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§ 314.3 Standards for safeguarding 
customer information. 

(a) Information security program. You 
shall develop, implement, and main-
tain a comprehensive information se-
curity program that is written in one 
or more readily accessible parts and 
contains administrative, technical, and 
physical safeguards that are appro-
priate to your size and complexity, the 
nature and scope of your activities, and 
the sensitivity of any customer infor-
mation at issue. Such safeguards shall 
include the elements set forth in § 314.4 
and shall be reasonably designed to 
achieve the objectives of this part, as 
set forth in paragraph (b) of this sec-
tion. 

(b) Objectives. The objectives of sec-
tion 501(b) of the Act, and of this part, 
are to: 

(1) Insure the security and confiden-
tiality of customer information; 

(2) Protect against any anticipated 
threats or hazards to the security or 
integrity of such information; and 

(3) Protect against unauthorized ac-
cess to or use of such information that 
could result in substantial harm or in-
convenience to any customer. 

§ 314.4 Elements. 

In order to develop, implement, and 
maintain your information security 
program, you shall: 

(a) Designate an employee or employ-
ees to coordinate your information se-
curity program. 

(b) Identify reasonably foreseeable 
internal and external risks to the secu-
rity, confidentiality, and integrity of 
customer information that could result 
in the unauthorized disclosure, misuse, 
alteration, destruction or other com-
promise of such information, and as-
sess the sufficiency of any safeguards 
in place to control these risks. At a 
minimum, such a risk assessment 
should include consideration of risks in 
each relevant area of your operations, 
including: 

(1) Employee training and manage-
ment; 

(2) Information systems, including 
network and software design, as well as 
information processing, storage, trans-
mission and disposal; and 

(3) Detecting, preventing and re-
sponding to attacks, intrusions, or 
other systems failures. 

(c) Design and implement informa-
tion safeguards to control the risks 
you identify through risk assessment, 
and regularly test or otherwise mon-
itor the effectiveness of the safeguards’ 
key controls, systems, and procedures. 

(d) Oversee service providers, by: 
(1) Taking reasonable steps to select 

and retain service providers that are 
capable of maintaining appropriate 
safeguards for the customer informa-
tion at issue; and 

(2) Requiring your service providers 
by contract to implement and main-
tain such safeguards. 

(e) Evaluate and adjust your informa-
tion security program in light of the 
results of the testing and monitoring 
required by paragraph (c) of this sec-
tion; any material changes to your op-
erations or business arrangements; or 
any other circumstances that you 
know or have reason to know may have 
a material impact on your information 
security program. 

§ 314.5 Effective date. 

(a) Each financial institution subject 
to the Commission’s jurisdiction must 
implement an information security 
program pursuant to this part no later 
than May 23, 2003. 

(b) Two-year grandfathering of serv-
ice contracts. Until May 24, 2004, a con-
tract you have entered into with a non-
affiliated third party to perform serv-
ices for you or functions on your behalf 
satisfies the provisions of § 314.4(d), 
even if the contract does not include a 
requirement that the service provider 
maintain appropriate safeguards, as 
long as you entered into the contract 
not later than June 24, 2002. 

PART 315—CONTACT LENS RULE 

Sec. 
315.1 Scope of regulations in this part. 
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315.4 Limits on requiring immediate pay-

ment. 
315.5 Prescriber verification. 
315.6 Expiration of contact lens prescrip-
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315.7 Content of advertisements and other 
representations. 

315.8 Prohibition of certain waivers. 
315.9 Enforcement. 
315.10 Severability. 
315.11 Effect on state and local laws. 

AUTHORITY: Pub. L. 108–164, secs. 1–12; 117 
Stat. 2024 (15 U.S.C. 7601–7610). 

SOURCE: 69 FR 40508, July 2, 2004, unless 
otherwise noted. 

§ 315.1 Scope of regulations in this 
part. 

This part, which shall be called the 
‘‘Contact Lens Rule,’’ implements the 
Fairness to Contact Lens Consumers 
Act, codified at 15 U.S.C. 7601–7610, 
which requires that rules be issued to 
address the release, verification, and 
sale of contact lens prescriptions. This 
part specifically governs contact lens 
prescriptions and related issues. Part 
456 of Title 16 governs the availability 
of eyeglass prescriptions and related 
issues (the Ophthalmic Practice Rules 
(Eyeglass Rule)). 

§ 315.2 Definitions. 
For purposes of this part, the fol-

lowing definitions shall apply: 
Business hour means an hour between 

9 a.m. and 5 p.m., during a weekday 
(Monday through Friday), excluding 
Federal holidays. ‘‘Business hour’’ also 
may include, at the seller’s option, a 
prescriber’s regular business hours on 
Saturdays, provided that the seller has 
actual knowledge of these hours. 
‘‘Business hour’’ shall be determined 
based on the time zone of the pre-
scriber. 

‘‘Eight (8) business hours’’ shall be 
calculated from the time the prescriber 
receives the prescription verification 
information from the seller, and shall 
conclude when eight (8) business hours 
have elapsed. For verification requests 
received by a prescriber during non- 
business hours, the calculation of 
‘‘eight (8) business hours’’ shall begin 
at 9 a.m. on the next weekday that is 
not a Federal holiday or, if applicable, 
on Saturday at the beginning of the 
prescriber’s actual business hours. 

Commission means the Federal Trade 
Commission. 

Contact lens means any contact lens 
for which State or Federal law requires 
a prescription. 

Contact lens fitting means the process 
that begins after an initial eye exam-
ination for contact lenses and ends 
when a successful fit has been achieved 
or, in the case of a renewal prescrip-
tion, ends when the prescriber deter-
mines that no change in the existing 
prescription is required, and such term 
may include: 

(1) An examination to determine lens 
specifications; 

(2) Except in the case of a renewal of 
a contact lens prescription, an initial 
evaluation of the fit of the contact lens 
on the eye; and 

(3) Medically necessary follow-up ex-
aminations. 

Contact lens prescription means a pre-
scription, issued in accordance with 
State and Federal law, that contains 
sufficient information for the complete 
and accurate filling of a prescription 
for contact lenses, including the fol-
lowing: 

(1) The name of the patient; 
(2) The date of examination; 
(3) The issue date and expiration date 

of prescription; 
(4) The name, postal address, tele-

phone number, and facsimile telephone 
number of prescriber; 

(5) The power, material or manufac-
turer or both of the prescribed contact 
lens; 

(6) The base curve or appropriate des-
ignation of the prescribed contact lens; 

(7) The diameter, when appropriate, 
of the prescribed contact lens; and 

(8) In the case of a private label con-
tact lens, the name of the manufac-
turer, trade name of the private label 
brand, and, if applicable, trade name of 
equivalent brand name. 

Direct communication means com-
pleted communication by telephone, 
facsimile, or electronic mail. 

Issue date means the date on which 
the patient receives a copy of the pre-
scription at the completion of a con-
tact lens fitting. 

Ophthalmic goods are contact lenses, 
eyeglasses, or any component of eye-
glasses. 

Ophthalmic services are the meas-
uring, fitting, and adjusting of oph-
thalmic goods subsequent to an eye ex-
amination. 
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Prescriber means, with respect to con-
tact lens prescriptions, an ophthalmol-
ogist, optometrist, or other person per-
mitted under State law to issue pre-
scriptions for contact lenses in compli-
ance with any applicable requirements 
established by the Food and Drug Ad-
ministration. ‘‘Other person,’’ for pur-
poses of this definition, includes a dis-
pensing optician who is permitted 
under State law to issue prescriptions 
and who is authorized or permitted 
under State law to perform contact 
lens fitting services. 

Private label contact lenses mean con-
tact 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. 

§ 315.3 Availability of contact lens pre-
scriptions to patients. 

(a) In general. When a prescriber com-
pletes a contact lens fitting, the pre-
scriber: 

(1) Whether or not requested by the 
patient, shall provide to the patient a 
copy of the contact lens prescription; 
and 

(2) Shall, as directed by any person 
designated to act on behalf of the pa-
tient, provide or verify the contact lens 
prescription by electronic or other 
means. 

(b) Limitations. A prescriber may not: 
(1) Require the purchase of contact 

lenses from the prescriber or from an-
other person as a condition of pro-
viding a copy of a prescription under 
paragraph (a)(1) or (a)(2) of this section 
or as a condition of verification of a 
prescription under paragraph (a)(2) of 
this section; 

(2) Require payment in addition to, 
or as part of, the fee for an eye exam-
ination, fitting, and evaluation as a 
condition of providing a copy of a pre-
scription under paragraph (a)(1) or 
(a)(2) of this section or as a condition 
of verification of a prescription under 
paragraph (a)(2) of this section; or 

(3) Require the patient to sign a 
waiver or release as a condition of re-
leasing or verifying a prescription 
under paragraph (a)(1) or (a)(2) of this 
section. 

§ 315.4 Limits on requiring immediate 
payment. 

A prescriber may require payment of 
fees for an eye examination, fitting, 
and evaluation before the release of a 
contact lens prescription, but only if 
the prescriber requires immediate pay-
ment in the case of an examination 
that reveals no requirement for oph-
thalmic goods. For purposes of the pre-
ceding sentence, presentation of proof 
of insurance coverage for that service 
shall be deemed to be a payment. 

§ 315.5 Prescriber verification. 
(a) Prescription requirement. A seller 

may sell contact lenses only in accord-
ance with a contact lens prescription 
for the patient that is: 

(1) Presented to the seller by the pa-
tient or prescriber directly or by fac-
simile; or 

(2) Verified by direct communication. 
(b) Information for verification. When 

seeking verification of a contact lens 
prescription, a seller shall provide the 
prescriber with the following informa-
tion through direct communication: 

(1) The patient’s full name and ad-
dress; 

(2) The contact lens power, manufac-
turer, base curve or appropriate des-
ignation, and diameter when appro-
priate; 

(3) The quantity of lenses ordered; 
(4) The date of patient request; 
(5) The date and time of verification 

request; 
(6) The name of a contact person at 

the seller’s company, including fac-
simile and telephone numbers; and 

(7) If the seller opts to include the 
prescriber’s regular business hours on 
Saturdays as ‘‘business hours’’ for pur-
poses of paragraph (c)(3) of this section, 
a clear statement of the prescriber’s 
regular Saturday business hours. 

(c) Verification events. A prescription 
is verified under paragraph (a)(2) of 
this section only if one of the following 
occurs: 

(1) The prescriber confirms the pre-
scription is accurate by direct commu-
nication with the seller; 

(2) The prescriber informs the seller 
through direct communication that the 
prescription is inaccurate and provides 
the accurate prescription; or 
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(3) The prescriber fails to commu-
nicate with the seller within eight (8) 
business hours after receiving from the 
seller the information described in 
paragraph (b) of this section. During 
these eight (8) business hours, the sell-
er shall provide a reasonable oppor-
tunity for the prescriber to commu-
nicate with the seller concerning the 
verification request. 

(d) Invalid prescription. If a prescriber 
informs a seller before the deadline 
under paragraph (c)(3) of this section 
that the contact lens prescription is in-
accurate, expired, or otherwise invalid, 
the seller shall not fill the prescrip-
tion. The prescriber shall specify the 
basis for the inaccuracy or invalidity 
of the prescription. If the prescription 
communicated by the seller to the pre-
scriber is inaccurate, the prescriber 
shall correct it, and the prescription 
shall then be deemed verified under 
paragraph (c)(2) of this section. 

(e) No alteration of prescription. A sell-
er may not alter a contact lens pre-
scription. Notwithstanding the pre-
ceding sentence, a seller may sub-
stitute for private label contact lenses 
specified on a prescription identical 
contact lenses that the same company 
manufactures and sells under different 
labels. 

(f) Recordkeeping requirement— 
verification requests. A seller shall 
maintain a record of all direct commu-
nications referred to in paragraph (a) 
of this section. Such record shall con-
sist of the following: 

(1) For prescriptions presented to the 
seller: the prescription itself, or the 
facsimile version thereof (including an 
email containing a digital image of the 
prescription), that was presented to the 
seller by the patient or prescriber. 

(2) For verification requests by the 
seller: 

(i) If the communication occurs via 
facsimile or e-mail, a copy of the 
verification request, including the in-
formation provided to the prescriber 
pursuant to paragraph (b) of this sec-
tion, and confirmation of the com-
pleted transmission thereof, including 
a record of the date and time the re-
quest was made; 

(ii) If the communication occurs via 
telephone, a log: 

(A) Describing the information pro-
vided pursuant to paragraph (b) of this 
section, 

(B) Setting forth the date and time 
the request was made, 

(C) Indicating how the call was com-
pleted, and 

(D) Listing the names of the individ-
uals who participated in the call. 

(3) For communications from the pre-
scriber, including prescription 
verifications: 

(i) If the communication occurs via 
facsimile or e-mail, a copy of the com-
munication and a record of the time 
and date it was received; 

(ii) If the communication occurs via 
telephone, a log describing the infor-
mation communicated, the date and 
time that the information was re-
ceived, and the names of the individ-
uals who participated in the call. 

(4) The records required to be main-
tained under this section shall be 
maintained for a period of not less than 
three years, and these records must be 
available for inspection by the Federal 
Trade Commission, its employees, and 
its representatives. 

(g) Recordkeeping requirement—Satur-
day business hours. A seller that exer-
cises its option to include a pre-
scriber’s regular Saturday business 
hours in the time period for 
verification specified in § 315.5(c)(3) 
shall maintain a record of the pre-
scriber’s regular Saturday business 
hours and the basis for the seller’s ac-
tual knowledge thereof. Such records 
shall be maintained for a period of not 
less than three years, and these records 
must be available for inspection by the 
Federal Trade Commission, its employ-
ees, and its representatives. 

§ 315.6 Expiration of contact lens pre-
scriptions. 

(a) In general. A contact lens pre-
scription shall expire: 

(1) On the date specified by the law of 
the State in which the prescription was 
written, if that date is one year or 
more after the issue date of the pre-
scription; 

(2) Not less than one year after the 
issue date of the prescription if such 
State law specifies no date or specifies 
a date that is less than one year after 
the issue date of the prescription; or 
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(3) Notwithstanding paragraphs (a)(1) 
and (a)(2) of this section, on the date 
specified by the prescriber, if that date 
is based on the medical judgment of 
the prescriber with respect to the ocu-
lar health of the patient. 

(b) Special rules for prescriptions of less 
than one year. (1) If a prescription ex-
pires in less than one year, the specific 
reasons for the medical judgment re-
ferred to in paragraph (a)(3) of this sec-
tion shall be documented in the pa-
tient’s medical record with sufficient 
detail to allow for review by a qualified 
professional in the field. 

(2) The documentation described in 
the paragraph above shall be main-
tained for a period of not less than 
three years, and it must be available 
for inspection by the Federal Trade 
Commission, its employees, and its 
representatives. 

(3) No prescriber shall include an ex-
piration date on a prescription that is 
less than the period of time that he or 
she recommends for a reexamination of 
the patient that is medically nec-
essary. 

§ 315.7 Content of advertisements and 
other representations. 

Any person who engages in the man-
ufacture, processing, assembly, sale, of-
fering for sale, or distribution of con-
tact lenses may not represent, by ad-
vertisement, sales presentation, or oth-
erwise, that contact lenses may be ob-
tained without a prescription. 

§ 315.8 Prohibition of certain waivers. 
A prescriber may not place on a pre-

scription, or require the patient to 
sign, or deliver to the patient, a form 
or notice waiving or disclaiming the li-
ability or responsibility of the pre-
scriber for the accuracy of the eye ex-
amination. The preceding sentence 
does not impose liability on a pre-
scriber for the ophthalmic goods and 
services dispensed by another seller 
pursuant to the prescriber’s correctly 
verified prescription. 

§ 315.9 Enforcement. 
Any violation of this Rule shall be 

treated as a violation of a rule under 
section 18 of the Federal Trade Com-
mission Act, 15 U.S.C. 57a, regarding 
unfair or deceptive acts or practices, 

and the Commission will enforce this 
Rule in the same manner, by the same 
means, and with the same jurisdiction, 
powers, and duties as are available to 
it pursuant to the Federal Trade Com-
mission Act, 15 U.S.C. 41 et seq. 

§ 315.10 Severability. 
The provisions of this part are sepa-

rate and severable from one another. If 
any provision is stayed or determined 
to be invalid, it is the Commission’s in-
tention that the remaining provisions 
shall continue in effect. 

§ 315.11 Effect on state and local laws. 
(a) State and local laws and regula-

tions that establish a prescription expi-
ration date of less than one year or 
that restrict prescription release or re-
quire active verification are pre-
empted. 

(b) Any other State or local laws or 
regulations that are inconsistent with 
the Act or this part are preempted to 
the extent of the inconsistency. 

PART 316—RULES IMPLEMENTING 
THE CAN-SPAM ACT OF 2003 

Sec. 
316.1 Scope. 
316.2 Definitions. 
316.3 Primary purpose. 
316.4 Requirement to place warning labels 

on commercial electronic mail that con-
tains sexually oriented material. 

316.5 Severability. 

AUTHORITY: 15 U.S.C. 7701–7713. 

SOURCE: At 70 FR 3127, Jan. 19, 2005, unless 
otherwise noted. 

§ 316.1 Scope. 
This part implements the Controlling 

the Assault of Non-Solicited Pornog-
raphy and Marketing Act of 2003 
(‘‘CAN-SPAM Act’’), 15 U.S.C. 7701–7713. 

§ 316.2 Definitions. 
(a) The definition of the term ‘‘af-

firmative consent’’ is the same as the 
definition of that term in the CAN- 
SPAM Act, 15 U.S.C. 7702(1). 

(b) ‘‘Character’’ means an element of 
the American Standard Code for Infor-
mation Interchange (‘‘ASCII’’) char-
acter set. 

(c) The definition of the term ‘‘com-
mercial electronic mail message’’ is 
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