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media outlets serving a State or juris-
diction, following the discovery of a 
breach of security, if the unsecured 
PHR identifiable health information of 
500 or more residents of such State or 
jurisdiction is, or is reasonably be-
lieved to have been, acquired during 
such breach. 

(c) Notice to FTC. Vendors of personal 
health records and PHR related enti-
ties shall provide notice to the Federal 
Trade Commission following the dis-
covery of a breach of security. If the 
breach involves the unsecured PHR 
identifiable health information of 500 
or more individuals, then such notice 
shall be provided as soon as possible 
and in no case later than ten business 
days following the date of discovery of 
the breach. If the breach involves the 
unsecured PHR identifiable health in-
formation of fewer than 500 individuals, 
the vendor of personal health records 
or PHR related entity may maintain a 
log of any such breach, and submit 
such a log annually to the Federal 
Trade Commission no later than 60 cal-
endar days following the end of the cal-
endar year, documenting breaches from 
the preceding calendar year. All no-
tices pursuant to this paragraph shall 
be provided according to instructions 
at the Federal Trade Commission’s 
Web site. 

§ 318.6 Content of notice. 

Regardless of the method by which 
notice is provided to individuals under 
§ 318.5 of this part, notice of a breach of 
security shall be in plain language and 
include, to the extent possible, the fol-
lowing: 

(a) A brief description of what hap-
pened, including the date of the breach 
and the date of the discovery of the 
breach, if known; 

(b) A description of the types of unse-
cured PHR identifiable health informa-
tion that were involved in the breach 
(such as full name, Social Security 
number, date of birth, home address, 
account number, or disability code); 

(c) Steps individuals should take to 
protect themselves from potential 
harm resulting from the breach; 

(d) A brief description of what the en-
tity that suffered the breach is doing 
to investigate the breach, to mitigate 

harm, and to protect against any fur-
ther breaches; and 

(e) Contact procedures for individuals 
to ask questions or learn additional in-
formation, which shall include a toll- 
free telephone number, an email ad-
dress, Web site, or postal address. 

§ 318.7 Enforcement. 
A violation of this part shall be 

treated as an unfair or deceptive act or 
practice in violation of a regulation 
under § 18(a)(1)(B) of the Federal Trade 
Commission Act (15 U.S.C. 57a(a)(1)(B)) 
regarding unfair or deceptive acts or 
practices. 

§ 318.8 Effective date. 
This part shall apply to breaches of 

security that are discovered on or after 
September 24, 2009. 

§ 318.9 Sunset. 
If new legislation is enacted estab-

lishing requirements for notification in 
the case of a breach of security that 
apply to entities covered by this part, 
the provisions of this part shall not 
apply to breaches of security discov-
ered on or after the effective date of 
regulations implementing such legisla-
tion. 

PART 320—DISCLOSURE REQUIRE-
MENTS FOR DEPOSITORY INSTITU-
TIONS LACKING FEDERAL DE-
POSIT INSURANCE 

AUTHORITY: 12 U.S.C. 1831t; 15 U.S.C. 41 et 
seq. 

SOURCE: 77 FR 22203, Apr. 13, 2012, unless 
otherwise noted. 

§ 320.1 Cross-reference. 
The rules formerly at 16 CFR part 320 

have been republished by the Consumer 
Financial Protection Bureau at 12 CFR 
part 1009, ‘‘Disclosure Requirements for 
Depository Institutions Lacking Fed-
eral Deposit Insurance (Regulation I).’’ 

PART 321—MORTGAGE ACTS AND 
PRACTICES—ADVERTISING 

AUTHORITY: Pub. L. 111–8, section 626, 123 
Stat. 524, as amended by Pub. L. 111–24, sec-
tion 511, 123 Stat. 1734. 
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16 CFR Ch. I (1–1–23 Edition) § 321.1 

SOURCE: 77 FR 22203, Apr. 13, 2012, unless 
otherwise noted. 

§ 321.1 Cross-reference. 
The rules formerly at 16 CFR part 321 

have been republished by the Consumer 
Financial Protection Bureau at 12 CFR 
part 1014, ‘‘Mortgage Acts and Prac-
tices Advertising (Regulation N).’’ 

PART 322—MORTGAGE 
ASSISTANCE RELIEF SERVICES 

AUTHORITY: Pub. L. 111–8, section 626, 123 
Stat. 524, as amended by Pub. L. 111–24, sec-
tion 511, 123 Stat. 1734. 

SOURCE: 77 FR 22203, Apr. 13, 2012, unless 
otherwise noted. 

§ 322.1 Cross-reference. 
The rules formerly at 16 CFR part 322 

have been republished by the Consumer 
Financial Protection Bureau at 12 CFR 
part 1015, ‘‘Mortgage Assistance Relief 
Services (Regulation O).’’ 

PART 323—MADE IN USA LABELING 

Sec. 
323.1 Definitions. 
323.2 Prohibited acts. 
323.3 Applicability to mail order adver-

tising. 
323.4 Enforcement. 
323.5 Relation to Federal and State laws. 
323.6 Exemptions. 

AUTHORITY: 15 U.S.C. 45a. 

SOURCE: 86 FR 37032, July 14, 2021, unless 
otherwise noted. 

§ 323.1 Definitions. 
As used in this part: 
(a) The term Made in the United States 

means any unqualified representation, 
express or implied, that a product or 
service, or a specified component 
thereof, is of U.S. origin, including, but 
not limited to, a representation that 
such product or service is ‘‘made,’’ 
‘‘manufactured,’’ ‘‘built,’’ ‘‘produced,’’ 
‘‘created,’’ or ‘‘crafted’’ in the United 
States or in America, or any other un-
qualified U.S.-origin claim. 

(b) The terms mail order catalog and 
mail order promotional material mean 
any materials, used in the direct sale 
or direct offering for sale of any prod-
uct or service, that are disseminated in 

print or by electronic means, and that 
solicit the purchase of such product or 
service by mail, telephone, electronic 
mail, or some other method without 
examining the actual product pur-
chased. 

§ 323.2 Prohibited acts. 

In connection with promoting or of-
fering for sale any good or service, in 
or affecting commerce as ‘‘commerce’’ 
is defined in section 4 of the Federal 
Trade Commission Act, 15 U.S.C. 44, it 
is an unfair or deceptive act or practice 
within the meaning of section 5(a)(1) of 
the Federal Trade Commission Act, 15 
U.S.C. 45(a)(1), to label any product as 
Made in the United States unless the 
final assembly or processing of the 
product occurs in the United States, all 
significant processing that goes into 
the product occurs in the United 
States, and all or virtually all ingredi-
ents or components of the product are 
made and sourced in the United States. 

§ 323.3 Applicability to mail order ad-
vertising. 

To the extent that any mail order 
catalog or mail order promotional ma-
terial includes a seal, mark, tag, or 
stamp labeling a product Made in the 
United States, such label must comply 
with § 323.2. 

§ 323.4 Enforcement. 

Any violation of this part 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. 

§ 323.5 Relation to Federal and State 
laws. 

(a) In general. This part shall not be 
construed as superseding, altering, or 
affecting the application of any other 
federal law or regulation relating to 
country-of-origin labeling require-
ments, including but not limited to the 
Federal Meat Inspection Act, 21 U.S.C. 
601 et seq., the Poultry Products Inspec-
tion Act, 21 U.S.C. 451 et seq., and the 
Egg Products Inspection Act, 21 U.S.C. 
1031 et seq. In addition, this part shall 
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