiiiiiiiee e David Loshin
American CeramicC SOCIEtY .......cccueiiiiiiiiiiie e Lyle Rubin
American Glaucoma SOCIety .......ccccecvvieiiiiiiiiee e Steven Gedde
American Optometric ASSOCIation ........ccccceeviiiiiiieeiniee e William Benjamin
American Society of Cataract and Refractive Surgery ............... Stephen Klyce
Contact Lens INStitute ........coooviiiiiiii e Stan Rogaski
Contact Lens Manufacturers Association .............ccccoiecieereniee Martin Dalsing
COrNEa SOCIELY ..veieiiiiiiiiee e Michael Belin
Department of Veterans Affairs............occooiiiiiii i John Townsend
Food & Drug Administration CDRH/Division...........cccccccevruenn.e. Don Calogero
INAIVIAUAL ..o Ralph Stone
Johnson & Johnson Vision .........ccccoocoeiiiiiiiic e Priya Janakiraman
National Association of Optometrists & Opticians ...................... Nick Mileti
Optical Laboratory Association ...........cccooociiiiiiiiiiee e Steve Sutherlin
Opticians Association of AMErica ...........cccccvveeiiiiiiiee e Tom Hicks
Sunglass Association of AMEriCa ..........cccovvveeiiieeiiiiicieceee Tibor Gross

The Vision CoUNCIl .....cccoovviiiiiiiiiiie e Michael Vitale
SO TC 172/SC7 ..ttt Michael Vitale

The members of the subcommittee on Ophthalmic Instruments who cc: tributed to
this standard are:

Charles E. Campbell, Chair
William L. Brown, O.D., Ph.D,
Karl Citek, O.D. Ph.D.

Bruce Drum, Ph.D.

Stephen Kylce, Ph.D.

Dexiu Shi, Ph.D.

David Sliney, Ph.D.

Robert Rosenberg, O.D.
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