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from this proceeding. Based on the Commission's significant expertise concerning regulation and competition, and 
considerable experience with the eye care industry in particular, FTC staff believe that an overly restrictive 
interpretation of the Connecticut statutes and regulations is likely to adversely affect consumer welfare by raising 
prices for at least some consumers without offsetting benefits in health or safety. To summarize our analysis: 





the complaints, the conspiracy severely restricted the supply of contact lenses available to alternative sellers, which 



The FDA first approved a soft contact lens in 1971.(19) Beginning in the late 1980s, lens manufacturers began to 
market and sell "disposable" and "frequent replacement" soft lenses, which are designed to be replaced daily, 
weekly, or monthly. Most soft lenses are now sold in multipacks, with disposable lenses typically sold in multipacks of 
six lenses. When first developed, soft contact lenses were not manufactured in a way that always accurately 
reproduced the same prescription.(20) In the past 20 years, however, manufacturers have developed production 
methods for soft contact lenses that have eliminated these standardization problems.(21) According to commenters 
during the Rule review, the soft contact lenses that a patient receives will be identical regardless of whether the 
patient gets the lenses from an eye care professional or from a non-traditional seller. In comments filed in the FTC's 
review of the Rule, the American Academy of Ophthalmology and the California Optometric Association both stated 
that while fabrication errors might present a problem with respect to hard contact lenses, soft lenses, such as 
disposables, are relatively standard and can be easily reproduced.(22)  

Due to this difference, medical professionals do not always follow the same fitting and sales procedures with soft 
replacement lenses as they do with hard contacts. Several commenters have noted that medical practitioners do not 
examine the fit of each replacement lens on the patient's eye after the prescription has been finalized through the 
fitting process.  

In fact, some lens manufacturers provide direct 



�x In fact, Johnson & Johnson's own expert witness acknowledged that the "[s]teps which can be taken to 
minimize episodes of contact lens related complications include careful and appropriate lens selection 
and fitting, continuing patient education on proper lens care procedures, good hygiene, prompt reporting 
of symptoms by patients, and on-going monitoring and care of patients through regular aftercare 
visits."(28) Notably, none of these recommended steps involve obtaining replacement lenses directly 
from an optician or other eye care professional.  

IV. Current federal and state regulations address contact lens health concerns  

The Connecticut Board is not being asked to make its decisions in a regulatory vacuum. Existing regulatory 
requirements already address the primary health concerns at issue in this proceeding and ensure that appropriate 
safeguards will be maintained to protect consumers' health. The key question is whether there are benefits to 
consumers from additional, more restrictive regulations that would outweigh the substantial additional consumer 
costs.  

A. FDA prescription requirements  

Federal law on the prescription requirement for replacement contact lenses is complex and somewhat opaque. FDA 
regulations state that a soft contact lens is a Class II medical device if it is intended for daily wear.(29) Rigid gas 
permeable contact lenses and soft contact lenses intended for extended wear are Class III medical devices.(30) A 
provision in the Food, Drug & Cosmetics Act gives the FDA the authority to promulgate a regulation to require that a 
device be restricted to sale, distribution, or use only upon the written or oral authorization of a licensed 
practitioner.(31) Notably, there is no such regulation specifically requiring a prescription for contact lenses.(32)  

Nevertheless, approval documents for individual lens products state that they must be sold by prescription. 
Additionally, there is a general regulation that covers prescription devices overall, which states that a device which "is 
not safe except under the supervision of a practitioner licensed by law to direct the use of such device, and hence for 
which 'adequate directions for use' cannot be prepared," will be exempt from the statutory labeling requirements if the 
device is "sold only to or on the prescription or other order of such practitioner."(33) Replacement contact lenses fall 
under this exemption. 

The FDA also has strict labeling requirements. A device is considered misbranded if its labeling does not contain 
"adequate directions for use" and "adequate warnings against use in those pathological conditions or by children 
where its use may be dangerous to health, or against unsafe dosage or methods or duration of administration or 
application, in such manner and form, as are necessary for the protection of users . . . ."(34) Connecticut's Uniform 
Food, Drug, and Cosmetic Act has a similar provision.(35)  

The FDA has the authority to take action against the dispensing of a prescription device without a valid 
prescription.(36) The FDA generally defers to the states on these enforcement issues. Its guide for purchasers of 
contact lenses over the Internet states that



Connecticut law does not explicitly require that replacement contact lenses be sold pursuant to a prescription.(40) In 
fact, the main provision covering where optical goods may be sold, while requiring the supervision of an optician for 
production or reproduction of optical glasses or kindred products to personalized given formulas, does not require 
that this be done pursuant to a prescription.(41)  

Neither the Connecticut statute for optometry, the statute for opticians, nor the Uniform Food and Drug Act defines a 
prescription.(42) The Connecticut Pharmacy Practice Act defines a prescription as "a lawful order of a prescribing 
practitioner transmitted either orally, in writing or by electronic means for a drug or device for a specific patient."(43)  

Connecticut law requires that a practitioner of the healing arts, including optometry, release to a patient or his 



A. Costs of licensing stand - alone replacement lens sellers could be substantial  

1. Connecticut requ irements  

Connecticut law, Conn. Gen. Stat. § 20-150, provides "[n]o optical glasses or kindred products or other instruments to 
aid vision which are produced or reproduced to personalized given formulas, shall be sold at retail except under the 
supervision of a licensed optician and in a registered optical establishment, office or store. An optical establishment, 
office or store is defined as meaning one the owner of which has had issued to him an optical license selling 
permit."(49)  

To obtain a license as an optical establishment, the retail seller of optical glasses or kindred products produced or 
reproduced to a personalized given formula must be under the direct supervision of a licensed optician.(50) These 
permits cost $250 and are generally valid for one year, although they are terminated immediately if the licensed 
optician of record disassociates himself from the establishment. Holders of such permits are permitted to use the term 
"optician."(51) 

The statute defines a licensed optician as "[o]ne having a knowledge of optics and skilled in the technique of 
producing and reproducing ophthalmic lenses and kindred products and mounting the same to supporting materials 
and the fitting of the same to the eyes."(52) To obtain a license as an optician, a candidate must have four years of 
approved apprenticeship or an Associate's degree in ophthalmic dispensing from an approved school and have 



Occupational licensing necessarily involves some restriction on the ability of individuals to enter an occupation. This 
is accomplished through the need for government permission and the demonstration of some minimum degree of 
competency. The stated motivation for licensing is the desire to maintain or increase the quality of service provided 
by the professionals being regulated. Business practice restrictions, such as limits on the commercial practice of 
optometry or restrictions on business relationships between optometrists and opticians, have similar rationales and 
effects as licensing.  

By restricting the supply of professionals into an occupation, licensing tends to raise their wages, which in turn can 
lead to higher output prices. Licensing and various business practice restrictions can also lead to higher prices by 
limiting the availability of lower cost suppliers to consumers. Studies of the price effects of licensing are limited to 
those industries where a well-



free phone number or visiting a web site. The inconvenience of visiting a mass merchandiser is likely unimportant for 
consumers who attach a low value to their time or who were going to the store to purchase other items anyway. It 
could be substantial, however, for consumers who attach high value to their time, make a special trip to the store just 
to obtain replacement lenses, or live in areas distant from mass merchandisers. 

How much value might some customers place on the convenience of mail order? Research in transportation 
economics suggests that individuals value urban travel time by automobile and public transit at between 75 and 178 
percent of their wage rate.(65) At the average private hourly wage of $14.61 (December 2001), an hour-long trip to 
Wal-Mart to buy replacement lenses has an implicit time cost of between $10.96 and $26.00.(66) That figure 
represents a markup of between 50 and 130 percent over the price of a multipack. Therefore, the convenience cost of 
policies that impede entry by mail-order replacement lens sellers could be substantial.  

B. Licensing stand - alone replacement lens sellers  offers no additional consumer 

protection  

Licensing stand-alone replacement contact lens sellers is unlikely to diminish any of the genuine health risks 
associated with contact lenses. Licensing the lens seller will not induce individuals to comply with the wearing or 
disposal schedules recommended by the doctor. Licensing the lens seller will also not induce individuals to have 
more frequent eye exams.  



Increasing the cost and inconvenience of obtaining disposable replacement lenses may induce more individuals to 
over-wear their replacement lenses; decreasing the cost and inconvenience may induce more individuals to comply 
with eye doctors' instructions. Imposing licensing requirements on stand-alone sellers of replacement lenses thus has 



consumer demand. The FTC staff believe it would be detrimental to competition and consumers to overly restrict the 
ways in which prescription information for replacement lenses may be transmitted. 

Similarly, prescriptions that are narrowly drawn so as to favor one contact lens over another, absent sound medical 
justification, or that have unduly short expiration dates, may also raise significant anticompetitive problems. To the 
fullest extent consistent with necessary health standards, consumers should be allowed the widest latitud
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