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1 15 U.S.C. 7601–7610 (Pub. L. 108–164).
2 Id. at 7601.
3 Id. at 7601, 7603.
4 Id. at 7609.
5 Id. at 7607.
6 Id. at 7608.
7 Id.
8 16 CFR part 456.

9 See Health Products Research (VIS)—Annual 
2000 Year-End Consumer Contact Lens Survey 
(cited in ‘‘Trends in Contact Lenses & Lens Care,’’ 
The Bausch & Lomb Annual Report to Vision Care 
Professionals (Dec. 2001)).

FEDERAL TRADE COMMISSION

16 CFR Parts 315 and 456 

RIN 3084–AA95 

Contact Lens Rule; Ophthalmic 
Practice Rules

AGENCY: Federal Trade Commission.
ACTION: Notice of proposed rulemaking; 
request for public comment. 

SUMMARY: In this document, the Federal 
Trade Commission (the ‘‘Commission’’ 
or ‘‘FTC’’) issues a Notice of Proposed 
Rulemaking seeking comment on its 
proposed rule to implement the Fairness 
to Contact Lens Consumers Act (‘‘the 
Act’’), which provides 3 627EyEWailability‘‘FT4ides 3in 





5442 Federal Register / Vol. 69, No. 23 / Wednesday, February 4, 2004 / Proposed Rules 

10 Section 19(d) of the FTC Act, 15 U.S.C. 57b(d).

and Drug Administration. This 
definition is taken directly from the Act.

Private Label Contact Lenses mean 
contact lenses that are sold under the 
label of a seller where the contact lenses 
are identical to lenses made by the same 
manufacturer but sold under the labels 
of other sellers. This definition is 
derived from the Act. 

Section 315.3 Availability of Contact 
Lens Prescriptions to Patients 

The Act requires prescribers to 
provide patients with a copy of their 
contact lens prescription upon 
completion of a contact lens fitting. It 
also mandates that prescribers provide 
or verify contact lens prescriptions to 
third parties authorized to act on behalf 
of patients. The Act further prohibits 
prescribers from refusing to release or 
verify a prescription unless their 
patients purchase contact lenses from 
them, pay a fee in addition to or as part 
of a examination fee, or sign a waiver or 
release of liability. Section 315.3 of the 
proposed Rule is taken almost verbatim 
from the Act. 

Section 315.4 Limits on Requiring 
Immediate Payment 

The Act provides that prescribers can 
require patients to pay a fee for an eye 
examination, fitting, and evaluation 
before the release of a contact lens 
prescription only if the prescriber 
requires immediate payment for an 
examination that reveals that the patient 
does not need contact lenses or other 
ophthalmic goods. The Act treats 
presentation of proof of insurance 
coverage as a type of payment. Section 
315.4 of the proposed Rule is taken 
directly from the Act. 

Section 315.5 Prescriber Verification 

(a) Prescription Requirement 
The Act states that a seller cannot sell 

contact lenses to a customer unless the 
seller has obtained a copy of the 
patient’s contact lens prescription, or 
verified the prescription through a 
direct communication with the 
prescriber. Section 315.5(a) of the 
proposed Rule incorporates these 
preconditions verbatim from the Act. 

(b) Information for Verification 
The Act sets forth with specificity the 

information that a seller must provide to 
the prescriber when seeking verification 
of a contact lens prescription. Under the 
Act, the seller must provide the 
prescriber with the following 
information through direct 
communication: (1) The patient’s full 
name and address; (2) the contact lens 
power, manufacturer, base curve or 
appropriate designation, and diameter 

when appropriate; (3) the quantity of 
lenses ordered; (4) the date of the 
patient request; (5) the date and time of 
the verification request; and (6) the 
name of a contact person at the seller’s 
company, including a facsimile and a 
telephone number. Section 315.5(b) of 
the proposed Rule incorporates these 
requirements verbatim from the Act. 

(c) Verification Events 
The Act sets forth three circumstances 

informationder the 
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11 Because the proposed amendments are clerical, 
not substantive, in nature, they are exempt from the 
rulemaking requirements that would apply to any 
substantive amendments to the Ophthalmic Practice 
Rules. See 18 U.S.C. 57(d)(1)(B). Nonetheless, in an 
exercise of its discretion, the Commission seeks 
comment on the proposed amendments in 
conjunction with the comments it seeks on the 
proposed Contact Lens Rule.
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27 The Act becomes effective 60 days after the 
date of its enactment, which was December 6, 2003. 
See Pub. L. 108–164, section 12 (set out as note 
under 15 U.S.C. 7601). 28 15 U.S.C. 7607.

F. Description of Any Significant 
Alternatives to the Proposed Rule That 
Would Accomplish the Stated 
Objectives of Applicable Statutes and 
That Minimize Any Significant 
Economic Impact of the Proposed Rule 
on Small Entities, Including Alternatives 
Considered, Such as: (1) Establishment 
of Differing Compliance or Reporting 
Requirements or Timetables That Take 
Into Account the Resources Available to 
Small Entities; (2) Clarification, 
Consolidation, or Simplification of 
Compliance and Reporting 
Requirements Under the Rule for Such 
Small Entities; (4) Any Exemption From 
Coverage of the Rule, or Any Part 
Thereof, for Such Small Entities 

The proposed Rule’s disclosure and 
recordkeeping requirements are 
designed to impose the minimum 
burden on all affected members of the 
industry, regardless of size. The Act 
itself does not allow the Commission 
any latitude to treat small businesses 
differently, such as by exempting a 
particular category of firm or setting 
forth a lesser standard of compliance for 
any category of firm. However, the 
burdens imposed by the Act and 
proposed Rule on small businesses are 
likely to be relatively limited. The small 
businesses affected by the Rule are 
likely to consist primarily of contact 
lens prescribers in solo or small 
practices. Their burdens under the Rule 
primarily would entail providing 
contact lens prescriptions to patients or 
their agents, documenting in 
exceptional cases the medical reasons 
for setting a contact lens prescription 
date of less than one year, and verifying 
prescriptions for some of their patients 
who seek to purchase their contact 
lenses from another seller. Thus, the 
Commission does not believe that the 
proposed Rule will impose a significant 
economic impact on a substantial 
number of small businesses.

Nonetheless, the Commission 
specifically requests comment on the 
question whether the proposed Rule 
imposes a significant impact upon a 
substantial number of small entities, 
and what modifications to the Rule the 
Commission could make to minimize 
the burden on small entities. Moreover, 
the Commission requests comment on 
the general question whether new 
technology or changes in technology can 
be used to reduce the burdens mandated 
by the Act. 

Questions for Comment To Assist 
Regulatory Flexibility Analysis 

1. Please provide information or 
comment on the number and type of 
small entities affected by the proposed 

Rule. Include in your comments the 
number of small entities that will be 
required to comply with the Rule’s 
disclosure and recordkeeping 
requirements. 

2. Please provide comment on any or 
all of the provisions in the proposed 
Rule with regard to (a) the impact of the 
provision(s) (including benefits and 
costs), if any, and (b) what alternatives, 
if any, the Commission should consider, 
as well as the costs and benefits of those 
alternatives, paying specific attention to 
the effect of the proposed Rule on small 
entities in light of the above analysis. In 
particular, please provide the above 
information with regard to the 
disclosure and recordkeeping provisions 
of the proposed Rule set forth in 
sections 315.3(a), 315.5(f), and 315.6(b), 
and describe any ways in which the 
proposed Rule could be modified to 
reduce any costs or burdens for small 
entities consistent with the Act’s 
mandated requirements. Costs to 
‘‘implement and comply’’ with the 
proposed Rule include expenditures of 
time and money for: any employee 
training; attorney, computer 
programmer or other professional time; 
preparing relevant materials (i.e., 
prescriptions for release), and 
recordkeeping. 

3. Please describe ways in which the 
Rule could be modified to reduce any 
costs or burdens on small entities 
consistent with the Act’s mandated 
requirements, including whether and 
how technological developments could 
reduce the costs of implementing and 
complying with the proposed Rule for 
small entities. 

4. Please provide any information 
quantifying the economic benefits of the 
proposed Rule on the entities covered 
by the Act, including small entities. 

5. Please identify any relevant 
Federal, State, or local rules that may 
duplicate, overlap or conflict with the 
proposed Rule. In addition, please 
identify any industry rules or policies 
that require covered entities to engage in 
business practices that would already 
comply with the requirements of the 
proposed Rule. 

VIII. Effective Date 

The Act takes effect on February 4, 
2004,27 and thus prescribers and sellers 
of contact lenses, and other parties 
covered by the Act, have a legal 
obligation to comply with the Act as of 
that date. The Act directs the 
Commission to prescribe rules that will 

become effective no later than 180 days 
after the effective date of the Act.28 The 
FTC intends to issue final rules with an 
effective date within the time specified 
in the Act. The Commission will 
announce a specific effective date for 
the Contact Lens Rule when it issues its 
final rule.

IX. Questions on the Proposed Contact 
Lens Rule and the Proposed Clerical 
Amendments to the Ophthalmic 
Practice Rules 

The Commission is seeking comment 
on various aspects of the proposed 
Contact Lens Rule, and is particularly 
interested in receiving comment on the 
questions that follow. These questions 
are designed to assist the public and 
should not be construed as a limitation 
on the issues on which public comment 
may be submitted. Responses to these 
questions should cite the numbers and 
subsection of the questions being 
answered. For all comments submitted, 
please submit any relevant data, 
statistics, or any other evidence, upon 
which those comments are based. 

General Questions 
1. Please provide comment on any or 

all of the provisions in the proposed 
Contact Lens Rule and the proposed 
clerical amendments to the Ophthalmic 
Practice Rules. For each provision 
commented on please describe (a) the 
impact of the provision(s) (including 
benefits and costs), if any, and (b) what 
alternatives, if any, the Commission 
should consider, as well as the costs and 
benefits of those alternatives. 

2. Please provide comment on the 
effect of the proposed Contact Lens Rule 
on the costs, profitability, and 
competitiveness of, and employment in, 
small entities. 

Questions Pertaining to the Proposed 
Contact Lens Rule 

Definitions 
3. Section 315.2 defines ‘‘business 

hour.’’ (a) Is this definition sufficiently 
clear?

(b) What is the impact, including 
costs and benefits, of defining the term 
in this way? (c) Should the definition 
include provisions addressing (i) 
prescriber vacation days, (ii) State or 
local holidays, (iii) weekend days, or 
(iv) other exceptions to normal business 
hours? 

4. Section 315.2 defines ‘‘contact lens 
fitting.’’ (a) Is this definition sufficiently 
clear? (b) What is the impact, including 
costs and benefits, of defining the term 
in this way? (c) Should the term 
‘‘medically necessary follow-up 
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