
234 

9 CFR Ch. III (1–1–12 Edition) § 317.363 

of the reference product that it re-
places is declared adjacent to the most 
prominent claim or to the nutrition in-
formation (e.g., ‘‘cholesterol content 
has been reduced from 35 mg per 3 oz to 
25 mg per 3 oz). 

(iv) Claims described in paragraph 
(d)(5) of this section may not be made 
on the label or in labeling of a product 
if the nutrient content of the reference 
product meets the definition for ‘‘low 
cholesterol.’’ 

(e) ‘‘Lean’’ and ‘‘Extra Lean’’ claims. 
(1) The term ‘‘lean’’ may be used on the 
label or in labeling of a product, pro-
vided that the product contains less 
than 10 g of fat, 4.5 g or less of satu-
rated fat, and less than 95 mg of choles-
terol per 100 g of product and per ref-
erence amount customarily consumed 
for individual foods, and per 100 g of 
product and per labeled serving size for 
meal-type products as defined in 
§ 317.313(l) and main-dish products as 
defined in § 317.313(m). 

(2) The term ‘‘extra lean’’ may be 
used on the label or in labeling of a 
product, provided that the product con-
tains less than 5 g of fat, less than 2 g 
of saturated fat, and less than 95 mg of 
cholesterol per 100 g of product and per 
reference amount customarily con-
sumed for individual foods, and per 100 
g of product and per labeled serving 
size for meal-type products as defined 
in § 317.313(l) and main-dish products as 
defined in § 317.313(m). 

[60 FR 193, Jan. 3, 1995, as amended at 69 FR 
58802, Oct. 1, 2004] 

EFFECTIVE DATE NOTE: At 75 FR 82165, Dec. 
29, 2010, § 317.362 was amended by adding a 
new paragraph (f), effective Jan. 1, 2012. At 76 
FR 76890, Dec. 9, 2011, the effectiveness was 
delayed until Mar. 1, 2012. For the conven-
ience of the user, the added text is set forth 
as follows: 

§ 317.362 Nutrient content claims for fat, 
fatty acids, and cholesterol content. 

* * * * * 

(f) A statement of the lean percentage may 
be used on the label or in labeling of ground 
or chopped meat products described in 
§ 317.301 when the product does not meet the 
criteria for ‘‘low fat,’’ defined in 
§ 317.362(b)(2), provided that a statement of 
the fat percentage is contiguous to and in 
lettering of the same color, size, type, and on 

the same color background, as the statement 
of the lean percentage. 

* * * * * 

§ 317.363 Nutrient content claims for 
‘‘healthy.’’ 

(a) The term ‘‘healthy,’’ or any other 
derivative of the term ‘‘health,’’ may 
be used on the labeling of any meat or 
meat food product, provided that the 
product is labeled in accordance with 
§ 317.309 and § 317.313. 

(b)(1) The product shall meet the re-
quirements for ‘‘low fat’’ and ‘‘low 
saturated fat,’’ as defined in § 317.362, 
except that single-ingredient, raw 
products may meet the total fat and 
saturated fat criteria for ‘‘extra lean’’ 
in § 317.362. 

(2) The product shall not contain 
more than 60 milligrams (mg) of cho-
lesterol per reference amount custom-
arily consumed, per labeled serving 
size, and, only for foods with reference 
amounts customarily consumed of 30 
grams (g) or less or 2 tablespoons (tbsp) 
or less, per 50 g, and, for dehydrated 
products that must be reconstituted 
with water or a diluent containing an 
insignificant amount, as defined in 
§ 317.309(f)(1), of all nutrients, the per- 
50-g criterion refers to the prepared 
form, except that: 

(i) A main-dish product, as defined in 
§ 317.313(m), and a meal-type product, 
as defined in § 317.313(l), and including 
meal-type products that weigh more 
than 12 ounces (oz) per serving (con-
tainer), shall not contain more than 90 
mg of cholesterol per labeled serving 
size; and 

(ii) Single-ingredient, raw products 
may meet the cholesterol criterion for 
‘‘extra lean’’in § 317.362. 

(3) The product shall not contain 
more than 480 mg of sodium per ref-
erence amount customarily consumed, 
per labeled serving size, and, only for 
foods with reference amounts custom-
arily consumed of 30 g or less or 2 tbsp 
or less, per 50 g, and, for dehydrated 
products that must be reconstituted 
with water or a diluent containing an 
insignificant amount, as defined in 
§ 317.309(f)(1), of all nutrients, the per- 
50-g criterion refers to the prepared 
form, except that: 
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1 This regulation previously provided that, 
after January 1, 2006, individual meat prod-
ucts bearing the claim ‘‘healthy’’ (or any de-
rivative of the term ‘‘health’’) must contain 
no more than 360 mg of sodium and that 
meal-type products bearing the claim 
‘‘healthy’’ (or any other derivative of the 
term ‘‘health’’) must contain no more than 
600 mg of sodium. Implementation of these 
sodium level requirements for products bear-
ing the claim ‘‘healthy’’ (or any derivative of 
the term ‘‘health’’) has been deferred indefi-
nitely due to technological barriers and con-
sumer preferences. 

(i) A main-dish product, as defined in 
§ 317.313(m), and a meal-type product, 
as defined in § 317.313(l), and including 
meal-type products that weigh more 
than 12 oz per serving (container), shall 
not contain more than 600 mg of so-
dium per labeled serving size;1 and 

(ii) The requirements of this para-
graph (b)(3) do not apply to single-in-
gredient, raw products. 

(4) The product shall contain 10 per-
cent or more of the Reference Daily In-
take or Daily Reference Value as de-
fined in § 317.309 for vitamin A, vitamin 
C, iron, calcium, protein, or fiber per 
reference amount customarily con-
sumed prior to any nutrient addition, 
except that: 

(i) A main-dish product, as defined in 
§ 317.313(m), and including main-dish 
products that weigh less than 10 oz per 
serving (container), shall meet the 
level for two of the nutrients per la-
beled serving size; and 

(ii) A meal-type product, as defined 
in § 317.313(l), shall meet the level for 
three of the nutrients per labeled serv-
ing size. 

[59 FR 24228, May 10, 1994, as amended at 60 
FR 196, Jan. 3, 1995; 63 FR 7281, Feb. 13, 1998; 
64 FR 72492, Dec. 28, 1999; 68 FR 463, Jan. 6, 
2003; 69 FR 58802, Oct. 1, 2004; 71 FR 1686, Jan. 
11, 2006] 

§§ 317.364–317.368 [Reserved] 

§ 317.369 Labeling applications for nu-
trient content claims. 

(a) This section pertains to labeling 
applications for claims, express or im-
plied, that characterize the level of any 
nutrient required to be on the label or 
in labeling of product by this subpart. 

(b) Labeling applications included in 
this section are: 

(1) Labeling applications for a new 
(heretofore unauthorized) nutrient con-
tent claim, 

(2) Labeling applications for a syn-
onymous term (i.e., one that is con-
sistent with a term defined by regula-
tion) for characterizing the level of a 
nutrient, and 

(3) Labeling applications for the use 
of an implied claim in a brand name. 

(c) Labeling applications and sup-
porting documentation to be filed 
under this section shall be submitted 
in quadruplicate, except that the sup-
porting documentation may be sub-
mitted on a computer disc copy. If any 
part of the material submitted is in a 
foreign language, it shall be accom-
panied by an accurate and complete 
English translation. The labeling appli-
cation shall state the applicant’s post 
office address. 

(d) Pertinent information will be 
considered as part of an application on 
the basis of specific reference to such 
information submitted to and retained 
in the files of the Food Safety and In-
spection Service. However, any ref-
erence to unpublished information fur-
nished by a person other than the ap-
plicant will not be considered unless 
use of such information is authorized 
(with the understanding that such in-
formation may in whole or part be sub-
ject to release to the public) in a writ-
ten statement signed by the person 
who submitted it. Any reference to 
published information should be ac-
companied by reprints or photostatic 
copies of such references. 

(e) If nonclinical laboratory studies 
accompany a labeling application, the 
applicant shall include, with respect to 
each nonclinical study included with 
the application, either a statement 
that the study has been, or will be, 
conducted in compliance with the good 
laboratory practice regulations as set 
forth in part 58 of chapter 1, title 21, or, 
if any such study was not conducted in 
compliance with such regulations, a 
brief statement of the reason for the 
noncompliance. 

(f) If clinical investigations accom-
pany a labeling application, the appli-
cant shall include, with respect to each 
clinical investigation included with the 
application, either a statement that 
the investigation was conducted in 
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