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Good afternoon, Senator Harris, Representative Ritter, and members of the Public Health Committee. |
am Jamie Weisz,M.D. a retina specialist and Secretary of the Connecticut Society of Eye Physicians. 1am
here today representing the Connecticut Society of Eye Physicians to speak in opposition to HB 781, AAC

therapeutic Contact Lenses as it is written,

I want to make it clear that we are here today to oppose HB 781 as written, but not the principle of
optometrists being aliowed to selt and dispense contact lenses that contain antihistamines or specific
other drugs, once the safety of such lenses has been proven. We feel, as we did last year, that in the
absence of any publicly reviewable data on the safety and efficacy of these lenses, and with FDA
approval at least a year off, it is premature to be considering statutory changes to allow their
distribution. More importantly, though, we feel the language of the amendment as proposed is vague,
and improperly placed. We would recommend that the term “therapeutic drug” be defined as those
agents allowed for topical administration in Section 20-127 (5) and designated as “ocular agent T" drugs,
which have already been agreed to by both optometrists and ophthalmologists in a compromise in 2007,
as the scope‘of advanced optometric prescribing. Our specific suggestions regarding language changes

can be found appended to our written testimony.

This legislation is similar to legistation introduced last year because a completely new type of contact
lens may become available next year. The K lens —under development by Vistakon incorporates an anti-
allergy medicine, ketotifen, into the matrix of the lens. Itis intended to provide contact lens wearers
who suffer from seasonal allergies with relief of symptoms. According to information received from
Vistakon and available on the website clinicaltrials.gov, these lenses are in Phase Il testing, Phase 11
testing involves healthy volunteers who wear the lenses to determine their safety. The information that
we have received is a description of the study design only. To date, we have seen no data regarding

either the efficacy or the safety profile of these lenses.



Although contact lenses are an exceptionally safe means of vision correction, several news stories in
recent years have underscored the fact that contact lens wearers can experience serious complications
and loss of vision. Despite the efforts of the best minds in Ophthalmology, Optometry, and the contact
lens industry, a small number of wearers experience sight threatening complications each year, and the
percentage of people experiencing the most feared contact lens related complication - microbial

keratitis, a bacterial infection of the cornea - hasn't changed in 20 years.

The causes of contact lens related complications are complex. Contact lenses are a foreign body that
has to interact with the ocular surface and the tear film. Although ketotifen has an excellent safety
profile and is available as an over-the-counter allergy drop, it is certainly possible that incorporating this
drug into a contact lens that will be held right against the eye for hours - or even days - may alter the
safety profile. It must also be remembered that patients don’t always follow directions exactly, and that
places them at risk for complications. Adding a chemical, such as a medication, to that equation

increases that risk.

A valid concern has been raised about the limited distribution infrastructure for a lens of this type, and
CSEP thanks Linda Kowalski, Vistakon, and Connecticut Optometrists for bringing this matter to public
attention. Although the need for a distribution system for these lenses is an important consideration, it
is not a critical need. It is, in fact, a business consideration —not a public welfare concern. If this matter
is considered and approved in the next legislative session, when we will presumably have more
information regarding the safety of these lenses, any new legislation would go into effect on October 1,
2010. The earliest anticipated time frame from Vistakon for FDA approval would be late spring or early
summer of 2010. Perhaps they will be approved in that time frame —and perhaps not. Perhaps they
will be the best treatment for contact lens wearers with allergies, and perhaps they will be a
disappointment. We will have more of these answers in one year. In the interim, it must be
remembered that there are treatment options in place to meet the needs of contact lens wearers with

allergies.

it will be said today that as long as FDA approval is stipulated in the language of this legislation, we need
not concern ourselves with whether this combination of a drug and a medical device is safe — that is the

job of the FDA. Although the FDA certainly bears the major responsibility for determining the safety and
efficacy of drugs and devices, everyone in this room can think of instances where the FDA got it wrong.

In addition, | will argue that the overall safety of this new and exciting modality should be the concern of



everyone in this room. You became legislators because of your concern for public welfare. Physicians
have a long history of public service and concern over public welfare. 1am here today — as are others to
express that concern. | believe in the area of contact lenses, safety is the shared responsibility of the

FDA, the contact lens industry, eye care professionals, legislators, and even patients.

This lens is apparently the first in a series of lenses under development by the contact lens industry for
drug delivery. We have attempted to satisfy our concerns regarding the safety and efficacy of these
lenses in several conference calls with Vistakon, but they have chosen not to share data with us, despite
our offer to sign any confidentiality agreement they might require. We also believe this legistation is

premature as the earliest anticipated date for approval is early 2010.

Although the concerns we expressed on this matter both last year and this year are valid, we are not
opposed to the concept of Optometrists dispensing this lens - or any other lens - that contains a
therapeutic agent within the scope of their practice. For this reason, we will not oppose this legislation
if the minor changes suggested are made in the language. in addition, optometrists who dispense such
lenses will be required to meet the same record keeping requirements and requirements of notification
1o the Commissioner of Consumer Protection regarding their intent to dispense drugs other than

- professional samples. We also feel Ophthalmologists should have language added to Connecticut
Statutes on Medicine andx Surgewthat épecify the same rights to dispense contact lenses that contain
medications but such medications will be consistent with the prescriptive limits of medical practice, and

ophthalmologists will have the same record keeping and reporting responsibilities.

We hope to continue the good faith efforts we have made over the last year to work with optometry to
resolve this matter and craft language acceptabie to everyone. Thank you for your time and attention.



