American National Standards Institute
Z80 Accredited Standards Committee for Ophthalmic Optics
HILTON DOUBLETREE HOTEL at BWI AIRPORT

ANSI Z80 PARENT COMMITTEE MEETING MINUTES
Tuesday, August 22, 2017: 8:30 am – 11:00 am
SPECIAL ECLIPSE EDITION
•

Call to Order and Instructions. Dr. Tom White, Chair of the Z80 Committee, called the meeting to order
at 8:30 am, Tuesday, August 22, 2017. A sign-in sheet was distributed for attendees to document their
participation. A roll call of ANSI Z80 member representatives in attendance was made. Each person
identified themselves to the group in turn around the meeting room.

•

Acceptance of the Agenda. The agenda that had been distributed was unanimously accepted without
modification.

•

Acceptance of the Spring 2017 Meeting Minutes. The minutes of the last meeting of the Parent
Committee that had been distributed were unanimously accepted.

▪

Chair’s Comments. Dr. White welcomed
everyone to the Z80 meeting and thanked
them once again for their support of the
standards process. He particularly cited The
Vision Council and Mr. Michael Vitale for
their administration of the ANSI Z80
Committee. He noted that costs have been
kept to a minimum, annual dues for membership have been steady over the past 5 years,
and that The Vision Council had continued to
cover significant costs and the operational
expenses of its staff.
It was ascertained that sufficient representatives of the member organizations were present and that, therefore, a quorum existed. Dr.
White next introduced the Vice Chair, Mr.
Neil Roche.

Z80 delegates break from work on the afternoon of Aug. 21 to
watch Eclipse through special ISO-approved spectacles.

•

Vice Chair’s Comments. Mr. Neil Roche was honored to have been elected to the Vice Chair position and
spoke of his interest in the Z80 Committee and standards since 1990. He indicated that he will commit his
energies to better standards, thereby supporting the optical industry and the public.

▪

Legal Counsel’s Report. Mr. Rick Van Arnam, Legal Counsel for the Z80 Committee, spoke about
potential interactions that Z80 delegates could have, primarily through their activities at the International
Organization for Standardization (ISO), with delegates from countries that the U.S. government has
sanctioned, such as Iran, North Korea, Sudan, Syria, and Cuba. The Z80 Committee is hereby referred to
the overview of this topic supplied by Mr. Van Arnam that is included with these minutes.
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▪

Secretariat’s Report. Mr. Michael Vitale, representing the Secretariat, advised the Z80 Committee to
expect an annual dues increase of approximately 10% to be decided at the spring, 2018, meeting when the
budget for the new year is typically presented. The dues are currently at $1,550 per year.
Mr. Vitale called for timely voting to ANSI and ISO Standards, if only to “Abstain.” A status list of the 29
Z80 Standards is included in the Secretariat’s Report included with these minutes. Several are due at the
end of this year. They will need to be re-affirmed and Project Initiation Notification System (PINS) forms
submitted to do revisions later, if necessary. He noted that completion of a PINS form is required before
work can be started on a new project or on a revision of an existing ANSI standard.

▪

Subcommittee Reports.
SC1: Mr. Richard Whitney, Chair of Subcommittee (SC) 1, reported on the activity of SC1. Key points
were covered by Mr. Whitney. He made a request for initiation of a PINS to revise ANSI Z80.1
Prescription Spectacle Lenses. A motion was made and seconded. The approval of the motion was
unanimous. The Z80 Committee is hereby referred to the SC1 Subcommittee report included as a portion of
these minutes.
SC2: Dr. Karl Citek, Chair of Subcommittee 2,
projected the written subcommittee report for view by
the Z80 Committee. Key points were covered by Dr.
Citek. He made a request for initiation of a PINS to
amend Section 5.8 of ANSI Z80.3 Nonprescription
Sunglasses & Fashion Eyewear. A motion was made
and seconded. The approval of the motion was
unanimous. The Z80 Committee is hereby referred to
the SC2 Subcommittee report included as a portion of
these minutes.
SC3: Mr. Nick Mileti, Chair of Subcommittee 3,
projected the written subcommittee report for view by
the Z80 Committee and key points were covered by
Mr. Mileti. ANSI Z80.5 Spectacle Frames has by now
been withdrawn. The Z80 Committee is hereby referred to the SC3 Subcommittee report included as a
portion of these minutes.

The Eclipse, just past totality, as photographed by Michael Vitale’s brother, Joe Vitale!

SC4: Dr. Sanjeev Kasthurirangan, standing in for Carl Tubbs, Chair of Subcommittee 4, projected the
written subcommittee report for view by the Z80 Committee. Key points were covered by Dr. Kasthurirangan as he described the many activities of the subcommittee. The ISO SC7 working group on ophthalmic
implants will meet at the US Food & Drug Administration in September of 2017. He made a request for the
initiation of a PINS for each of ANSI Z80.11 Laser Systems for Corneal Reshaping, Z80.12 Multifocal
Intraocular Lenses, and Z80.13 Phakic Intraocular Lenses for re-affirmation. Motions were made and
seconded. The approvals of the motions were unanimous. He requested that the revision of ANSI Z80.30
Toric Intraocular Lenses be put out for vote. A motion was made and seconded. The approval of the motion
was unanimous. The Z80 Committee is hereby referred to the SC4 Subcommittee report included as a
portion of these minutes.
SC6: Dr. William Brown, standing in for Mr. Charles Campbell, Chair of Subcommittee 6, projected the
written subcommittee report for view by the Z80 Committee. Key points were covered by Dr. Brown as he
described the many activities of the subcommittee. He made a request for initiation of PINS to revise ANSI
Z80.10 Tonometers and Z80.23 Corneal Topography Systems. Motions were made and seconded. The
approvals of the motions were unanimous. The Z80 Committee is hereby referred to the SC6 Subcommittee
report included as a portion of these minutes.
SC7: Dr. William J. Benjamin, Chair of Subcommittee 7, projected the written subcommittee report for
view by the Z80 Committee. Key points were covered by Dr. Benjamin. ANSI Z80.18-2016 Contact
Lenses and Z80.20-2016 Contact Lens Care Products (both approved on December 6, 2016) were posted on
February 17 and March 21, 2017, respectively. The subcommittee was involved with 18 standards at the
ISO. He went over the new organizational plan for the 25-member contact lens subcommittee which met
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with approval of the Secretariat. The Z80 Committee is hereby referred to the SC7 Subcommittee report
included as a portion of these minutes.
SC8: Mr. Paul Wade, Chair of Subcommittee 8, projected the written subcommittee report for view by the
Z80 Committee. Key points were covered by Mr. Wade. He requested the initiation of a PINS for reaffirmation of ANSI Z80.24 Information Interchange for Ophthalmic Equipment. A motion was made and
seconded. The approval of the motion was unanimous. The Z80 Committee is hereby referred to the SC8
Subcommittee report included as a portion of these minutes.
▪

Information Reports.
ANSI Z87: Mr. Richard Whitney, the Z80 representative for the ANSI Z87 Committee, summarized the
activity of ANSI Z87. The subcommittee of Z87 on protective eyewear may expand its activity to include
low-level biohazards. It is concerned about splash and splatter into the eyes.
U.S. Food & Drug Administration: Mr. Donald Calogero, lead representative for the US Food & Drug
Administration, reported that the FDA will host the interim meeting of TC172/SC7/WG7 Implants on
September 11-13, 2017. The Z80 Committee is hereby referred to his FDA report included as a portion of
these minutes.
TC94/SC6: Mr. Dale Pfriem, the US TAG Chair for ISO/TC94/SC6, summarized the activity of this
TC94/SC6 Subcommittee. The Z80 Committee is hereby referred to Mr. Pfriem’s ISO/TC94/SC6 Liaison
Report included as a portion of these minutes.
US TAG for ISO/TC172/SC7: Mr. Michael Vitale,
the US TAG Leader for SC7, noted that a joint interim
meeting of TC172/SC7/WG2 Spectacle Frames and
ANZI Z80 SC3 Spectacle Frames would be held in
Boston in October of 2017. They would visit the Optical Heritage Museum. He noted that the TC172/SC7
would meet in the Fall of 2019 in the USA and
mentioned that Dallas, Texas would be a great central
location for this meeting. This location met with
general agreement. The ANSI Z80 Committee is
hereby referred to Mr. Vitale’s TAG Update in the
Secretariat’s Report included as a portion of these
minutes.

▪

Next Meetings:

On the ground, showing the many crescent images
formed through pinholes created by leaves of a tree!

ANSI Z80: February 25-27, 2018; Sheraton Sand Key, Clearwater Beach, Florida.
ISO/TC172/SC7: May 14-18, 2018; Berlin, Germany.
ANSI Z80: Fall, 2018; Site and date to be determined, but likely Clearwater Beach, Florida.
ISO/TC172/SC7: Fall, 2019; Site and date to be determined, but likely in Dallas, Texas.
▪

New Business: No new business was proposed.

▪

Closure of the Meeting: Dr. White again thanked everyone for their participation, wished them safe
travels, and brought the meeting to a close at 11:00 am.

Respectfully submitted,
WJB
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Legal Counsel’s Report
Rick Van Arnam
August 22, 2017
Baltimore, MD

STANDARDS AND US SANCTION LAW
In past reports, I have highlighted various fields of law that may be implicated by standards
writing activity. For example, we have discussed the relationship between standards writing and the
antitrust laws, and how we must be mindful of our actions when crafting standards so as not to run
counter to those principles. Similarly, intellectual property law is implicated by ANSI’s patent policy,
requiring standards that incorporate private patents to ensure that access to those patents will not be
unfairly withheld by the patent holder. We’ve discussed how the US’s international trade obligations,
arising from its membership in the World Trade Organization, affect the adoption of National and ISO
standards. And of course, we have focused on federal agency law, where agencies are mandated by
OMB Circular A-119 to rely on standards written by voluntary consensus organizations. For us, that
agency is the US Food and Drug Administration.
Today I am going to explain how standards writing can intersect with U.S. sanction laws, and
what ANSI has done to clarify that you may engage in such actions with delegates from countries
sanctioned by the US. In a nutshell, as a matter of foreign policy, the US government has identified
certain countries and certain individuals as bad international actors and have subjected them to certain
economic sanctions. For purpose of discussion today we will focus on countries where far reaching
economic sanctions exist – Iran, Syria, North Korea, Cuba and the Sudan.
The Office of Foreign Asset Controls (“OFAC”), a division within the Department of the Treasury,
oversees US embargo and sanction laws. Comprehensive prohibitions exist against any economic activity
with the governments of these countries, as well as representatives of those governments. So, the
question then becomes whether you, if you are on a standards writing delegation working on ISO or
other international standards writing, can participate in such activities if members of delegations from
embargoed counties are involved too.
Over the years, ANSI has clarified this question with OFAC, and the general answer is yes, you can
participate under one of two licences. For Iran, Syria, Cuba and Sudan, the series of laws and executive
orders that create those countries sanctions authorizes the creation and transmission of informational
materials, as well as for the collaborative creation and enhancement of publications. This creates a
“general” license for such actions. OFAC has determined that international standards writing falls within
this general license, notwithstanding the fact that the ISO reps from the “bad actor countries” may have
been chosen by research institutes controlled by the government. This is true for Iran, a full ANSI
member, who’s Institute of Standards and Industrial Research is an arm of the Iranian government.
OFAC has issued opinions to ANSI specifically as it relates to Iran and Sudan, confirming the use of a
general license.
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North Korea is handled differently. Its organic sanctions documents do not carve out exceptions
that would capture international standards writing activities via a general license. Therefore, ANSI
requested from OFAC a specific license that allows its members to engage in international standards
writing activity, and all committee-work in support thereof, with delegates from North Korea. OFAC
granted that license, which is good through February 28, 2019. I assume ANSI will seek a new license at
that time if a license is still needed.
The OFAC sanction laws are very narrowly construed and rigorously enforced. If you find
yourself in a meeting, or alone, with delegates from one of the above-named countries, and the
questions or discussion begins to run far afield from what you would consider to be proper for the
standard writing work that you are engaged in, stop and call this to the attention of the TAG leader, and
me. Depending on what you’re taking about, you could be violating the OFAC and other US laws in place
to protect against the transmission of information and technology to bad parties.
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ASC Z80 Committee Secretariat’s Report
August 2017
The Vision Council has retained the services of Michele Stolberg to serve as the administrative staff for
ASC Z80. Michele has come up to speed very fast and is making a significant, positive impact already.
Member Status
• 20 Voting members
• All members are up to date with their billing.
National Standards Approved in 2017
• Z80.28 Standard for Reporting Optical Aberrations of the Eye
ASC Z80 Standards Status as of August 2017
29 Standards under the ASC Z80 umbrella:
1. Z80.1-2015 Prescription Spectacle Lenses- approved by ANSI on August 20, 2015. Next revision due in
2020.
2. Z80.2 Physical, Mechanical Properties- new item, no draft available.
3. Z80.3-2015 Non-Prescription Sunglasses & Fashion Eyewear- approved by ANSI on September 4, 2015.
Next revision due in 2020.
4. Z80.5-2010 Frames- Members voted to withdraw this standard. ANSI obsoleted this standard on June 9,
2017.
5. ANSI/ISO 7998 / 8624 / 12870 – Optics Set- Approved by ANSI on March 3, 2016. Next revision due in
2021 or when ISO revises these three items prior to this five-year review cycle.
6. Z80.7-2013 Intraocular Lenses – Next revision due in 2018.
7. Z80.9-2015 Low Vision Devices- approved by ANSI on May 5, 2015. Next revision due in 2020.
8. Z80.10-2014 Tonometer’s- approved by ANSI on December 5, 2014. Next revision due in 2019.
9. Z80.11-2012 Laser Systems for Corneal Reshaping- a PINS was submitted in June of 2014. The next
revision is due in 2017.
10. Z80.12-2012 Multifocal Intraocular Lenses- approved by ANSI in April of 2012. The next revision is due in
2017.
11. Z80.13-2012 Phakic Intraocular Lenses- approved by ANSI in April of 2012. The next revision is due in
2017.
12. Z80.14 Ophthalmic Viscosurgical Devices- new item, will adopt when work in ISO is complete.
13. Z80.17-2013 Focimeters- approved by ANSI in March 2013. The next revision is due in 2018.
14. Z80.18-2010 Contact Lens Care Products- approved by ANSI on December 6, 2016. The next revision is due
in 2021.
15. Z80.20-2010 Contact Lenses- approved by ANSI on December 6, 2016. The next revision is due in 2021.
16. Z80.21-2015 Visual Acuity Charts- approved by ANSI on April 23, 2015. The next revision is due in 2020.
17. Z80.23-2013 Corneal Topography Systems- approved by ANSI on November 29, 2013. The next revision is
due in 2018.
18. Z80.24-2012 Information Interchange for Ophthalmic Equipment-was approved by ANSI on April 16, 2012.
The next revision is due in 2017.
19. Z80.27-2014 Implantable Glaucoma Devices- approved by ANSI on January 31, 2014. The next revision is
due in 2019.
20. Z80.28-2010 Standard for Reporting Optical Aberrations of the Eye- currently in ANSI publishing, awaiting
final document. Will be dated 2017.
21. Z80.29-2015 Accommodative Intraocular Lenses- approved by ANSI on May 28, 2015. The next revision is
due in 2020.
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22. Z80.30-2010 Toric Intraocular Lenses- Work to revise has now re-started (June 5, 2017 ANSI MS word files
to Don/Carl/Raj for editing). Revision is overdue (2015).
23. Z80.31-2012 Ophthalmic Optics - Specifications for Single-Vision Ready-to-Wear Near-Vision Spectaclesapproved by ANSI on July 25, 2012. PINS filed for 5 year review; Currently out for vote at PC level, closing
September 12, 2017.
24. Z80.32 Methodology for Representation of Optically-Induced Phenomena- new item, PINS submitted in
2009.
25. Z80.34 Information Interchange Billing and Billing Reimbursement- new item, PINS submitted in 2014.
26. Z80.35 Extended Depth of Focus- new item, PINS submitted in 2014.
27. Z80.36 Light Hazard Protection for Ophthalmic Instruments- approved by ANSI on March 25, 2016. The
next revision is due in 2021.
28. Z80.37 Slit-lamp Microscopes- new item, PINS submitted January 2017; Currently out for Z80 PC vote,
closing August 29, 2017.
29. Z80.38 Light Hazard from Operation Microscopes Used in Ocular Surgery- approved by ANSI on July 28,
2017; next step is submission to ANSI for publication.

ASC Z80 Standard 2017 Sales through June
• 110
Member Voting Information
• ANSI Voting logs show consistently low response from voting members. Need to encourage
members to vote even if it is just “Abstain”
• ISO Voting log shows better responses but could still be improved
OEOSC TAG Update
o ISO/TC172/SC7/WG2 PG meeting for the revision of ISO 12870 and of ISO 8624 to be
held in Southbridge, MA on September 27th.
o ISO/TC172/SC7/WG3 Interim meeting to be held in Southbridge, MA on September 28th30th. The location is the conference center where the AO manufacturing facility used to
reside.
▪ We will also have the opportunity to tour the Optical Heritage Museum.
o The 2017 TC172 plenary meetings will take place in Tokyo, Japan on October 23 rd and
25th, 2017.
o The 2018 TC172/SC7 plenary meetings will take place in Berlin, Germany on May 14-18,
2018.
o The US has agreed to host the Fall 2019 plenary meetings. Location to be decided later.
•

ISO TC94/SC6 – Personal Protection Devices Plenary meeting to be held in early December,
location is still TBD. The interim meeting most likely will be held the week prior to TC172/SC7 in
Berlin, Germany.
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SC1 - ANSI Z80.1 Spectacle Lens Meeting
Minutes
Monday, August 21, 2017 (8AM – 10AM)
Hilton Doubletree BWI Airport Hotel - Baltimore, MD
Dick Whitney – Chair
Rick Tinson – Vice Chair

–

1. Call to Order

The meeting was called to order at 8:10AM. Dick advise that Rick Tinson sends his regards as he is
unable to attend.
2. Introductions & Introductory Comments / Roster
First
Name
Lauren
Nick
Carl
Karl
Alfredo
Tom
Daniel
Adam
Nick
Neil
Lyle
Neil
Michael
Paul
Richard
Greg

Last Name
Bianchi
Brown
Buckholt
Citek
Duenez
Hicks
Lahousse
Mancuso
Mileti
Roche
Rubin
Torgersen
Vitale
Wade
Whitney
Williams

Company
Marchon
Safilo
Luxottica North America
American Optometric Association
Carl Zeiss Vision
Oxford Opticians
FGX International
Marchon
Luxottica Retail
Essilor of America, Inc.
Corning Incorporated
Walman
The Vision Council
Vision Council
Carl Zeiss Vision
Colts Laboratories

Email
lbianchi@marchon.com
Nick.Brown@smithoptics.com
cbuckhol@luxotticaretail.com
citekk1@pacificu.edu
alfredo.duenez@zeiss.com
thref@aol.com
dlahousse@fgxi.com
amancuso@marchon.com
nmileti@luxotticaretail.com
nroche@essilorusa.com
rubinlk@corning.com
ntorgersen@walmanoptical.com
mvitale@thevisioncouncil.org
pwade@thevisioncouncil.com
dick.whitney@zeiss.com
gwilliams@coltslabs.com

3. Acceptance of March 20, 2017 Meeting Minutes
A motion was made by Nick Mileti to accept the previous meeting minutes. The motion was
seconded by Karl Citek. The minutes were unanimously accepted.
4. Administrative
Anti- trust compliance document for ANSI ASC Z80
As reported at the Fall 2016 meeting, each ANSI SC chair is encouraged by Rick Van Arnam to
begin each meeting by reminding members of the importance of complying with Anti-Trust
guidelines. At the last meeting, handouts were provided, while for this and subsequent meetings,
members are encouraged to review Annex E of the operating procedures in ASC Z80 Operating
procedures. (www.z80asc.com)
New Vice Chair- Neil Roche
Neil Roche was congratulated as the newly elected Vice Chair of ANSI Z80. His long experience in
Standards work at both at ANSI and ISO will be most useful.
Michelle Stolberg
It was reported to the committee that Michelle Stolberg is now on board working for The Vision
Council as the ANSI administrator. Mike reported that Michele has got up to speed extremely fast and
is doing a fantastic. Michele’s support is greatly appreciated by all!
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5. ISO TC172/SC7/WG3 Updates
Prior to covering the ANSI standards revision matters, ISO issues were reviewed.
a) ISO TC172 WG3 - Interim meeting – Southbridge, MA (Sep 27-30, 2017)
Meetings and issues
It was reported that the Interim TC172/SC7/G3 meeting will be in Southbridge, MA. with the
following meetings planned (see chart below). Typically, 18-20 experts participate in these
interim meeting but presently there are 32 signed up. The following experts have signed up.
Dick indicated he will forward the names of those planning to attend from ANSI are; Keith
Cross, Alfredo Duenez, Neil Roche, Dr. Dave Sliney, Michael Vitale, and Dick Whitney
In addition, ISO TC71/SC6 Ophthalmic Frames will be meeting the day before. Nick Mileti,
Michael Vitale and Lauren Bianci plan to represent the US at this m,eeting.

ISO Dinner reception / Museum tour planned
A reception/dinner event will be held at the Optical Heritage Museum on the evening of
Thursday Sept 28th. http://www.opticalheritagemuseum.com
13666 Vocabulary (Southbridge Meeting all day Thursday Sept 28th)
The US voted in July to approve the DIS 13666 with the recommendation that the following
comment be included in the DIS: ISO 20473 defines the ultraviolet region of UV-A as
between 315 nm – 380 nm for ophthalmic and photonic applications, whereas other health
and safety disciplines define UV-A as between 315 nm – 400 nm
8980-6 (Claims standard) and review of ANSI position / country input
Dick Whitney reported that a sub- group of ANSI Z80.1 met via conference call to respond to
an ISO 8980-6 request for US input on claims topics to be considered. This response was
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reviewed by the SC1 committee and agreed with what was provided. See June 15, 2017 letter
to Chairman Weizhong of 8980-6 at end of these meeting minutes.
b) ISO TC172 Plenary Meeting, Spring (May 14-18, 2018) in Berlin
The next full TC172/SC7 meeting is planned for May of next year in Berlin Germany at DIN
headquarters.
c) ISO TC172 Plenary Meeting, Fall 2019 (USA); Dallas Texas possible location
d) Voting update / participation – Michael Vitale reiterated the importance of voting and
stated if Michelle sends a voting request to you, to please respond as it is very important that
members participate.
6. ANSI Z80.1-2020 revision committee work–
The bulk of the remainder of the SC1 meeting covered issues pertaining to content of the next
revision planned for 2020. The chair reported that he was reminded that in order to work on a revision
of a standard, a PINS is required to be issued prior to performing any work.
Action: The Chair indicated he would request a PINS to be voted on during the Aug 22nd Parent
Committee meeting. Michael Vitale stated that once this was done, Michele and he would help in
completing the necessary paperwork.
Volunteer content review for ANSI Z80.1 - 2020 standard
At the Spring 2017 ANSI meeting, Dick Whitney suggested that it would be valuable to request
volunteers who were not familiar with the standard to review it and provide feedback. Over the
summer, Dick arranged via the Opticians Association of MA for ~10 volunteers to receive a copy of
the current standard for review purposes only. In return, participants would provide feedback directly
to Michael and Dick. Thanks to Michael Vitale, this was done in July and as of this meeting we had
received 8 returned questionnaires. The feedback was instructive and Dick reviewed each response
for the committee.
Action: Dick indicated he would review with Karl Citek who is championing the editorial committee
and will provide guidance on what might be incorporated.
Of note in the review discussions was this comment suggesting an app as a possible means to
disseminate to users:
From Dan Sullivan: I have a few thoughts and let me begin with the possibility of adding a column in
the evaluation titled “Importance”. Of course, the entire document is important yet it might help you
develop a 'cliff notes' version for dissemination. The industry is always changing and, in my opinion
only, the number of people that are interested in reading through your hard work is diminishing.
People don't know what they don't know and time is always at a premium in everyone's life. Plus, as
you know, an iPad or cell phone app could possibly be more useful than a hard copy.”
This led to a discussion on this “app” suggestion, which might be a novel way to provide summary
info to reach a new audience. If the app was not too intimidating for the user, it might become a way
to provide information that provides more than the normal “cheat sheet”. The committee seeks means
to promote the standard and its content, and this seems to be a new means to try to further address this
issue.
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Action: It was agreed that Dick Whitney, Alfredo Duenez, and Neil Torgerson would scope out a
proposal on what might be incorporated into an App. Michael Vitale volunteered to review this app
proposal with Vision Council IT experts for feasibility and cost. Dick agreed to work with Alfredo
and Neil to provide feedback well in advance of the Spring 2018 ANSI meeting.
The cost of the ANSI Z80.1 – 2020 Standard is $75 and was questioned by two that responded,
including some who asked why it was not free. Michael Vitale responsed to the respondents was as
follows:
.
“There are a couple things to consider here. There are significant costs to managing and
facilitating the standards meetings. The Vision Council is the secretariat for ASC Z80. The
current membership (there are 20 members) dues (attempting to keep them as low as possible)
that the members pay and the sale of standards are what helps to offset the these costs. The
Vision Council spends a significant amount of money out of its budget each year to ensure these
meetings take place twice a year.
The standard is only updated every five years. Is $1.25 per month too much to spend to ensure
you are doing what you are “Licensed” to do? Your state licensing renewal and CE hours per
year are significantly more than this. Is the cost really too much for an optician to spend?
There are programs in place that based on the volume of standards purchased (i.e. for a large
company, opticianry school or organization), there is a “significant” discount on the pricing.
For example, if the OAM decided they wanted to purchase the standard for every OAM member,
they could do so at a significantly lower price than the $75.00 published price.
One more item of note, the Ontario Opticianry School (Canada) every five years purchases a
license to print 1000 copies and although there is still a cost associated with that, it is greatly
reduced.”
Dick indicated this bulk purchase licensing option should be encouraged, as some organizations have
shown interest. It was noted by Michael, however, that large Manufacturers/users do not presently
purchase licenses or bulk copies. They tend to make their own standards internally. It was suggested
that it would be good marketing for large Mfg. to provide copies to their customers with their
company logos on them, which would be another means to disseminate.
Other areas that have been considered in past meetings for inclusion in the 2020 revision were briefly
reviewed. At the last ANSI Z80.1 meeting, a position paper on Focimetry was reviewed and
endorsed. The Focimetry topics covered were as shown below and will be reviewed to see what is
appropriate for possible inclusion in the next revision
Committee review issues from past meetings:
a.) Focimetry
The following topics were covered in the Focimetry position paper reviewed last Spring
and will be considered when working on the revision.
•
•
•
•

Focimeters – Manual vs. Automated (pros and cons related to inspection)
Accuracy vs. Precision of readout
Standard focimeter accuracy
Judging compliance
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•
•
•
•

Handling rounding modes when inspecting to Power tolerances
Visual detection and focimeter Aberration
Monitoring Calibration/ instrument drift
Why are the tolerances for plano lenses different in ANSI Z87.1 than for ANSI
Z80.1?

b.) Blue Light Document Update
A blue light discussion occurred at the last ANSI meeting, and subsequent to that a
presentation made to The Vision Councils Lens Technical Committee meeting in March of
2017. During this presentation, a suggestion had been made that ANSI compile a library of
sources as reference on this topic. This had been discussed, but ANSI members determined not
to proceed on working on this task. While the editorial committee will review what might be
revised in the 2020 version with regard to this topic, it is not anticipated that any specific
requirements would be added in this area.
c.) ISO 18476 Free form technical report/ content
The Freeform Technical Report - ISO DTR 18476 (E) has been published and will be
examined to determine what might be appropriate as reference / excerpts in the 2020 revision.
7. New Business – John Young
Dick Whitney brought up the recent passing of John Young, who was a longtime member of ANSI
Z80 and an industry leader. His contributions to the Industry were significant, and he will be missed.
8. Next Meeting – the next SC1 meeting is planned for Monday, Feb 26th in Clearwater, Fl.
9. Adjournment – The meeting was adjourned ahead of schedule at 9:40AM.
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ANSI Z80.1 expert input to June 15, 2017 letter to Chairman Weizhong of 8980-6
Dear Chairman Weizhong,
This is a response from US ANSI Z80.1 prescription lens committee members to your email communication of 6June-17. In that email to the ISO PG members of 8980-6, you stated that you are seeking input on specific topics for
inclusion in the ISO draft to be worked on by your committee.
Several members of the US ANSI Z80.1 spectacle lens standard committee met via conference call on June 12 th to
review your request and formulate a response. What follows is our position to the ISO PG (Requirements and test
methods for claimed performances of spectacle lenses).
It was agreed on the call that several attributes be considered for work by the PG:
1.)
2.)
3.)
4.)

Impact resistance (US Impact test when claimed outside of the US)
Refractive Index
Abbe
Hydrophobic properties (Water resistance)

ANSI participants on the call felt that these lens attributes (and relative claims made in the marketplace) are what the
PG should focus on at the outset of this important work. Defining these test methods will be both beneficial to the
industry and have the highest likelihood of success. It is recommended that work be focused on these properties and
would help to define a useful ISO product claims standard.
1 Impact resistance
For purposes of verifying that lenses meet the US “FDA drop ball test” there is validity to draft a procedure that
addresses this attribute for the global market. Providing guidance in this area could be useful for markets other
than the US.
It is important to note that for this ISO standard, any verification of claims be only for product that is sold in
countries other than the US. For product sold and /or imported in the US, one must follow strict rules on sample
selection and sample size. This is an important distinction, and any ISO document would need to be clearly
written so that it is applicable only outside of the US market.
2 Refractive index and
3 Abbe number
For the purposes of inclusion of these two attributes in the standard, work to define test methods will almost
certainly be destructive in nature. Common methods employ sectioning a lens to measure both attributes. The
committee can also consider nondestructive methods that might serve a purpose to classify product, but
destructive testing is the likely test method ultimately to be included in the standard.
4 Hydrophobic properties / Contact Angle (Water Resistance)
The most universally accepted method pertaining to the hydrophobic property of a coating is the contact angle
test. The committee agrees that defining a referee test method for this attribute could be of benefit and therefore
we recommend pursuing.
In summary, we recommend tackling this project by working on test methods for the above lens attributes. We look
forward to our next meeting in Southbridge MA on Sept 29th. Thank you for soliciting our input.
Sincerely
Dick Whitney – ANSI Z80.1 Chair, Rick Tinson – ANSI Z80.1
Neil Roche, Michael Vitale, Keith Cross, Dr. Karl Citek, Alfredo Duenez
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ANSI Z80 SC2
Non-Prescription Eyewear Subcommittee Meeting
August 21, 2017, 11:30 AM-2:30 PM
Doubletree by Hilton, Johns Hopkins Room
BWI Airport, Maryland
Minutes
Attendees: Karl Citek (chair), Lauren Bianchi, Carl Buckholt, Alfredo Duenez, Tom Hicks, Daniel Lahousse, Adam
Mancuso, Nick Mileti, Dale Pfriem, Neil Roché, Lyle Rubin, Neil Torgersen, Mike Vitale, Paul Wade, Dick
Whitney, Greg Williams
1) Call to order: 10:55 AM
2) Introductions & introductory comments
Reminder about Antitrust Compliance, requirements can be reviewed at ANSI Z80 website,
www.z80asc.com, under Operating Procedures Annex E.
3) Acceptance of Agenda – Time to start adjusted following early completion of SC1; time to
adjourn adjusted to allow for lunch and time to view Solar Eclipse.
4) Acceptance of minutes from the March 20, 2017, meeting – No changes
5) ANSI Z80.31 revision
Reviewed changes to Draft that was sent to ASC Z80 Parent Committee, including clarification
of definition of “design reference points” and two minor typographical errors.
ASC Z80 Members have until September 12, 2017, to submit votes to approve, make comments,
or disapprove (as of today, 9 responses already, no comments).
6) ANSI Z80.3-2015
a) SC2 proposes an amendment to ANSI Z80.3-2015, to replace the text of Section 5.8
Photosensitive Lens Qualification Test with text from ISO 8980-3. As written, the current text
does not properly or adequately describe the test procedure.
b) SC2 requests PINS in order to begin work on revision for 2020.
7) Other business – none
8) New business – none
9) Good of the order
“Thinking of you” greeting card will be sent to Herbert Hoover, long-time contributor and
member of Z80 and this subcommittee.
10) Next meetings: February 25-27, 2018, Sand Key Resort, Clearwater, Florida; ISO TC172/SC7,
May 14-18, 2018, Berlin, Germany
11) Adjourn for lunch and to view Solar Eclipse: 12:40 PM
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Proposed amendment by ASC Z80 Subcommittee 2 to ANSI Z80.3-2015, August 21,
2017
5.8

Photosensitive lens qualification test

5.8.1 Test specimens
The test specimens shall be plano spectacle lenses, normally with a reference thickness of (2.0  0.1) mm. If a
thickness outside this range is used, the thickness shall be stated. After having undergone careful cleaning, each
specimen shall be conditioned as described in 5.8.3.
NOTE 1

The base curve is not specified but should be recorded.

NOTE 2

The test method for uniformity of tint (4.11.4) is not applicable to photosensitive lenses.

5.8.2 Apparatus
5.8.2.1 Irradiation source, used to darken photosensitive spectacle lens.
The irradiation source (solar simulator) shall approximate as closely as practical the spectral power distribution of
solar radiation defined as air mass (AM) m = 2 (Table 3) at an illuminance of 50,000 lx  5,000 lx, or when the
luminous transmittance for night driving shall be measured, at the illuminance specified in 5.8.3.4.
Testing shall be done with an irradiation source (e.g., a xenon high pressure lamp with filters) that has the specified
luminance of 50,000 lx  5,000 lx and the irradiance values given in Table 6, at the specimen’s position. The
intensity of the irradiation source shall be monitored to correct for drifts in the output of the source.
Where testing at 15,000 lx  1,500 lx is specified, the irradiance related values in Table 6 shall be multiplied
by 0.30.
NOTE 1
Care should be taken to ensure that irradiation from the source does not interfere with the transmittance
measurements.
NOTE 2
To attenuate the intensity of the irradiation source (solar simulator) for the measurement of the
photosensitive response of a photosensitive spectacle lens at moderate light levels, a neutral density filter may be
used, suitably positioned in the irradiation beam.

5.8.2.2 Specimen chamber, to maintain the specimen at the required temperature, 5 °C, 23 °C or 35 °C,
to within  2 °C during exposure to the solar simulator.
NOTE 1
A water bath may be used to achieve temperature control. Since immersion of the specimen(s) in water
reduces the reflectivity of the surfaces, the transmittance values determined using water immersion may require
correction to yield the equivalent “air” values. Calibration of the equipment may be checked using a nonphotosensitive test sample with refractive index within  0.01 of the refractive index of the specimen.
NOTE 2
If a water bath is used, in order to avoid modifying the photosensitive performance due to water
absorption into the lens, care should be taken not to immerse specimens longer than necessary.

5.8.2.3 Spectrophotometer, capable of recording spectral transmittance data from 280 nm to 780 nm
within a time span that does not affect the results. Alternatively, the 280 nm to 380 nm range may be
measured immediately after removal from the irradiation source to ensure the performance measurement
is not affected by the monitoring light source.
For determining transmittance properties in the darkened state, the spectrophotometer shall
a) have a spectral bandwidth not greater than 5 nm;
b)

be capable of measuring spectral data at wavelength intervals not greater than 5 nm; and
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c)

be capable of determining spectral transmittance to within 2.0% absolute for transmittance 20%,
and to within 10% relative for transmittance 20%.

5.8.3 Determination of luminous transmittance

5.8.3.1

Conditioning

Use the procedure specified by the manufacturer in their product technical information to attain the faded state of the
lens. If no procedure is specified by the manufacturer, store the specimen(s) in the dark at (65  5) °C for
(2.0  0.2) h. Then store the specimen in the dark at (23  5) °C for a minimum of 12 h before testing.

5.8.3.2

Luminous transmittance in the faded state

After conditioning and before exposing the specimen to any irradiation source, determine the luminous
transmittance V0 of the specimen in its faded state, using the apparatus described in 5.8.2 with the specimen at a
temperature of (23  2) °C.

5.8.3.3

Luminous transmittance in the darkened state

While maintaining the specimen temperature at (23  2) °C illuminate the specimen with the irradiation source for
(15  0.1) min and determine the luminous transmittance V1 of the specimen in the darkened state using the
apparatus described in 5.8.2.

5.8.3.4

Luminous transmittance at moderate light levels

When determining the photosensitive response at moderate light levels, repeat the procedure described in 5.8.3.1 to
5.8.3.3 at (23  2) °C at an illuminance of 15,000 lx  1,500 lx and maintaining the same relative spectral power
distribution with the solar simulator specified in 5.8.2.1.

5.8.3.5

Luminous transmittance for driving in twilight or at night

After conditioning as described in 5.8.3.1 and while maintaining the specimen temperature at (23  2) °C, illuminate
the specimen under the conditions described in 5.8.3.4 for (15  0.1) min. Afterwards, store the specimen at
(23  2) °C for (60  1) min either in the dark or under reduced illumination, depending on the manufacturer’s
instructions. Then determine the luminous transmittance V of the specimen using the apparatus described in 5.8.2.

5.8.3.6

Luminous transmittance at various temperatures

When determining the temperature sensitivity of the specimen(s), repeat the procedure described in 5.8.3.1 to 5.8.3.3
at (5  2) °C and (35  2) °C.
Table 6 — Irradiance for testing photosensitive spectacle lenses
Wavelength range
nm

Irradiance
W/m2

Irradiance tolerance
W/m2

300 to 340

 2.5

—

340 to 380

5.6

 1.5

380 to 420

12

 3.0

420 to 460

20

 3.0

460 to 500

26

 2.6
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ANSI SC3 Frame Subcommittee Meeting
August 21, 2017
BWI
Meeting Minutes
Attendees:
Dick Whitney, Lauren Bianchi, Dale Pfriem, Alfredo Dunez, Dr. Karl Citek, Greg Williams,
Carl Buckholt, Neil Torgenson, Tom Hicks, Daniel LaHousse, Adam Mancuso, Paul
Wade, Michael Vitale
1.
2.
3.
4.
5.

Meeting call to order 3:10 PM
Acceptance meeting minutes
Acceptance of Agenda
Disclosed the Withdrawal of Z80.5-2010 June 9, 2017
Southbridge ISO ISO/TC 172/SC 7 WG2 – Preparation
a. NWIP 12870
i. Frame Labeling Addition
1. Label frame product to assist in knowing what heat
or chemicals to not use to prevent frame damage.
ii. Lens Retention Test amendment to existing ISO test.
1. Existing test will pass poor performers due to bridge
flexure – recommended new test will provide
improved and control lens retention
b. NWIP 8624
i. Add alternate definition of Effective Diameter to standard.
c. Attendees representing ANSI
i. Mike Vitale, Lauren Bianchi, Nick Mileti
d. SC3 recommended to add to Southbridge agenda and a NWIP
i. Dimensional Tolerances for frame eye to lens size Concepts
1. Agreed metal frames have the best opportunity.
2. Plastic frames are more difficult to control consider:
a. Establish Time frame limit
b. Demo lens control vs frame control
c. Increase demo lens thickness
6. Other Business – none
7. New Business – none
8. Meeting Adjourned
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ANSI SC4 Subcommittee Meeting Report
August 21st, 2017
Baltimore, MD
Dr. Sanjeev Kasthurirangan on behalf of Dr. Carl Tubbs
Committee met August 21st from 8 AM - 5 PM
23 attendees on site and 6 by phone
Business update:
• Group was updated on the status of Z80.11 (Corneal reshaping), Z80.12 (Multifocal IOLs), Z80.13 (Phakic
IOLs) and Z80.30 (Toric IOLs) that are due for revision in 2017.
o Group consensus to reaffirm Z80.11, Z80.12 and Z80.13. Possibly open the Z80.11 and Z80.12
with PINS in the Spring meeting per expert comments.
• Spring 2018 meeting date & venue shared with the group. Group members expressed that Clearwater beach
is not a suitable location for the meeting and recommended a central hub such as Dallas.
Z80.35 EDF IOL Section:
• The group is now on the 6th revision of the document.
• Consensus achieved on the main body:
o Imaging quality section revised for clarity during the meeting.
o Clinical section revised for clarity during the meeting.
▪ Group consensus to not include near vision endpoints in this standard.
▪ Group consensus to not include contrast sensitivity endpoints in this standard.
o Labelling section updated and labelling annex to be made normative.
• Annex for imaging quality and optical characterization to be updated for clarity, without changes to
technical content. Updated annex to be submitted for team review in September 2017.
• Various improvements to the Clinical section Annex were made during the meeting.
o Working group volunteers specializing in clinical study execution to comb through the annex for
internal consistency and update the contrast sensitivity section.
• Statistical sample size calculation annex updated for clarity.
• ISO meeting on EDF IOLs will be held from September 11 to 13, with participation from ANSI working
group members.
• A teleconference is planned for September 2017 to discuss the optical sections.
Z80.30 Toric IOL Section:
• Currently FDA does not recognize any standards for toric IOLs.
• Objective is to bring this toric standard (Z80.30) to a state for FDA recognition.
• To this extent, revisions submitted by Raj Suryakumar (Alcon) and Don Calogero (FDA) were reviewed by
the group.
• Main theme of revisions were to make it consistent with ISO document and improve where greater clarity
is needed
o Toric Requirements for toric orientation marks were updated.
o Clinical study design, measurement parameters and endpoints for evaluation were discussed at
length.
• Group leader to finalize revisions at a teleconference in October 2017 and submit draft for vote.

[The revisions suggested for ANSI Z80.35 were placed on a full-length version of the standard that was included as
part of the SC4 report. Due to its length, it has not been included here, although it is available from the SC4 Chair.
WJB]
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Meeting summary
ANSI Z80 SC6
Instruments & Low Vision Devices Subcommittee Meeting
August 21, 2017
Baltimore, MD
1.

Meeting called to order at 8:15 a.m. by Bill Brown, who was substituting in the absence of
Chair Charles Campbell.

2.

Attendees were Steve Klyce, Bruce Drum, Bill Brown, and Dexiu Shi (by conference call)

3.

Agenda was accepted as posted on the web site..

4.

Minutes from the March 20, 2017, meeting were accepted as posted on the ANSI web site.

5.

Items of information

6.

•

ANSI Z80.28 – Methods of reporting optical aberrations of eyes
The revised standard is now published (notification today).

•

ANSI Z80.37 Slit-lamp microscopes
Currently out for Z80 Parent Committee final voting, closes 8/29/17

•

ANSI Z80.38 - Light Hazard From Operation Microscopes Used in Ocular Surgery
o

Has been voted on, passed, and approved by ANSI on 7/28/17.

o

Next step is submission to ANSI for editing prior to publication.

Review of ANSI standards with upcoming revision/renewal deadlines
•

Z80.17-2013 Focimeters (Revision deadline 3/14/18)
Consensus was to re-affirm without revision.

•

Z80.23-2013 Corneal topography (Revision deadline 11/29/18)
Parts of the document were reviewed, with the following revisions considered:
o

Change the title from “Corneal topography” to “Corneal topography and tomography” to
better distinguish the measurement of curvature, through reflection (topography), from
the measurement of elevation (tomography)

o

Change in the scope to include not only instruments that measure only the front surface
of the cornea but also the rear surface

o

Include instruments that use interference techniques for measuring corneal topography
Bill Brown will request a PINS at the Parent Committee on 8/22/17.

•

Z80.10- Tonometers (Revision date 2019)
o

Bill Brown will request a PINS at the Parent Committee on 8/22/17.

o

Bruce Drum offered to craft a PINS document.

7.

Review of ISO 15004-1 – Light hazards – Bruce Drum summarized progress on a review of ISO 15004-1.
Changes have been proposed to align it more fully with ANSI Z80.36. Tables are being reconfigured to
make access to requirements for Group 1 and Group 2 instruments more use friendly. The document
has further work to be done.

7.

Meeting adjourned at 12:10 p.m.

William L. Brown, acting Chair
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Status of ANSI Standards under SC6 oversight
ASC Standard #

Standard Name

Deadline next revision

Z80.17-2013

Focimeters

3/14/18

Z80.23-2013

Corneal topography

11/29/18

Z80.10 - 2014

Tonometers

2019

Z80.21- 2010 (R2015)

Visual acuity charts

2020

Z80.9 – 2010 (R2015)

Devices for low vision

2020

Z80.36 - 2016

Light hazard protection for
ophthalmic instruments

2021

Z80.28 - 2017

Methods for reporting optical
aberrations of the eye

2022

Z80.38

Light hazard from operation
microscopes used in ocular surgery

Next step is submission to
ANSI for editing prior to
publication

Z80.37

Slit-lamp biomicroscopes

Currently out for Z80
Parent Committee final
voting, closes 8/29/17

o

Z80.19-Endoilluminators (placeholder - currently inactive)

o

Z80.25-Fundamental Requirements and Test Methods for Instruments
(Currently inactive)
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Subcommittee for Contact Lenses
Hilton Doubletree at BWI Airport, Baltimore MD

ANSI Z80 CONTACT LENS SUBCOMMITTEE:
CONTACT LENSES and CARE PRODUCTS
Monday, August 21st, 2017: 8:30 am – 12:00 n
1. Opening of the Meeting of ANSI Z80 CL Subcommittee: Contact Lenses and Care Products:
The Z80 Contact Lens Subcommittee meeting was opened at 8:30 am, August 21 st, 2017. A sign
in sheet was distributed for attendees to document their participation.
2. Roll Call of ANSI Z80 Contact Lens Subcommittee Experts in Attendance. Each person
identified themselves to the group in turn around the meeting table. The participants were:
Manal Gabriel
Alcon Laboratories, Inc.
Karen Sentell
Alcon Laboratories, Inc.
William J. Benjamin
American Optometric Association
Glenn Davies
Bausch & Lomb, Inc.
Paul Ludington
Bausch & Lomb, Inc.
Olga Sachkouskaya
Bausch & Lomb, Inc.
Martin Dalsing
Contact Lens Manufacturers Assoc.
Samuel Puig
Cooper Vision Corporation
Jennifer Streza
Cooper Vision Corporation
Lamont Booker
Food and Drug Administration
Angelo Green
Food and Drug Administration
Denise Hampton
Food and Drug Administration
Bernard Lepri
Food and Drug Administration
Somesh Peri
Food and Drug Administration
Marc Robboy
Food and Drug Administration
Ming-Chuen Shih
Food and Drug Administration
Scott Steffen
Food and Drug Administration
Kelly Arnold
Johnson & Johnson Vision Care
James Cook
Johnson & Johnson Vision Care
Greg Williby
Johnson & Johnson Vision Care
Carol Lakkis
Johnson & Johnson Vision Care
Michele Mundorf
Johnson & Johnson Vision Care
Ralph Stone
R.P. Stone Consulting
Mary Mowrey-McKee
R.P. Stone Consulting
John Townsend
Veteran’s Administration
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3. Review of the Agenda: The agenda was reviewed. It was decided to add discussions of ISO
9394, ISO 11987, and ISO 14730 to the agenda under Miscellaneous Business.
4. 5-Year Review of Z80.18: Contact lens care products (Mary Mowrey-McKee):
standard was approved on Dec. 6, 2016 and posted on February 17, 2017.

This

5. 5-Year Review of Z80.20: Contact lenses (Joe Benjamin): This standard was approved on
Dec. 6, 2016 and posted on March 21, 2017.
6. ISO 18369-1: Vocabulary, classification, and labelling (Paul Ludington): The FDIS of this
standard was issued, voted on, and the standard is now in publication.
7. ISO 18369-2: Tolerances (Glenn Davies): The FDIS of this standard was issued, voted on,
and the standard is now in publication.
8. ISO 18369-3: Parameter measurement methods (Greg Williby): The FDIS of this standard
was issued, voted on, and the standard is now in publication.
There is a PWI Project Group on this topic that is considering multifocal contact lenses and
measurement of prescribed and residual optical prism. A protocol for measurement of the
addition power of a multifocal contact lens is out for review by the project group by the end
of August, having the PureVision 2 Multifocal with high add as its first object of measurement. There are five organizations that will be doing the measurements in time for presentation at the Berlin meeting of SC7. The standard measurement of prism has been tabled.
9. ISO 18369-4: Physicochemical properties (Karen Sentell): The FDIS of this standard was
issued, voted on, and the standard is now in publication.
There is a PWI Project Group on this topic that is working on a more precise method of wet
blotting (the method not yet agreed on) and measurement of the difference of refractive
index at the surface compared to the bulk polymer. It wishes the latter to be placed in ISO
18369-3 with wave front sensors. This project group has opted to write a technical report
on mechanical or tensile properties of hydrogels instead of including these in a standard,
and has discontinued its effort regarding a method for coulometric oxygen permeability
measurement of hydrogel contact lenses.
10. ISO 11978: Labelling (Glenn Davies): This standard was recently published. Unfortunately,
it was published with the minimum font size at 0.7 mm that the U.S. now opposes. Ralph
Stone will contact the convener and secretariat of SC7 to ascertain what can be done.
11. ISO 11980: Clinical investigations (Carol Lakkis): The 5-year systematic review of this
standard has commenced. Comments and votes on whether to affirm or revise are due to
Carol Lakkis on the appropriate forms before the end of September. She will then compile
the comments and votes for the draft U.S. vote.
12. ISO 11981: Determination of physical compatibility (James Cook): The FDIS vote on this
standard opened on August 15. All comments on the FDIS are due to James Cook on the
appropriate forms by September 8. He will then compile the comments for the draft U.S.
response.
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13. ISO 11986: Determination of preservative uptake and release (Ralph Stone): The FDIS
vote on this standard should open soon. All comments on the FDIS will then be due to Ralph
Stone on the appropriate forms. He will compile the comments for the draft U.S. response.
14. ISO 14534: Fundamental requirements (Kelly Arnold): Last year, at the WG-9 meeting, it
was decided not to revise this standard for the 5-year systematic review. The 2011 version
is still current. Any comments about this standard should be sent to Kelly Arnold by the end
of December.
15. ISO 14729: Microbiological requirements and test methods (Manal Gabriel): The 5-year
systematic review of this standard has commenced. It has an amendment. Comments and
votes on whether to affirm or revise are due to Manal Gabriel on the appropriate forms
before the end of September. She will then compile the comments and votes for the draft
U.S. vote.
16. ISO 18189: Cytotoxicity testing (Manal Gabriel): This standard was published in 2016.
17. PWI 19045-2: Acanthamoeba trophozoite biocidal standard (Manal Gabriel): The protocol
for this method has been agreed to by the Project Group and a ring test is being conducted.
There are two species of Acanthamoeba, two recovery methods, and five sites at which the
protocol is being performed by the end of January 2018. [ISO 19045-1: Acanthamoeba
Encystment is an existing standard published in 2015.]
18. ISO 19979: Hygienic management of multi-patient use trial contact lenses (Carol Lakkis):
The 56 comments on the 2nd CD were reviewed at the interim meeting of WG-9 in Budapest
and the document was elevated to a DIS. It is expected that the DIS will be issued this year.
All comments on the DIS will then be due to Carol Lakkis on the appropriate forms. She will
compile the comments for the draft U.S. response.
19. Proposed Measurement Method for Multifocal Contact Lenses (Paul Ludington): This
work is now being covered as a portion of PWI 18369-3. [See Item 8, above.]
20. ISO 15223-1: Medical Symbols (Kelly Arnold): ISO WG9 is considering the formation of a
separate document for contact lens-related symbols instead of having them within the ISO
15223-1 on Medical Symbols. Kelly Arnold is compiling a list of symbols for labelling in the
contact lens area and will see if any others are needed. Suggestions should be sent to her by
the end of December 2017.
21. Next Meetings of ANSI Z80.20 CL Subcommittee and ISO TC/172/SC7/WG9:
ANSI Z80
Feb. 25-27, 2018
Sheraton Sand Key, Clearwater Beach
ISO SC7
May 14-18, 2018
Berlin, Germany, at DIN
ANSI Z80
Fall, 2018 TBD
TBD
ISO WG9
Nov/Dec, 2018 TBD Jacksonville, Florida (Interim Meeting)
ISO SC7
Fall, 2019 TBD
Dallas, Texas, site TBD
22. Delegates for the Meeting of WG9 in October of 2017 (Ralph Stone): The interim meeting
that was once contemplated is not going to be held. Delegates for WG9 at the upcoming
SC7 meeting in Berlin will be determined at the Z80 CL Subcommittee meeting on Feb. 26,
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2018. Delegates for the WG9 interim meeting in Jacksonville will be determined at the Z80
CL Subcommittee meeting in the Fall of 2018.
23. Revised Administrative Structure of ANSI Z80 CL Subcommittee: The 2nd draft
administrative structure was reviewed. Changes were made and adopted. The amended
structure was unanimously approved by the CL Subcommittee. A copy of the two-page
document is included with this report.
24. Miscellaneous Business and Call for New Work Items: The following standards were also
reviewed:
ISO 9394: Biocompatibility with rabbit eyes (Mary Mowery-McKee): The 5-year
systematic review of this standard has commenced. Comments and votes on whether to
affirm or revise are due to Mary Mowery-McKee on the appropriate forms before the end
of September. She will then compile the comments and votes for the draft U.S. vote.
ISO 11987: Shelf life (Karen Sentell): The 5-year systematic review of this standard has
commenced. Comments and votes on whether to affirm or revise are due to Karen Sentell
on the appropriate forms before the end of September. She will then compile the
comments and votes for the draft U.S. vote.
ISO 14730: Preservative efficacy (Mary Mowery-McKee): The revision of this standard was
published in 2015. It will be due for 5-year systematic review in 2019.
The CL Subcommittee was reminded about the document from legal counsel, “Antitrust
Compliance Guidelines for ANSI ASC Z80”, that is on the website of The Vision Council.
William Townsend asked about compliance of Z80 publications with Section 508 of the
Rehabilitation Act. The CL Subcommittee asked the Chair to refer this question to the Z80
legal counsel. [This was done by email later in the day.]
25. Closure of the Meeting: The meeting of the ANSI Z80 Contact Lens Subcommittee came to
an end at 12:00 n, August 21, 2017.

Respectfully submitted,
WJB
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American National Standards Institute
Z80 Contact Lens Subcommittee
--Administrative Structure--

ANSI Z80 CL Subcommittee

Chair, ANSI Z80 CL Subcommittee
1°: William J. Benjamin
2°: ISO Delegation Leader(s)

ISO CL Delegation Leaders
1°: Ralph Stone
2°: Mary Mowry-McKee

Topic Leaders*

Contact Lenses
1°: Paul Ludington
2°: Greg Williby

CL Materials
1°: Karen Sentell
2°: Samuel Puig

CL & Care Product Issues
1°: Jennifer Streza
2°: Carol Lakkis

Care Products:
Chemistry & Compatibility
1°: James Cook
2°: Angelo Green

Care Products:
Microbiology & Toxicology
1°: Manal Gabriel
2°: Denise Hampton

Clinical Assessments
1°: Carol Lakkis
2°: Glenn Davies

*Note: 2° positions take over in absence of 1°
positions and are assistant to them.
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American National Standards Institute
Z80 Contact Lens Subcommittee
--Administrative Structure--

ANSI Z80 CL Subcommittee

Topic Standards

Contact Lenses
ANSI Z80.20
ISO 18369-2
ISO 18369-1
ISO 18369-3

Care Products:
Chemistry & Compatibility
ANSI Z80.18
ISO 11986
ISO 11981
ISO 13212

CL Materials
ANSI Z80.20
ISO 11987

ISO 18369-2
ISO 18369-4

Care Products: Microbiology &
Toxicology
ISO 19045
ISO 9394
ISO 18189
ISO 14729
ISO 18259
ISO 14730
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CL & Care Product Issues
ANSI Z80.18
ISO 14534
ANSI Z80.20
ISO 15223-1

Clinical Assessments
ISO 11978
ISO 19979
ISO 11980

ANSI Z80 SC 8 Report
Doubletree by Hilton, BWI Airport, Maryland
August 22, 2017
ANSI Z80.24 – Information Interchange for Ophthalmic Optical Equipment
•

Overview
Z80.24 is based on the work done by The Vision Council’s Data Communications Standard
Committee. This committee meets at least twice per year to continually improve and expand
the Data Communications Standard as the industry and technology evolves. Historically the
Data Communications Standard has been adopted for Z80.24 and ISO 16284.

•

Status
Current version Z80.24-2012 is based on Data Communications Standard 3.03 published in 2011.
The standard is up for review this year. Due to the timing of the review we are planning to
affirm Z80.24-2012 to ensure that standard remains in place. We are requesting a PINS to begin
work on updating Z80.24 to be concurrent with Data Communications Standard 3.11 which was
published in March of 2017.

•

Action
Requested PINS submission at Parent Committee meeting.

ANSI Z80.34 – Billing Reimbursement
•

Purpose and Scope
To create a uniform communication standard for data interchange between participating
entities as applies to the financial and benefits transaction, as well as manufacturing data, for
the vision portion of medical services and under the auspices of ANSI X12 using an augmented
ASC X12 837P EDI format.
Beneficiaries and effected parties to such a standard development include:
o Patients and Practitioners
o Insurance providers
o Service Providers - Optical and Testing laboratories
o Manufacturers and Material suppliers - frames, lenses, interoculars, consumables
o Medicare/Medicaid, Federal and State governments, institutional employers

•

Status
There are currently data points lacking in X12 that prevent work on Z80.34 from proceeding.
The work on this standard on hold until X12 completes its work.

•

Action
None at this time.
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FDA Report
ANSI August 2017 Z80 Meeting

• In MDUFA (Medical Device User Fee Amendment) IV, FDA
committed to establish an FDA-defined 3rd party conformity
assessment model to recognize accredited testing labs for FDArecognized consensus standards.
• On May 16, 2017, FDA published in the Federal Register a request
for comments on the FDA Accreditation Scheme for Conformity
Assessment (ASCA) Pilot Program (closed June 30, 2017).
• The purpose of the FR notice was to gain insight regarding the
development and overall design/approach of the ASCA pilot
program including program goals, pilot standards, design concepts,
and overall program approach (e.g., FDA accreditation vs. using
private sector accreditation bodies).
• Next steps – FDA will review comments and hopefully begin pilot
program next fiscal year.
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Liaison Report of ISO/TC 94/SC 6 "Eye and Face Protection" to ANSI Z80
Baltimore, MD August 21, 2017
The full committee of ISO/TC94/SC6 and its working groups last met in Sydney, Australia, October 17 21, 2016. Thirty delegates representing eleven countries (plenary) were present. Three delegates from
the U.S. were present. An interim meeting of the Working Groups of SC6 was held the week of May
(2017) in Sand Key, FL. A firm date and place for the next meeting of SC6 has not been confirmed.

Work Group Activity Summary / Highlights
WG1 – Definitions:
ISO 4007, the SC6 terminology / definitions has progressed a revision of its document to DIS stage. The
U.S. abstained with comment through ANSI as the TAG did not have consensus in the matter of 370 vs
400.
WG 2 – Test Methods:
Several (revised) test method documents to accompany sports eyewear requirement standards have
progressed to DIS stage these being:
- ISO/DIS 18256-1 Occupational and Sports Geometric Optics Test Methods
- ISO/DIS 18256-2 Occupational and Sports Physical Optics Test Methods
- ISO/DIS 18256-3 Occupational and Sports Physical and Mechanical Test Methods
- ISO/DIS 18256-4 Headforms
WG 3 – Sunglasses:
ISO 12312-1: Eye and face protection – Sunglasses and Related Eyewear was revised and promulgated
in October of last year (2016). Sections of the standard having revision(s) are:
- 5.2 Transmittance categories
- 5.3.2 Requirements for road use and driving
- 7.6 Impact levels
- 11.2 Temporal protection requirements
- 12.1 Information for users
WG 4 – Occupational Eye and Face Protection:
Four document (revisions) have been progressed within WG4 to DIS stage these being:
- ISO/DIS 16321-1 Occupational Eyewear – General Requirements
- ISO/DIS 16321-2 Occupational Eyewear –Protectors for Welding
- ISO/DIS 16321-3 Occupational Eyewear – Mesh Type Protectors
WG 5 – Eye and Face Protection for Sports:
Two documents (new) have been progressed within WG5 to DIS stage these being:
- ISO/DIS 18527-1 Eye and Face Protection for Sports – Skiing Goggles
- ISO/DIS 18527-2 Eye and Face Protection for Sports – Racquet Sports
The U.S. was forced to abandon its PG lead for the newly approved NWIP (May 2016) as the principle
was unable to progress the work item. A new PG lead has been chosen from the U.K.
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WG 6 – Guidance on Selection, Use and Maintenance
The initial document from WG6 has been progressed to DIS stage:
- ISO/DIS 19734 Eye and Face Protection – Guidance on Selection, Use and Maintenance.

JWG1 – Joint ISO/TC 94/SC 6 - IEC/76 WG on Eye and Face Protection against Laser Radiation.
Debate between Work Group members in the current draft document (ISO/WD 19818) defining resistance
class (RC) and optical density (OD) continues. As a result of continued non-consensus, the committee
has formally voted to backstage both ISO 19734 Eye and face
protection – Guidance on selection, use and maintenance and ISO 19818 Requirements of eye andface
protection against laser radiation to the Preliminary Work Stage.
The JWG will meet in November in Milan in attempt to progress a position of mutual agreement.

Respectfully submitted,

Dale B. Pfriem
Chair, US TAG to ISO/TC94/SC6
c/o ICS Laboratories, Inc.
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