American National Standards Institute
Z80 Committee on Ophthalmic Products
SHERATON SAND KEY HOTEL

ANSI Z80 PARENT COMMITTEE MEETING MINUTES
Tuesday, March 21, 2017: 8:30 am – 11:00 am
•

Call to Order and Instructions. Dr. Tom White, Chair of the Z80 Committee, called the meeting to order
at 8:30 am, Tuesday, March 21, 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 Fall 2016 Meeting Minutes. The minutes of the last meeting of the Parent Committee
that had been distributed were unanimously accepted.

▪

Chairman’s Comments. Dr. White welcomed everyone to the Z80 meeting and thanked them for their
support of the standards process. Dr. White reminded the committee that Dr. William Brown was stepping
down at the end of this meeting from his position as Chair of Z80 Subcommittee 6 on ophthalmic
instruments. Dr. Brown was brought forward and awarded with a plaque commemorating his 7 years of
service as Chair of SC6. Dr. White announced that Mr. Charles Campbell would be the Chair of SC6 going
forward.
Mr. Quido Cappelli had been presented by Dr. White at a reception last night a plaque commem-orating
Mr. Cappelli’s 32 years of service as Chair of Z80 Subcommittee 7 on contact lenses, 10 years as Vice
Chair of the Parent Z80 Committee, and 47 years as an expert representing the Contact Lens Manufacturers
Association. Mr. Cappelli had presented Dr. White in return with 47 years of minutes of the Z80 Parent
Committee meetings. Dr. White announced that Dr. William J. Benjamin would be the Chair of SC7 going
forward.
Regarding the vacant position of Vice Chair of the Z80 Committee, Dr. White noted that there were two
candidates for the position: (1) Mr. Neil Roche had been nominated by the Secretariat, and (2) Dr. Mary
Mowrey-McKee had been nominated by three member organizations. A vote by the ANSI Z80 Committee
membership would be conducted before the next meeting of Z80.
It was ascertained that representatives from 10 of the 20 member organizations were present and that,
therefore, a quorum existed. Dr. White advised the committee that Dr. William J. Benjamin’s three-year
appointment as Secretary of the Z80 Committee was at an end, and conducted a vote to fill the
appointment. The vote was unanimous and Dr. Benjamin’s appointment was renewed.

▪

Legal Counsel’s Report. Mr. Rick Van Arnam, Legal Counsel for the Z80 Committee, reviewed the
document “Antitrust Compliance Guidelines for ANSI ASC Z80” that he had produced for the Z80
Committee and that had been distributed at yesterday’s subcommittee meetings by their respective
subcommittee chairs. Part of the document was a “Do and Don’t Sheet” that Mr. Van Arnam recommended
be distributed to experts at each future subcommittee meeting. The Z80 Committee is hereby referred to the
“Antitrust Compliance Guidelines for ANSI ASC Z80” that is included with these minutes.

▪

Secretariat’s Report. Mr. Greg Chavez, representing the Secretariat, reviewed the budget for 2016 and
proposed budget for 2017. He stated that the budget for 2016 was the largest budget in the history of the
Z80 Committee due in large part to a purchase of 3,000 copies of ANSI Z80.1 by the Ontario College of
Opticians. The annual dues for ANSI Z80 members did not need to be increased and a vote to hold the dues
at $1,550 per year was unanimous.
Mr. Chavez mentioned that ANSI Z80.1 on prescription ophthalmic lenses had been published in 2015. In
2017, it is expected that ANSI Z80.18 and Z80.20 on contact lenses will be published as will ANSI/ISO
7998, 8624, and 12870 on spectacle frames. [Indeed, Z80.18 had been posted on 02-17-2017 and Z80.20 on
03-21-2017, and were already available.] ANSI Z80.38 on light hazard with operating microscopes will
also be published in 2017. He called for timely voting to ANSI and ISO standards, if only to “Abstain”. A
status list of Z80 Standards is included in the Secretariat’s Report included with these minutes.

▪

Subcommittee Reports.
SC1: Mr. Richard Whitney, Chair of Subcommittee (SC) 1, reported on the activity of SC1. Key points
were covered by Mr. Whitney. A joint session had been held afterwards with Z80 SC6 on focimetry. 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. ANSI Z80.31 on ready-to-wear near-vision
spectacles requires revision to the extent that its title and scope need to be expanded. The changes were
presented to the Z80 Committee and a vote was held to approve the issuance of a PINS vote on the revision
of Z80.31. The changes to the title and scope, and the PINS vote, were approved unanimously. 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/ISO 7998, 8624, and 12870 on spectacle
frames are to be published in 2017. The Z80 Committee is hereby referred to the SC3 Subcommittee report
included as a portion of these minutes.
SC4: Dr. Carl Tubbs, Chair of Subcommittee 4, projected the written subcommittee report for view by the
Z80 Committee. Key points were covered by Dr. Tubbs a 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. The Z80 Committee is hereby referred to the SC4 Subcommittee
report included as a portion of these minutes.
SC6: Dr. William Brown, 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. A joint session with Z80 SC1 had been held afterwards on the topic of focimetry. ANSI
Z80.38 on light hazard with operating microscopes did not have enough ballots cast and its voting period
had been extended by Dr. White. There now being sufficient votes, ANSI Z80.38 is to be published in
2017.
Dr. Brown recommended that ANSI Z80.yy on slit-lamp microscopes was ready to be put out for vote by
Z80 members. The Z80 Committee approved the voting for Z80.yy unanimously.
Dr. Brown said that it had been his privilege to have been the SC6 chair over the last 7 years. The Z80
Committee is hereby referred to the SC6 Subcommittee report included as a portion of these minutes.
SC7: Dr. William J. Benjamin, the incoming 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
and Z80.20 on contact lenses and their care products are to be published in 2017. 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, was not present and SC8 had not met.

▪

Information Reports.
ANSI Z87: Mr. Richard Whitney, the Z80 representative for the ANSI Z87 Committee, summarized the
activity of ANSI Z87. A new subcommittee of Z87 is to be formed on protective eyewear.
U.S. Food & Drug Administration: Mr. Donald Calogero, lead representative for the US Food & Drug
Administration, reported that the FDA had one pre-market approval: Alcon’s multifocal toric intraocular
lens. He informed the Z80 Committee that the “21st Century Cures Act” had been passed by Congress.
Going forward, any person or organization can request for recognition of a standard that must now be
answered by the FDA in 60 days. Training of FDA staff has been mandated for the use of standards.
TC94/SC6: Mr. Dale Pfriem, the US TAG Chair for ISO/TC94/SC6, summarized the activity of this
TC94/SC6 Subcommittee. SC6 had met in Sydney on sports eye & face protection, and on intense light
sources. He related to the Z80 Committee the trend for false claims regarding ASTM F803 compliance
and/or certification, and noted that F803 has been replaced for most sports with discrete standards for each
sport. Eventually, F803 will apply to only to baseball and softball. 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. Greg Chavez, speaking for Mr. Michael Vitale, the US TAG Leader
for SC7, referred the ANSI Z80 Committee to Mr. Vitale’s TAG Update in the Secretariat’s Report
included as a portion of these minutes.

▪

Next Meetings:
ANSI Z80: August 20-22, 2017; Hilton Doubletree at BWI Airport, Baltimore, Maryland.
ANSI Z80: Late February or early March, 2018; Sheraton Sand Key, Clearwater Beach, Florida.
ANSI Z80: Likely August 19-21, 2018; Sheraton Sand Key, Clearwater Beach, Florida.
ISO/TC172/SC7: To be in the Spring, 2018; likely in London.
ISO/TC172/SC7: To be in the Fall, 2019; likely in the USA.
New Business: No new business was proposed. Dr. White reiterated the importance of timely voting to
ANSI and ISO standards, if only to “Abstain”. He noted that the next meeting of the ANSI Z80 Committee
will coincide with a solar eclipse and warned of solar maculopathy.

▪

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

ANTITRUST COMPLIANCE
GUIDELINES FOR ANSI ASC Z80
ANTITRUST COMPLIANCE STATEMENT
A primary goal of Accredited Standards Committee Z80 (“Z80”) is to create a secure
environment where members can meet and share information with the understanding that their
activities will be conducted in legal compliance with the US antitrust laws. Z80 recognizes that
the antitrust laws preserve and foster competition and is committed to a policy that requires strict
antitrust compliance. The Z80 committee has adopted the following Antitrust Compliance
Guidelines to be used by members and staff in conducting Z80 activities.
Application of the Antitrust Laws to Standards Writing Activities:
Antitrust compliance is important for all members because violations of the law could
result in civil fines and penalties, or even criminal prosecution. Violations of the antitrust laws
can result in costly investigations and litigation involving a great loss of time and payment of
legal fees. It is Z80’s goal to make members aware of these laws and be proactive in insuring
compliance.
Z80 Antitrust Compliance Operating Procedures:

1.
The Z80 committee has adopted a formal antitrust compliance policy and is proactively taking steps to insurance compliance.
2.
The Z80 antitrust compliance statement will be provided to all attendees at Z80
meeting discussed.
3.
If topics that could be antitrust sensitive will be discussed at the committee or
subcommittee meetings, then those topic, in outline form, must be provided for review by staff
and legal counsel prior to their presentation.
4.
All Z80 membership meetings will be regularly scheduled and members will not
be permitted to hold informal unscheduled meetings.
5.
Agendas will be prepared in advance for all meetings. Agendas will be reviewed
by staff, and when appropriate, by legal counsel.
6.

Meeting discussions will follow the approved agendas.

7.
meeting.

Minutes will be kept at all meetings with the attendees at the beginning of each

8.
Staff shall review meeting minutes, and if appropriate ask for a review by legal
counsel, prior to distribution to ensure that antitrust sensitive discussions are properly
documented.
9.
The Z80 subcommittee chairs and staff will seek legal advice when needed to
insure Z80 projects and programs are compliant with relevant antitrust laws.
10.
The Z80 members and staff will receive periodic briefings by legal counsel
concerning antitrust compliance and will seek legal advice when necessary.
11.

Z80 has adopted a formal record retention program.

12.
Any action by Z80 or its Steering Committee that has the effect of rejecting a
membership application, or removing a party from membership, shall be sent to legal counsel for
review before becoming final.

The following Antitrust Guidelines for Discussions at Z80 Meetings should be provided to
attendees of Z80 meetings.
Antitrust Guidelines for Discussions at
Z80 Meetings
It is extremely important that members, meeting attendees, and speakers understand that
the provisions of the antitrust laws regulate their conduct at Z80 meetings.
Guidelines for Discussions Between
Competitors at Z80 Meetings
What You Cannot Do
1.
Do not draft standards that favor one product over another unless there is a
scientific or technical reason for doing so and the development of the standard was transparent
and parties negatively impacted are given the opportunity to participate and comment.
2.

Do not enter into any agreements with competitors regarding or affecting prices.

3.

Do not discuss your company’s current pricing strategy with competitors.

4.

Do not agree with competitors on pricing or profit levels.

5.
allowances.

Do not agree with competitors to give or deny cash discounts or promotional

6.
Do not agree with competitors to give or deny credit to a specific customer, or to
establish uniform credit terms.
7.
Do not agree with competitors to deal or not to deal with any customer or agree
on the prices to be charged to a specific customer.
8.

Do not discuss allocation of markets.

9.

Do not enter into agreements with competitor’s regarding price quotation or bids.

What You Can Do
1.
Discuss better ways to educate and provide meaningful information useful
for standards writing activities.
2.
Discuss economic trends, business forecasts and materials availability,
emphasizing that each member company is free to use this information in the way it sees
fit and should make their own business decisions.
3.
Discuss Federal and State governmental actions and, the actions of other
Standards Writing Association, and their impact on standards writing lobbying efforts’.
4.

Discuss technological advances and better ways to utilize them.

5.

Discuss ways to promote the use of standards to the interested public.

-
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Z80 Committee Secretariats Report
March 2017
Financial update and 2017 Proposed Budget
• Current financials

Income

2016 Actual
Budget

2017 Proposed

2016 Proposed

Z80 Member Dues

$27,000.00

$26,803.00

$27,000.00

Standard Sales
Royalties

$15,000.00

$28,849.00

$10,000.00

Total Income

$42,000.00

$55,652.00

$37,000.00

ANSI and ISO Dues

$16,000.00

$16,000.00

$16,000.00

Z80 Mtg Expense

$15,000.00

$9,465.00

$10,000.00

Z80 Travel Expense

$2,500.00

$2,430.00

$2,500.00

Z80 Legal Counsel

$2,500.00

$2,500.00

$2,500.00

Z80 Insurance
Expense

$1,000.00

$1,000.00

$1,000.00

Z80 Misc.

$1,500.00

$1,645.00

$1,000.00

$38,500.00

$33,040.00

$33,000.00

$3,500.00

$22,612.00

$4,000.00

Expenses

Total Expense
Net Income
•
•

This was by far the best financial year for the Z80 committee
No recommendation for dues increase

Member Status
• 20 Voting members
• All members are up to date with their billing.
National Standards Approved Since August 2016
• Z80.18 Contact Lens Care Products
• Z80.20 Contact Lenses
ASC Z80 Standard Status as of March 2017 No need to go through each of these. Just
mention that there are 28 standards that we work on and that this will be posted on the
ASC Z80 website.
•

28 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 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. Withdrawal will take place in 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.
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6.
7.
8.
9.
10.
11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.
22.
23.
24.
25.
26.

27.
28.

Z80.7-2013 Intraocular Lenses – Next revision due in 2018.
Z80.9-2015 Low Vision Devices- approved by ANSI on May 5, 2015. Next revision due in 2020.
Z80.10-2014 Tonometer’s- approved by ANSI on December 5, 2014. Next revision due in 2019.
Z80.11-2012 Laser Systems for Corneal Reshaping- a PINS was submitted in June of 2014. The
next revision is due in 2017.
Z80.12-2012 Multifocal Intraocular Lenses- approved by ANSI in April of 2012. The next revision
is due in 2017.
Z80.13-2012 Phakic Intraocular Lenses- approved by ANSI in April of 2012. The next revision is
due in 2017.
Z80.14 Ophthalmic Viscosurgical Devices- new item, will adopt when work in ISO is complete.
Z80.17-2013 Focimeter’s- approved by ANSI in March 2013. The next revision is due in 2018.
Z80.18-2010 Contact Lens Care Products- approved by ANSI on December 6, 2016. The next
revision is due in 2021.
Z80.20-2010 Contact Lenses- approved by ANSI on December 6, 2016. The next revision is due in
2021.
Z80.21-2015 Visual Acuity Charts- approved by ANSI on April 23, 2015. The next revision is due
in 2020.
Z80.23-2013 Corneal Topography Systems- approved by ANSI on November 29, 2013. The next
revision is due in 2018.
Z80.24-2012 Information Interchange for Ophthalmic Equipment-was approved by ANSI on April
16, 2012. The next revision is due in 2017.
Z80.27-2014 Implantable Glaucoma Devices- approved by ANSI on January 31, 2014. The next
revision is due in 2019.
Z80.28-2010 Standard for Reporting Optical Aberrations of the Eye- BSR-9 form was submitted.
Currently being reviewed by ANSI, awaiting approval.
Z80.29-2015 Accommodative Intraocular Lenses- approved by ANSI on May 28, 2015. The next
revision is due in 2020.
Z80.30-2010 Toric Intraocular Lenses- ballot closes on December 31st, public review closes on
January 25th, 2016. The standard will be worked on after the Fall 2016 meeting.
Z80.31-2012 Ready Readers- approved by ANSI on July 25, 2012. Due for revision in 2017.
Z80.32 Methodology for Representation of Optically-Induced Phenomena- new item, PINS
submitted in 2009
Z80.34 Information Interchange Billing and Billing Reimbursement- new item, PINS submitted in
2014
Z80.35 Extended Depth of Focus- new item, PINS submitted in 2014
Z80.36 Light Hazard Protection for Ophthalmic Instruments- approved by ANSI on March 25,
2016. The next revision is due in 2021.
Z80.38 Light Hazard from Operation Microscopes- ballot closes on March 20, 2017.

ASC Z80 Standard Sales for 2016
• 184 Standards sold
• Large Quantity License sold to the Ontario College of Opticians

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” Recommend that they reach out to
the leader of that group and ask how they should vote or just vote abstain.
• ISO Voting log shows better responses but could still be improved
OEOSC TAG Update
• OEOSC TAG Meeting held February 2017 Nothing new to report here.
• ISO TC172/SC7 meeting was held in Sidney Australia October 24-28, 2016 Thank all
those that attended for their professionalism and support.
o Interim meeting for WG3 will be held in Southbridge, MA September 28th-30th.
The location is the conference center that is where the AO manufacturing facility
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o
o
•

used to reside. We will also have the opportunity to tour the Optical Heritage
Museum.
The 2018 plenary meeting most likely will be held somewhere in Europe in the
Fall of 2018
The US has agreed to host the Fall 2019 plenary meetings. Location to be
decided later

ISO TC94/SC6 – Personal Protection Devices meeting was held the week prior to
TC172/SC7. This allowed for cost efficiencies by eliminating two trips to Sydney
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ANSI Z80.1 Spectacle Lens Subcommittee (SC1) Meeting Minutes
Monday, March 20, 2017 (8AM – 10AM)
Sheraton Sand Key, Clearwater Florida
Beach room
Dick Whitney – Chair
Rick Tinson – Vice Chair

1. Call to Order – The meeting was called to order at 8:10 AM
2. Introductions & Introductory Comments / Roster
The meeting was called to order at 8:10. Each member introduced themselves.
Introductions were made. The following participated in the meeting:
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3. Acceptance of Agenda – Agenda accepted with the modification that Focimeter
topic be discussed later in the afternoon. This portion of the meeting was moved to
4PM in order to accommodate a joint session with SC6 Instrument experts.
4. Acceptance of August 22, 2016 Meeting Minutes
The meeting minutes from the Aug 2016 SC1 were approved without changes.
5. Administrative
•

Anti- trust compliance document for ANSI ASC Z80
Each member was handed a printout of the Z80.1 policy titled “Antitrust
Compliance Guidelines for ANSI ASC Z80. It was stressed the this must be
followed, and special attention should be made to “What You cannot do” as
specified on page 3. This will be posted and also reported at the parent meeting.
It is also planned to be presented prior to each SC1 meeting going forward.
• Amber Robinson replacementit was reported that Amber Robinson has left the Vision Council (effective March
17). A replacement for Amber in her support of Standards administration is being
pursued by the Vision council. Ambers’ support for the committee over that past
9 years was noted. The committee wishes to thank Amber for her contributions
and will be missed.
• Recognition reception of Vice Chair of Z80
Quido Capelli is resigning after 47 years of service to ANSI. A reception is
planned for (7-9PM at Island Ballroom) to recognize his contributions to the field.

6. ISO TC172/SC7/WG3 Updates
a) Voting participation / deadlines reviewed
Is was noted that the participation by US experts with regard to voting has
been poor for ISO and ANSI votes. Members were urged to case votes, even
if it is an abstention. In the case of ISO, one vote that lacked the adequate
votes was forN1815: ISO/DTR 20772: Ophthalmic optics - Spectacle lenses Short wavelength visible solar radiation and the eye.
Dave Sliney did not vote but communicated his objection in an email. His
position was read and duly noted. Those in attendance were in agreement to
approve; the final vote is due March 21.
Action: Dick Whitney agreed to communicate the final US recommended
vote is to affirm, no comments.
Oct 16 Sydney Meeting feedback
b) 8980-6 Meeting (China – product claims) – The meeting notes from the
ISO Sydney meeting were reviewed and discussed.
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Quoting from the report provided by Kevin O’Conner: “Decided not to start writing a
Working Draft 8980.6 but to start a Working Document as a PWI which would
develop the clauses for the requirements and test methods. We can decide later if we
want a separate standard or disperse the clauses into the relevant existing
standards.
We started to look at the list of proposed claims with a view to decide if they could be
included or not, and whether it is already covered.
Agreed we have to be careful NOT to include anything which would allow RANKING
of products. “

c) Power and prism questionnaire - overview and logistics
Mike Vitale reported that ISO is expected to complete its work on a
questionnaire on power and prism measurement practices in the next couple
of months. The intent is to coordinate dissemination of this online questionnaire globally.
d) ISO TC172 WG3 - Interim meeting – Southbridge, MA (Sep 27-30, 2017)
The next interim meeting for TC172/SC7/WG3 will be in Southbridge Ma. The
Southbridge Hotel and Conference Center (formerly AO) will be the location,
with event at the Optical Heritage Museum event / tour. The Museum, along
with contributions from Zeiss and PPG will be paying for this event.
e) ISO TC172 Plenary Meeting, Spring (~April 2018 ) in the UK appears likely
f)

ISO TC172 Plenary Meeting, Fall 2019 (USA) ; looking at Dallas / Chicago
as possible locations. Funding sources will be solicited for this event.

7. ANSI Z80.1-2020 revision- Follow up on past discussions
It was reported that sales for the ANSI Z80.1 -2015 Standard have been very good.
One area in particular involved the bulk sale of a large quantity (~2000 copies) to the
Ontario College of Opticians at a much reduced rate. This led to a discussion of how
this approach might be pursued for similar interest from the US.
Action: Tom Hicks suggested to Dick Whitney that he contact Blair Wong in has
capacity for purchasing for Opticians to propose a similar approach be considered by
US Opticianry.
Dick Whitney also discussed the desire to have the Z80.1 – 2015 Standard
examined by users and have a means to get their feedback. After discussion, Mike
Vitale suggested contacting the Vision Council Lab division to facilitate this.
Action: Dick Whitney agreed to contact Steve Sutherlin- Vision Council Lab Division
to and pursue possible Lab Division support in arranging to get feedback in return for
getting copies of the standard.
Content review for ANSI Z80.1 - 2020 standard
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The committee has been identifying a series of topics to co insider for inclusion in the
2020 standard. The Vision Council’s Lens Technical Committee has also been
involved, and from the combined lists worked upon for the last 18 months several
areas were further reviewed as noted below.
a.) Focimetry – A meeting of SC1 and SC6 was conducted between 4 and 5 PM,
where the following joined the meeting: Bill Brown, Charlie Campbell, Bruce
Drum, Robert Rosenberg and Tom White. A discussion paper drafted by Dick
Whitney to address questions raised on Focimetry with regard to the standard
(Attached at end of this report). This was reviewed by the joint committee and no
significant modifications were identified.
b.) Blue Light
It was reported that Bill Heathe (VP & GM of Heath Inc) contacted the Chair
asking for the committee to address the topic of blue light hazard protection. Dick
reported that Mike Vitale, Keith Cross and he had briefed him in detail on the
issues and lack of scientific agreement in this area, but also invited him to the
SC1 meeting and also Vision Council Lens technical Committee meeting.
In an email Bill indicated “we feel that if all products that advertise blue light
protection were required to measure and make their claims based on one
standard (or perhaps a few approved “methods” of acceptable measurement)
cream will naturally rise to the top in terms of engineering and performance. “
Bill asked for ANSI Z80.1 to work on 3 areas:

1.

Gain alignment on the definition of HEV Blue Light and relevant
wavelength ranges

2.

Discuss 1 – 3 methods to properly calibrate, measure and claim
coverage against blue light

3.

Work to evaluate and include transmission / color impacts based on
illumination standards

Action: Rick Tinson and Neil Roche agreed to compile information for items 1
and 2, along with other pertinent relevant information that might be useful in this
regard. Item 3 was considered to not be appropriate in scope for consideration
c.) ISO 18476 Free form technical report/ content
With the completion of the ISO Technical Report on Free form, it was agreed that
there may be appropriate content to reference/utilize in the next revision of ANSI
Action: It was agreed the Dick Whitney would circulate to the committee the TR
for member review. Committee members will be encouraged to consider how this
document might be incorporated/referenced in the 2020 revision.
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8. Old Business
Technical Library- As discussed in the past, a on line technical library had been
identified as a resource that would be useful. Mike Vitale indicated the Vision
Council is looking at this
9. New Business
Karl Citek reported that much of the country will experience a total eclipse of the
Sun on 21-August-17. He has prepared a package warning not to directly view
the eclipse without proper eye protection; send him an e-mail to receive the link
to the materials. Mike Vitale indicated he would share with the Vision Council to
promote this message.
10. Next Meeting – Baltimore Md, (August 21, 2017)
11. Adjournment: The meeting was adjourned at 10:00 AM, with the intent to meet at
4PM for the focimetry topic (see discussion points following this report)
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Discussion points for ANSI Z80.1 Focimetry issues
Dick Whitney – 20-Mar-17 Draft
In preparation for the 2020 revision to ANSI Z80.1, the committee has been identifying
areas that are in need of potential revision / clarification. A key area which has been
identified pertains to focimetry use, power assessment and measurement accuracy
relative to the tolerances specified in the ANSI Z80.1 standard.
This document is provided as a starting point to help provide guidance on these issues for
the committee to review, as many of the points covered had been identified for further
work. It may be that some additional guidance for users will be considered useful to
include in the 2020 revision, but at the very least is a starting point for discussions on this
topic.
Focimeters – Manual vs. Automated (pros and cons related to inspection)
Standard focimeters used to inspect through power of spectacle lenses have been the
primary tool for inspection since their introduction close to 100 years ago. Until the late
1970s, these manual visual focus devices were the primary instruments regularly used to
measure power. The “manual” type relied on visual judgment to determine best focus
when judging power.
For the past 3 decades, electronic devices have gained popularity and with such units, the
operator generally no longer is able to see image quality as the focus is done
electronically. While many “electronic” or automated units have the ability to read out
digitally to 0.01, this does not mean that this is also their accuracy. In reality, both
devices have similar limitations with regard to their accuracy, but each has merit when
considering their use for lens inspection. The fact that that automated electronic units can
display to increased resolution does not translate to increased accuracy. The purpose of
this section is to provide insight on pros and cons for both types when inspecting lenses.
Accuracy vs. Precision of readout
When comparing manual focus vs. automated readout electronic devices, there
sometimes is confusion over the comparative accuracy of both devices. It is common for
electronic devices to have readouts that display readings to 0.01. For some, this ability
means that there must be a greater accuracy to such devices over the manual devices.
While having digital readouts that display to 0.01 does help by with eliminating the
interpolation of the reading of the manual power drum, it does not mean the units are
otherwise more accurate. Focimeters with the traditional ~6mm diameter aperture and
large span of measurement (+/- 20 Diopters) have limitations which make affordably
priced units incapable of meeting 0.01 D accuracy.
Standard focimeter accuracy
When powers are measured in the range of +/-5 D, it is generally accepted that errors of
up to 0.06 D may be expected for standard low cost focimeters. This accuracy has not
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changed significantly over the decades, and is not likely to be improved upon unless
higher cost devices are used, which is not likely for typical laboratory operations.
Since this 0.06 error is ½ the standard power tolerance, it is also recognized that
measuring lenses of marginal power can be challenging. This situation leads to
uncertainty when accepting /rejecting product to ANSI Z80.1 Standards.
Judging compliance
When a lens measures off power, but is within 0.03-0.05 of target power with the applied
tolerance, questions arise as to what the best practice might be given the uncertainty of
power measurement from such devices. Certainly, instrument calibration should be
monitored to assure the device used to judge compliance is operating to specifications.
A common practice when examining borderline power lenses is to re-measure the lens.
This can be done on the same device, or other units as a means to make an educated
judgment. Slight movement of the measurement point is also common practice when remeasurement is done. ANSI Z80 polled 331 Opticians in 2008 and found the following
common practices when the lens is found to be off power

Handling rounding modes when inspecting to Power tolerances
Many electronic readout devices have options to select rounding modes of different
intervals. This is convenient when on wishes to have the readout display to the same
increment as a prescription is written. The problem with using those modes is when the
power of the lens is borderline to the value where the rounded powers could go up or
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down, then errors may result and such rounded readings that can be misleading should
one be interested to know the exact lens power.
The following table shows values of actual lens power on the left column, along with the
power to which the readout would be rounded for a given mode at the top. The body of
the left table shows the value that the rounding mode would display for that mode and
lens power. The table on the right shows the differences in power between actual and
rounded. Shown in red are errors of 0.06 or greater from the exact lens power value.
Not surprisingly, the rounding mode of 0.25 has the most potential error for lenses of
power that are not centered on defined quarter diopter intervals. Therefore, selection of
the proper rounding mode for the user of the digital focimeter should be done,
recognizing the benefit vs. risk of obtaining less precise results. If one is looking to
determine as accurately as possible what the exact nonrounded power of the lens is, then
obviously no or minimal rounding should be used for this purpose.

Visual detection and focimeter Aberration
One relevant topic that pertains to instrument type and product acceptance is in the area
of quantify localized aberration that may be detected visually. ANSI Z80.1 addresses the
detection and acceptance/rejection of localized power errors or aberrations in section
5.1.6 of the standard. Visual inspection which results in the detection of “waves, warping
or internal defects” are permitted if, when examined with a focimeter this area “shows
no measurable or gross distortion or blur of the focimeter target element.”
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The committee recently was asked what one does if only electronic devices are used for
lens inspection. While it is possible for a trained operator to be aided by using electronic
focimeters for this purpose, there is no readily available test to replace the traditional
method of judging image quality with a visual focimeter. While labs may work to devise
their own method to judge acceptance, it is recommended that a visual focimeter be on
hand in the absence of such methods as there is no easy substitute for what is specified in
ANSI. Automated electronic devices are not a substitute for the manually focusing
focimeter where viewing the image quality of the lens through the area of aberration or
wave as is the case with Manual focus units.
Monitoring Calibration/ instrument drift
Every common focimeter which is typically designed for a large range of power
measurement, has an expected power error curve that when properly calibrated, seeks to
minimize these errors throughout the useable power range. Some devices like the manual
focimeter, display S curves power errors. Typically, the readings at +/- 15D powers were
used to adjust the expected errors around these points. Other devices such as some
automated devices, may display a U-shaped curve, where errors increase with increasing
power.
For all devices, it is possible that the calibration curves will drift and errors increase with
time and instrument use. It is recommended that calibration lenses or reference lenses be
used to periodically check for instrument drift. Since lenses of known calibration value
are expensive and /or hard to locate, one solution is to set aside a set of lenses which
have been measured on a unit or units of known calibration. Once a history of how each
lens measures on a given unit is documented, periodic measurement of this same set of
lenses will detect drift and /or difference between devices in a lab setting.
Why are the tolerances for plano lenses different in ANSI Z87.1 than for ANSI
Z80.1?
The reasoning behind Z87.1 tolerance for plano protective eyewear being at 0.06 rather
than the .13 ANSI Tolerance, pertains to both capability and philosophy. The 0,13
tolerance for RX eyewear is set to a level that is both practical and near the level of just
observable error. Rx measurement instrumentation (focimeter) which is available to
measure power has an inherent error of around 0.06 (0.03 best case) which is 1/2 the
tolerance and makes it difficult to tolerance to anything tighter
In the of plano eyewear, the telescope used in this test is more accurate and can resolve to
about 0.01 (error ~0.02) but this device if limited to only zero power and does not work
for Rx. The philosophy aspect of 0.06 for plano is that since we can control /measure to
this tight tolerance, we should for putting plano eyewear for protection in front of the
user’s eye means that their vision should be not compromised in any way. Additionally,
plano protective eyewear may be placed under other protective devices (faceshields), and
as such each component could potentially be additive in power error, therefore further
justifying this tightened power approach.
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ANSI Z80 SC2
Non-Prescription Eyewear Subcommittee Meeting
March 20, 2017, 10:30 AM-4:00 PM
Sheraton Sand Key Resort, Beach Room
Clearwater, Florida
Minutes
Attendees: Karl Citek (chair), Nick Brown, Carl Buckholt, Alfredo Duenez, Tom Hicks, Nick Mileti, Dale
Pfriem, Neil Roché, Lyle Rubin, Neil Torgerson, Mike Vitale, Dick Whitney, Greg Williams
1) Call to order: 10:30 AM
2) Introductions & introductory comments
3) Acceptance of Agenda – Time to adjourn amended to allow joint meeting at 4 PM of SC1
and SC6 re. focimetry
4) Acceptance of minutes from the August 22, 2016 meeting – No changes
5) ANSI Z80.31 revision
a) Changes include incorporation of plano and non-plano lenses with segments,
power-variation lenses, and tinted lenses; updated definitions and frame
requirements per ANSI Z80.3; and refractive, prismatic, and transmittance
property requirements per ANSI Z80.1 and Z80.3.
b) Motion by Neil Roché, second by Tom Hicks: Propose to ASC Z80 Parent
Committee to put forward ANSI Z80.31 revision for vote. Motion passes.
c) SC2 requests ASC Z80 Parent Committee to approve request for PINS for change
of Title and Scope (Purpose is included here for completeness and relevance):
Ophthalmic Optics – Specifications for Single-Vision Ready-to-Wear Near-Vision
Spectacles
1 Scope and Purpose
1.1 Scope
This Standard specifies the minimum requirements for complete single-vision
ready-to-wear near-vision spectacles with positive power, without regard to
luminous transmittance, available directly to the public without the prescription
of a licensed professional.
1.12
Purpose
The purpose of this standard is to establish requirements for ready-to-wear nearvision spectacles, commonly called “readers,” and for the flammability and
durability of frames and lenses. This standard does not address the safety
performance requirements for occupational safety eyewear as defined within
ANSI Z87.1 nor of sports eyewear as defined within ASTM F08.57 Committee
standards. They are not designed to be industrial safety eyewear as defined in
ANSI Z87.1-2010, sports eyewear as defined in ASTM F803, nor prescription
eyewear as defined in ANSI Z80.1-2010.
Requirements for physical and refractive properties, except prismatic power
imbalance, are based on test methods and procedures described in ANSI Z80.1.
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Prismatic power properties and transmittance requirements in ANSI Z80.3 shall
apply.
6) Review of inquiries re. ANSI Z80.3-2015 revision
Clarification of requirements for photosensitive lenses, amending current
requirements in Section 5.8 to reference ISO 8980-3. Subcommittee headed by Dale
Pfriem, Neil Roché, and Greg Williams will discuss changes and within 3 weeks send
draft to Karl Citek for internal distribution to SC2 attendees. Upon consensus
approval, Karl Citek will forward proposed amendment to ASC Z80 Parent
Committee for vote.
7) Other business – none
8) New business – none
9) Good of the order
SC2 expresses its sincere and heartiest gratitude to Amber Robinson for her years
of hard work and efficiency in keeping us in line and on track. We wish Amber all
possible success in her new job.
10) Next meeting: August 20-22, 2017, BWI Airport, Maryland
11) Adjourn: 2:50 PM
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Frame Subcommittee Agenda
March 20, 2017
Clearwater, FL

Meeting Minutes
Meeting call to order
Acceptance meeting minutes
Acceptance of Agenda
Acknowledgement of publication of ANSI/ISO 12870, 7998, 8624
Review of NWIP 12870 no comments
Review of NWIP 8624 – Provide feedback to ISO:
face form angle can be synonymous with wrap angle only if we
take into account pantoscopic / side angle (‘rake’) – reference
coronal plane.
With the publication of ANSI/ISO 12870, 7998, 8624, SC3 recommends
the withdrawal of Z80.5
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Parent Committee Report
Medical Devices SC4
Carl Tubbs, MD Chair
March 21, 2017 at Sand Key, Florida
Committee Met March 20th, 2017 8AM to 5PM
Attendance Rosters Pending
Housekeeping:
Anti-trust document copied and handed out at meeting for review

Z80.35 EDF IOL Section 8AM to 3 PM:
Discussion of definitions of EDFInitial assessment considered EDF as a stand-alone IOL category where most IOL vision at DVA
and the remainder at intermediate with a smooth (non-peaked or "monotonic") transition from DVA to
IVA, with specific requirements for visual acuity performance at intermediate and noninferiority to
monofocal IOL at distance.
Since inception, sponsors are now using different designs to make claims for EDF lenses with
increasing intermediate and also near vision performances. This change has made it harder to separate the
EDF lens from the MIOL lens style.
Significant discussion on if EDF lens can maintain separate classification or should it be
considered a subtype of an MIOL. Should the EDF standard be changed in scope or definition? Previous
discussion with ISO in 11979-7: ISO general group opinion is that EDF is a subtype of MIOL. Several
ANSI suggestions for EDF definitions are rejected (both bench performance where one cannot distinguish
between an EDF and a low power MIOL lens- and with clinical performance, as ISO generally does not
consider clinical applications as a type of definition).
Decision is to keep current standard and definitions, but continue to fine tune performance
considerations to make a "superior" style of IOL compared to the MIOL and also allow sponsor to make
near claims if desired and properly supported.
Optical Section:
5.2.3- Manufacturing quality assurance. Revised section to recommend manufacturing quality (not
clinical) testing at distance and at a second point close to intermediate (-1.5D)- verbiage pending.
General note- white light is recommended in bench testing for clinical performance predictions
(with monochromatic light possible), but group agreed that specifically for power labelling and other
certain bench testing, that monochromatic light such as green be used.
4.2.1- Tolerances and dimensions- change reference to 11979-3 to allow smaller style clear optics
rather than requiring full clear optic at 4.5 mm….keeping consistent with ISO documents (resolves conflict
with ISO references)
A2.2.1- Modulation transfer function- revised pupil sizes to be consistent with ISO (model eye
with pupil of 3mm and then with pupil 4 to 5mm, and in addition, and MTF "vergence of 0 D with lens
centered in 4.5 OR 5.0 mm pupil aperture"…)
Section C- Discussion on use of published equations for prediction of clinical performance by
using performance bench data (C-10). Will add information and clarify use of equations for guidance.

Clinical Section:
Discussion on contrast sensitivity- important issue since driving test not required for EDF lens
(how do we measure possible issues with night driving and other low contrast situations?).
Section B.5.1- reviewed analysis of performance of contrast sensitivity. Discussed moving to
screens rather than printed CS testing because subjects have trouble seeing lowest contrast when printed as
compared to screen presented test objects.
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Section B.5.2- discussed low contrast testing methods- 10% Weber contrast seems low- will
review.
Details of FDA-AAO contrast sensitivity testing will be reviewed and added to standard for
completeness and additional guidance.
Relationship to ISO: Current 11979-2 and 11979-7 documents are being revised. 11979-7 is in DIS and will
be published, then re-opened in order to include EDF lens in some form (possible subsection of MIOL). At
that time, toric IOL changes may be made as well.
Action Items- New comments to be included in updated document within 6 weeks and distributed.
Ongoing work via phone and email with sub-leader groups in optics and clinical testing.
Goal to have final document for voting after fall 2017 meeting-

Z80.30 Toric IOL Section 3PM to 5 PM
Toric IOL Section is due for revision and initial meeting was held.
Goal is to update certain sections and to align with ISO 11979-7 and 11979-2 ISO IOL documents
(11979-7 currently in DIS- and will be reopened after confirmed to include EDF and other modifications).
ANSI group is generally in agreement with changes that are initially being considered
1. Clinical study protocols- will revise and simplify. ISO has 2 clinical pathways (IOL revision of parent
and in cases of no parent IOL) and ANSI has a single pathway. We will review all and select the best
options from each pathway. Will consider one phase simplified pathway to assess rotational stability and
low power toric effectiveness for lenses without a parent platform2. IOL stability and toric definitions: will revise definitions of toric position assessments and related results,
and delete requirement for 10 IOL's in highest IOL toric power range
3. Patient reported outcomes – consider revise or delete to make consistent with ISO.
Possible revision finalization by or immediately after fall 2017 meeting.
QED
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Meeting summary
ANSI Z80 SC6
Instruments & Low Vision Devices Subcommittee Meeting
March 20, 2017
Clearwater Beach, FL
1.

Meeting called to order by Chair Bill Brown at 2:10 p.m.

2.

Introductions & introductory comments
•

Attendees: Stephen Klyce, Bruce Drum, Charles Campbell, Robert Rosenberg,
Thomas White, William Brown. By conference call – Dexiu Shi

•

Bill Brown reminded that he is resigning as Chair of SC6 effective end of Parent
Committee meeting March 21, 2017. New chair will be Charlie Campbell.

3.

Agenda was accepted as posted on the web site with one change: During the
last hour of this meeting SC6 will meet with SC1 Spectacle lenses to discuss
focimetry.

4.

Minutes from the August 22, 2016, meeting were accepted as posted on the
ANSI web site.

5.

Items for discussion/action
•

Z80.38 Light hazard from operation microscopes used in ocular surgery
Balloting closed initially without enough votes cast, so extension was
granted. The voting extension closes end of day March 20, 2017. Enough
votes for approval have been received, but we must wait until the end of
today for any comments that may yet be received.
Comments were already received from Charlie Campbell and David Sliney
recommending editorial changes for clarification of meaning; all were
reviewed at today’s meeting and approved.
Consensus today was that Bill Brown should submit the document for
publishing once the Secretariat has revised the list of representatives for
organizations.

•

Z80.yy Slit-lamp microscopes
o

A draft document was circulated to SC6 requesting comments, to be
received by March 17, 2017. No comments were received.

o

PINS was submitted in January, 2017. Document number is needed.
Chair Brown will request at the Parent Committee meeting that the document
number be clarified and that the document be submitted for ballot.

•

•

ISO 15004-2 WD Light hazards
o

A meeting of PG15004-2 is scheduled in London for March 30-31.

o

Comments concerning the WD received from Bruce Drum and Charlie
Campbell were discussed.

Review of ANSI standards with revision/renewal deadlines in 2018
o

Z80.23-2013 Corneal topography (Revision deadline 11/29/18)
Comments presented by Steve Klyce regarding the color scale used for
corneal topography were discussed.
Bill Brown asked Dr. Klyce to formalize the comments with recommended
changes so SC6 can act on specific recommendations.

o

Z80.17-2013 Focimeters (Revision deadline 3/14/18)
See # 7 below.
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7.

Meeting adjourned at 4:00 p.m. to meet with SC1 Spectacle lenses concerning issues
with focimeters that have arisen in SC1 discussions.

See, below, the Status of ANSI Standards under SC6 oversight:
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

Z80.28 - 2010

Methods for reporting optical
aberrations of the eye

2021?

Z80.21- 2010 (R2015)

Visual acuity charts

2020

Z80.9 – 2010 (R2015)

Devices for low vision

2020

Z80.36

Light hazard protection for
ophthalmic instruments

Published 2016

Z80.38

Light hazard from operation
microscopes used in ocular
surgery

New standard – ballot
passed, awaiting end
of comment period
3/20/17. If no
comments, submit for
publication after
changes to reps from
organizations and
contents listing.

Z80.yy

Slit-lamp biomicroscopes

Ballot to be requested
03/21/17

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
Sheraton Sand Key, Clearwater, FL

ANSI Z80 CONTACT LENS SUBCOMMITTEE:
CONTACT LENSES and CARE PRODUCTS
Monday, March 20th, 2017: 9:00 am – 12:30 pm
1. Opening of the Meeting of ANSI Z80 CL Subcommittee: Contact Lenses and Care
Products: The Z80 Contact Lens Subcommittee meeting was opened at 9:00 am, March
20th, 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
Brian Loudermilk
Alcon Laboratories
Michael Pfleger
Alcon Laboratories
William J. Benjamin
American Optometric Association
Glenn Davies
Bausch & Lomb, Inc.
Quido Cappelli
Contact Lens Manufacturers Assoc.
Martin Dalsing
Contact Lens Manufacturers Assoc.
Samuel Puig
Cooper Vision Corporation
Angelo Green
Food and Drug Administration
Denise Hampton
Food and Drug Administration
Kelly Arnold
Johnson & Johnson Vision Care
Roya Borazjani
Johnson & Johnson Vision Care
James Cook
Johnson & Johnson Vision Care
Greg Williby
Johnson & Johnson Vision Care
Carol Lakkis
Johnson & Johnson Vision Care
Ralph Stone
R.P. Stone Consulting
Mary Mowrey-McKee
R.P. Stone Consulting
The following persons participated by speaker phone:
Karen Sentell
Alcon Laboratories
Paul Ludington
Bausch & Lomb, Inc.
Stan Rogaski
Contact Lens Institute
3. Review of the Agenda: The agenda was reviewed. It was decided to add discussions
of ISO 11978 and ISO 15223-1 to the agenda.
4. 5-Year Review of Z80.18: Contact lens care products (Mary Mowrey-McKee): This
standard is in publication.
5. 5-Year Review of Z80.20: Contact lenses (Joe Benjamin): This standard is in publication.
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6. ISO 18369-1: Vocabulary, classification, and labelling (Paul Ludington): The DIS of
this standard issued after the Sydney meeting was reviewed in December and
comments were submitted by the USA. The revision from these comments and
those of other countries was supposed to have been distributed for a check of the
required changes before the document was issued as an FDIS. This did not yet occur
and the FDIS has not yet been issued for vote.
7. ISO 18369-2: Tolerances (Glenn Davies): The DIS of this standard issued after the
Sydney meeting was reviewed in December and comments were submitted by the
USA. The revision from these comments and those of other countries was supposed
to have been distributed for a check of the required changes before the document
was issued as an FDIS. This did not yet occur and the FDIS has not yet been issued for
vote.
8. ISO 18369-3: Parameter measurement methods (Greg Williby): The DIS of this
standard issued after the Sydney meeting was reviewed in December and comments
were submitted by the USA. The revision from these comments and those of other
countries was supposed to have been distributed for a check of the required
changes before the document was issued as an FDIS. This did not yet occur and the
FDIS has not yet been issued for vote.
There is a PWI Working Group on this topic that is considering multifocal contact
lenses (See Item 17, below.), measurement of optical prism, and the correlation of
in-air refractive power with wave sensor measurements in saline.
9. ISO 18369-4: Physicochemical properties (Karen Sentell): The DIS of this standard
issued after the Sydney meeting was reviewed in December and comments were
submitted by the USA. The revision from these comments and those of other countries was supposed to have been distributed for a check of the required changes
before the document was issued as an FDIS. This did not yet occur and the FDIS has
not yet been issued for vote.
There is a PWI Project Group on this topic that is working on a more precise method
of wet blotting, measurement of refractive index using a prism coupling device, and
the measurement of refractive index of the bulk polymer. This project group has
discontinued consideration of mechanical or tensile properties of hydrogels and a
method for coulometric measurement of hydrogel contact lenses.
10. ISO 11980: Clinical investigations (Carol Lakkis): The 5-year systematic review of
this standard will begin on July 15.
11. ISO 11981: Determination of physical compatibility (James Cook): The DIS vote on
this standard is open. Thus far, all USA votes are Approval with minor comments.
12. ISO 11986: Determination of preservative uptake and release (Ralph Stone): The
USA voted with comments on the DIS of this standard. The combined comments
from all countries were recently issued. Dr. Stone is the Project Leader of this
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standard and asked the participants to provide input about the combined
comments.
13. ISO 14534: Fundamental requirements (Roya Borazjani): The Medical Device Regulations in Europe were recently rewritten. While this standard is not being revised at
this time, Europe may well soon seek to have this standard revised.
14. ISO 18189: Cytotoxicity testing (Manal Gabriel): This standard was only just published in 2016.
15. ISO 19045-2: Acanthamoeba trophozoite biocidal standard (Manal Gabriel): The
concept for this method has been agreed to by the Project Group and a ring test is to
be run. The method with chlorhexidine showed total kill of trophs at concentrations
of 20, 30, and 40 ppm. A 3-log reduction was achieved by 10 ppm and 1-log
reduction by 5 ppm. The Project Group is discussing what to do next. Those
interested in this topic met for about an hour after the CL Subcommittee meeting
had ended, to discuss the data regarding the log reductions. Manal Gabriel shared
the data and they were accepted by the interested members. The data will be
presented to the project team at the ISO meeting in Budapest May 2017. The Project
team will discuss then the next steps to proceed with the ring test.
16. ISO 19979: Hygienic management of multi-patient use trial contact lenses (Carol
Lakkis): The 2nd CD was circulated and the USA voted to approve with 16 comments.
Combined comments including those of other countries have not yet been issued.
17. Proposed Measurement Method for Multifocal Contact Lenses (Paul Ludington):
The updated version of this document was distributed on 09-28-2016 within the ISO
18369-3 PWI Project Group. A ring test is to be performed on the refractive powers
of these lenses. [The updated document was distributed to SC7 by email on 03-282017.]
18. ISO 11978: Labelling: This standard is now an FDIS in its voting period until April 29.
There was a clarification inserted into the document and concerns were voiced that
this could be a substantive change that was depicted as a minor revision. Thus, the
subcommittee agreed that this change should be reviewed by our experts and their
votes on the FDIS should include comments, if necessary.
19. ISO 15223-1: Medical Symbols: It was noted that ISO WG9 was considering the
formation of a separate document of contact lens-related symbols instead of having
them within the ISO 15223-1 on Medical Symbols.
20. Next Meetings of ANSI Z80.20 CL Subcommittee and ISO TC/172/SC7/WG9:
ISO WG9
May 24-26, 2017
Budapest, Hungary (Interim Meeting)
ANSI Z80
August 20-22, 2017 Hilton Doubletree – Baltimore Airport
ANSI Z80
Early March, 2018
Sheraton Sand Key, Clearwater Beach
ISO SC7
Spring, 2018
Probably in London
ISO SC7
Fall, 2019
USA, site TBD
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21. Delegates for the Interim Meeting of WG9 in May 24-26, 2017 (Ralph Stone): The
persons who would attend the interim meeting of WG9 in Budapest, Hungary, were
discussed. The following list of delegates and project team members was derived.
Experts WG-9
R. Stone
M. Mowrey-McKee G. Davies
G. Williby
R. Borazjani J. Cook
C. Lakkis
S. Puig
M. Gabriel
K. Sentell
Observers WG-9
A. Green
D. Hampton
Project Teams. Experts, and Observers
May 24 9:30-12:00
May 24 1:30-5:00
ISO 19979 Hygienic Management ISO 19045 Acanthamoeba Disinfection
Experts
Team Leader M. Mowrey-McKee
C. Lakkis
C. Lakkis
M. Mowrey-McKee
M. Gabriel
Observers
M. Gabriel
R. Borazjani
S. Puig
D. Hampton
R. Borazjani
J. Cook
G. Davies
J. Cook
May 25 9:30-12:30
May 25 1:30-5:00
ISO 18369-4
ISO 18369-3
Team Leader K. Sentell
Team Leader G. Williby
Experts
G. Williby
S. Puig
S. Puig
K. Sentell
Observers
A. Green
A. Green
G. Davies
May 25 9:30-12:30
May 25 1:30-5:00
ISO 11981
ISO 11986
Team Leader Ralph Stone
Team Leader Ralph Stone
Experts
C. Lakkis
J. Cook
R. Borazjani
G. Davies
Observers
M. Mowrey-McKee
R. Borazjani
M. Gabriel
M. Gabriel
D. Hampton
M. Mowrey-McKee
J. Cook
A. Green
C. Lakkis
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22. Miscellaneous Business and Call for New Work Items: It was determined by the
subcommittee to ask the convener of ISO WG9 about the distribution of the ISO
18369 series of documents. [This was done by email on 03-23-2017. The next time
the CL Subcommittee will see these documents will be in the form of votes for FDIS.]
A document from the Z80 legal counsel, “Antitrust Compliance Guidelines for ANSI
ASC Z80”, was distributed to the participants.
The reception on Mr. Quido Cappelli’s retirement was announced, to be at 7:00 pm
in the Island I room.
23. Revised Administrative Structure of ANSI Z80 CL Subcommittee: The draft administrative structure was reviewed. It was agreed that Dr. Benjamin would insert the
various ISO documents into the topical areas and that the subcommittee would
again review this document at the next meeting of the subcommittee.
24. Closure of the Meeting: The meeting of the ANSI Z80 Contact Lens Subcommittee
came to an end at 12:30 pm, March 20, 2017.

Respectfully submitted,
WJB
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