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FDA Detention Reports

http://www.fda.gov/ora/oasis/ora_oasis_det.html

"But we have exported this product before,
what's the problem now?"

21 CFR 101.1: Code ofFederal Regulations, Chapter 21, Part 101.1
For CFR see http://www.access.gpo.gov/nara/cfr/index.btml

http://www.fda.gov/oraloasis/ora_oasis_det.html
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21 CFR 101.1: Code ofFederal Regulations. Chapler 21, Part 101.1

For CFR see bttp://www.access.gpo.gov/naralcfr/index.btml



Food Label

1. Principal Display Panel

2. Information Panel
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Prin••• Display Panel

-Name of food

- Quantity of contents



Required PDP Information

The statement of identity (or name ofthe
food), and the net quantity statement, or
amount ofproduct, on the PDP and on the
alternate PDP.

21 CFR 101.3(a) and 101.l05(a)
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21 CFR 101.3(a) and 101.l05(a)
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Principal Display PaRel

-Name of food

-Quantity of contents



Principal Display Panel (PDP}

The PDP is that portion ofthe package label that is
most likely to be seen by the consumer at the time of
purchase.

,Many containers are designed with two or more
different surfaces that are suitable for display as the
PDP. These are alternate principal display panels.

21 CFR 101.1
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Required PDP Information
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Principal Display Panel (PDP}
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Principal Display Panel (PDP)

Information Panel

I
I
I
I
I

",,---,,<,...----J F:-:-====:::=;:::f'/

...~~ .. ~~1 "!' .t.a.,

I
I
I
I
I

~---'f~:~==:::::;:;'//

10



Information Panel

The phrase "infonnation panel" refers to the label
statements that are generally required to be placed
together, without any intervening material, on the
infonnation panel, if such labeling does not appear on
the PDP. These label statements include the name and
;address of the manufacturer, packer or distributor, the
ingredient list, and nutrition labeling.

21 a:R IOI.2(b) mil (d)

21 a:R IOI.2(b) mil (d)
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Information Panel: Required

Ingredient statement
Nutritional facts
Identity and contact infonnation of

-Manufacturer, or
-Distributor, or
-Importer

Country of origin
(Percent juice)

:~,a..u, t..~

~ ~L.,,&.lt



Information Panel: Required

Infonnation required for the "infonnation
panel" MAY be presented on the PDP
instead

:~~~~

~ ~\...t1L&D



14

Information Panel: Not Required

Bar code, Expiration date
Percent solids, Directions for use,
Directions for storage,
Promotional material, E-mail
address, website, Arabic text

:~L..,a..l\ ~~
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Information Panel
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InformatjoB panel to tile right
of PDP as viewed by consumer

PDP
IDform.doD
Panel
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Most EC]!tian Labels
Look Like This:
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If You Must Have a
"Balanced"" Label:

Non-required PDP Information
Information:

!

Panel
I Bar code, etc.
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Print Size: Unformation Panel}

Use a print or type size that is prominent, conspicuous and
easy to read. Use letters that are at least one-sixteenth (1/16)
inch in height based on the lower case letter "0". The letters
must not be more than three times as high as they are wide.
and the lettering must contrast sufficiently with the
background so as to be easy to read. Do not crowd required
labeling with artwork or non-required labeling.
Smaller type sizes may be used for information panel labeling
on very small food packages as discussed in 21 CFR 101.2(c).
Different type sizes are specified for the nutrition facts label.

21 CFR IOI.2(c) and I01.9(d)(IXiii)
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Information Panel
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Information Panel

Nonessential, intervening
material is not permitted to
be placed between the required
labeling on the information
panel (e.g., the upe bar code is
not required labeling).

21 CFR IOI.2(e)
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Food Labels Must List:
• Name and address ofthe manufacturer, packer or

distributor. Unless the name given is the actual
manufacturer, it must be accompanied by a qualifYing
phrase which states the firm's relation to the product,
e.g., "manufactured for" or "distributed by."

• Street address if the firm name and address are not
listed in a current city directory or telephone book;

• City or town;
• State (or country, if outside the United States); and
• ZIP code (or mailing code used in countries other than

the United States)
21 CFR 101.5

21 CFR 101.5



Information Panel
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Name of Food

• The statement of identity is
the name of the food.

• It must appear on the front
label, or principal display
panel as well as any alternate
principal display panel.

21 CFR 101.3
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Name of Food
Use prominent print or type for the statement of
identity. It shall be in bold type. The type size must
be reasonably related to the most prominent printed
matter on the front panel and should be one of the
most important features on the principal display
panel. Generally, this is considered to be at least 1/2
the size ofthe largest print on the label.

21 CFR IOI.3(d)

21 CFR IOI.3(d)
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Name of Food



Name of Food

Place the statement of
identity in lines generally
parallel to the base ofthe
package.

21 CFR IOI.3(d)
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Name of Food

Use the same type size and prominence for the
word "imitation" as is used for the name of the
product imitated.

21 CFR 101.3(e)

. • II . ..11 • \...." '. " ••0.... ~ ..... • • I?\, ""... .JJ~I.J ~\.nJ1 ~ (".)dJ ~ ~ r'" ,,,
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Name of Food
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Percent iuice declaration

Beverages that purport to contain juice (fruit or
vegetable juice) must declare the % ofjuice.
Included are beverages that purport to contain
juice by way of label statements, by pictures of
fruits or vegetables on the label, or by taste and
appearance causing the consumer to expect juice
in the beverage. This includes ...beverages that
purport to contain juice but contain no juice.

21 CPR I01.300a)

21 CFR 101.30(a)
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Percent juice declaration

The % juice must appear on the infonnation
panel, near the top. Only the brand name,
product name, logo, or bar code may be
placed above it.
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Percent Juice Declaration:
Print Size

Use easily legible boldface print or type that
distinctly contrasts with the other printed or
graphic material. The type size for the % juice
declaration must be not less than the largest type
on the information panel, except that used for
the brand name, product name, logo, universal
product code, or the title phrase "Nutrition
Facts."



Percent iuice declaration

The percentage juice declaration may be either
"contains % juice" or " % juice." The
name ofthe fruit or vegetable may also be
included (e.g., "100% Apple Juice").

21 CFR 101.3O(e)

LoU'- ~ L !~ .-.»' or S .t,......JW~
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21 CFR 101.3O(e)



34

There are no standards
for the terms:

• Juice (must be qualified ifnot 100% juice):
- Eg. Mango Juice Drink

• Nectar

• Beverage

• Cocktail

• Drink

- So all may apply to the same fruit drink

:(~%, .. (fi;rJl~J~J~01~)~­
~WI~y..u~~

.)~ -
•Y.JY- -

yl~ ­

~til1 ""'.J~ ~ t:" '+oIAw\ j~ J;,taNl JS w.\i ,~.J -



For the Term "Juice:"
Beverages that are 100% juice may be called
"juice." However, beverages that are diluted to
less than I ()()% juice must have the word "juice"
qualified with a term such as "beverage," "drink,"
or "cocktail." Alternatively, the product may be
labeled with a name using the form
"diluted juice," (e.g. "diluted apple juice").

21 CFR 10233(&)
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What if you start witb a
concentrate?

Juices made from concentrate must be labeled
with terms such as "from concentrate," or
"reconstituted" as part of the name wherever it
appears on the label. An exception is that, in the
ingredient statement, the juice is declared as
"concentrated juice and water" or "water
and concentrated juice," as appropriate.

21 CFR 10233(g)

21 CFR 102.33(g)
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Net Quantity of Contents

The net quantity statement (net quantity of
contents) is placed as a distinct item in the
bottom 30 percent ofthe principal display
panel, in lines generally parallel with the base
ofthe container.

./' ./'

AIQ' .....
21 CFR 101.105(1) IUCE
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Net qnantity of contents

Food labels printed must show the net
contents in both metric (grams, kilograms,
milliliters, liters) and u.s. Customary
System (ounces, pounds, fluid ounces)
terms.

wy~ ~~~I ~'.iAJ' w~~.;.J~
'1'"'..»# '1'"'..») ""jWl 1'"Ui.ll1 .} ~I.,; ",.11 J:.L.il'i4
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Net Quantity of contents

1 oz = 28.35g (This is a weight)
1 f1 oz = 29.57mL (This is a volume)
1 lb = 453.6g (This is a weight)

(uj)1 .J" ,~) r'.» "A,T'° - ~.Jl ,
(F'.J" ,~)~ "C\,OV - ~~.Jl ,
(uj)1 .J" ,~) r'.» foT',' = (J1aJ) Jj~ ,



10" x 2" = 20 sq. In.
Area of PDP = 20 sq. In. x 40%

= 8 sq. in.

1
•

Aree of POP =B" x 8" =48 sq. in

I The area of the principal display panel
detennines the minimum type size that is
pennitted for the net quantity statement.

10" x 2" = 20 sq. In.
Area of PDP = 20 sq. in. x 40%

= 8 sq. in.

1
•

Area of PDP =s- x 8" =~8 SQ_ in

40
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Minimum Type Size
IIJ6 in. (1.6 nun)

1/8 in. (3.2 nun)

3IJ6 in. (4.8 nun)

Area of Priocipal Display Paoel
5 sq. in. (32 sq. em.) or less

More than 5 sq. in. (32 sq. em)
but not more than 25 sq. in.
(161 sq. em)

More than 25 sq. in. (161 sq. em)
but not more than 100 sq. in.
(645 sq. em)

~ iJS1.J (' l"'" T'T) ~...)" 4...J! 0 ,j.o .is
r l"'" "') ~...)" 4...J! TO ,j.o j6J

iJSI.J (' l"'" "')~ 4...J! To ,j.o.is
r l"'" ' to) ~...)"~.J! , •• .;,. j6J~

• '" ,2° .,;4
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The letters must not be more than three times
as high as they are wide, and
lettering must contrast
sufficiently with the
background to be easy
to read. Do not crowd the
net quantity statement with
artwork or other labeling

NoIc..a,..s _ntl

Jloy_

RICE
cnul.
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!m!redient List
The ingredient list is placed on the same label
panel as the name and address
ofthe manufacturer, packer
or distributor. This may be
either the information panel
or the principal display panel.
It may be before or after the
nutrition label and the name and
address of the manufacturer, packer
or distributor.
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!!!gredient List

List each ingredient in descending order
ofpredominance:



I!!gredient List

"Water" is an ingredient

•
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I!!gredient List

These are not to be called ingredients:

-Fruit pulp
-Brine
-Natural color
-Natural stabilizer
-Sucrose

"I.
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!!!gredient List

When an approved chemical preservative is
added to a food, the ingredient list must include
both the common or usual name ofthe
preservative and the function ofthe preservative
by including terms, such as "preservative,"
"to retard spoilage," "a mold inhibitor,"
"to help protect flavor," or "to promote color
retention."
"INGREDIENTS: Dried Bananas, Sugar, Salt,
and Ascorbic Acid to Promote Color Retention"

. .L .c._ ·it .. -..J~aC_."
~ ',-,- 'J-- " ".,J.JA : .........,.-.
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Foreign Langua~

All required label statements must appear
both in English and in the foreign ,.;./~~:;':-=-~-/::>I

language if any representations ...... 7 JInna..._-
appear in a foreign language. mal

21 CFR 101.l5(c}(2)

.. • {r\ '1.!.tK
" Ie' ">. ~J

21 CFR 101.15(c}(2)
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Country of Origin
The law does not specifically require that the
country oforigin statement be placed on the
principal display panel, but requires that it be
conspicuous. If a domestic firm's name and
address is declared as the firm --
responsible for distributing
the product, then the country
oforigin statement must appear
in close proximity to the name
and address and be at least comparable
in size of lettering.
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Does FDA 8I!Prove labels
before printing!

No, it is the responsibility of the manufacturer
or importer of a food to comply with current
food labeling regulations.

~J-!~' ,. '- ,.11\" t,~'i' 0 J' J} Ji' ~ J!
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If You Export Some Product to
the U.S. Successfully, does that

I!!m!Y FDA Al!Proval?

No, it is the responsibility ofthe manufacturer
or importer ofa food to comply with current
food labeling regulations.

r'~1 .)J~ .Jt ei . 04
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What About Mistakes?

Correcting label mistakes in any manner (including
stickers) is acceptable if the final label is correct and
complies with all regulations at the time of retail
sale. Stickers should not cover other mandatory
labeling, and should adhere tightly.



Nutritional Labeling of Food
Products

The nutrition label is required on most
food packages labeled on or after May 8,
1994.
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Nutrition Facts
B!gylar Format 8ertirV s.z.1I2wp (100t)
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The illustration (next slide) indicates
suggested typeface and style to help
assure readability and.
conspIcuousness.
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Nutrition Facts Label is boxed
with all black or one color type
printed on a white or neutral
background.
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Nutrition Facts Label is boxed

background.



Not all of these type specifications are required. The
mandatory type specifications are listed in 21CFR§ I01.9(d):

(I) Any legible type style may be used, not just
Helvetica,

(2) The heading "Nutrition Facts" must be the largest
type size in the nutrition label, i.e., it must be larger than 8­
point, but does not need to be 13-point, and

(3) There is no specific thickness required for the three
bars that separate the central sections of the nutrition label.

21 CFR 101.9(a) llIId 10J.9(aXI)

~~'11 .:.li..I.".J ~';'.1 .~.,n...:.li..I.".J ~ ~ .-; '1.1
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I
I
I
I
I
!
I
I

~l



*Fresh produce and seafood. 21 CFR 101.9(j)(10) and 101.45

*Manufactured by small businesses 21 CFR 101.9(j)(I) and 101.9(j)(18)

ExemRtion, from Nut. Labelingjpartial listt

21 CFR 101.9(j)(1) and 101.9(j)(18)

<hi~ l:.j.~ ~ ~.;11 ul.~)'I.:>& ~I.iiJI.~ Jii:i :.u.~

~I~ .....,la.. ~ll~J ~I ~~ ....t....~1

Note: A food package loses those exemptions, which are asterisked, if a
nutrition claim is made or nutrition information is provided:

ul lkl

*Foods that provide no significant nutrition such as instant coffee (plain,
unsweetened) and most spices 21 CFR 101.9(j)(4)

Bulk foods shipped for further processing or packaging before retail sale
21 CFR 101.9(j)(9)

(i~ J#. .i~)~~ i.,.ill';" .iJj!S~~ 4.4 r.>il 'i ~ ~'tl •
21 CFR 101.9(j)(4) ulM ylt.l~

I.t-:!! J.j -sftl ~, )~~~ iJj!S i.>.04 JlS.}~ f'I~ ~'tl
21 CFR 101.9(j)(4) ~~

21 CFR 101.9(j)(1O) and~':''ifilJl~ ~jLI.l1 ~~ d-"~ •
101.45

I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
i
10
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I

" I

~; ...:..... ',..
."

PDP__,...

Inform.1IDn PDnel-l----I+

Location of Nutrition Panel



-

•

•

Location of Nutrition Panel m
/' /'

The "Nutrition Facts" label may
be placed together with the
ingredient list and the name
and address (name and address
of the manufacturer, packer, or
distributor) on the principal display panel (PDP).

I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
12



3

Location of Nutrition Panel ill

On packages with insufficient area on the principal
display panel and infonnation panel, the ''Nutrition
Facts" label may be placed on any alternate panel
that can be seen by the consumer.

21 CFR IOJ.2(b), IOJ.2(dXI), and 1OJ.9(j)(17)

u6.) csk. US~ l.t-! ~.JI 'J~ ~,,: .II~: '.;Po!

~.~~"~ .uL." IuD" ~J ,4-'11 ,"",,",;-at
,$11.;.... tAl,):! J lfi.J~~)~ csk. '~j,oJ

21 CFR 101.2(b). 10L2(d)(1). and 101.9(iXI7)

-
E
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I
I
I
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I
I
I
I
I
I
I
I
I
I
I
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Nutrition Facts

Regular Format Slnlng_W04l{toliItJ
s:mrp.,e-.- ....................
c....... 440 c--. ... f. m... ...,....
TWd,at !2P .. ~

S!!InIII! F.28p ,,, ~-- ·~- ""'" .. ~
TDtat e..+ ' ' ad. up ·~O!e!!ry FIbIr 2p ·~S!I!ars ep
Pqt.... 70

Vll~A.~
, VIIIl*C 10'll0

"""'"' ... , -...Noo • slgnIfk4n. ___ of ...... fIgm

1....l.nUdflll~.~flber•
....... vbmln A. ........ C. caIdI,m:M'ld

""• PwQIlI &iiiv.......bMMl on .2lllIO
~dIiIl, T_iMtt.... lll8VWIiglW

"'-~...._~-
f:':n hiOOO ....

iotlii Fa! '".... ...- '" '"0-00 ..._- """"-.. ~"*'~~,-'-"" ... "..cttY F
- 26p:Jop

FaI~· ? porc::::....r...? ~4

I

Nutrition Facts
.)I .... d JS/iJ\ s.masa1l2Q1P(100t'

s::er"'~ee"----....C8IMtM 44(J e--. .....F. m
.....,......

T.ea.I ~"1: .. ~

S!d!I!211 1Z1:::X
c............. .~.- ""'" .. ~

T.... C............. t2lr .~

*-vflllr2EI '"Siljitjllp
"..... 79
_A,,", , ........C1"
C*Un "'" ., ~ 3ft
NolIIlgnllclnt__ ___

faI. ....... ,.,d!l:IIIIIIIIIQt~...,
...............................e.~ ...

""•'"--&l;'v-... _ ....onllJllCD
.... 1IiIt v.....,........,./iIIW
or_........... yourCllolt. MdI:

E::n ir ....
WF. ....,. -- '" ...- --- """"-.. "- IlWl 24lllInrIe MOlllllg,..'-"" ... "..J::Y';- '" ..
F.tt ? ., _.



5

Nutrition F"""_1_CM5I)
S!ft:....CI\IIIIiIIIr 2

--.........
c..... • CIliIIIlII ....,. •............
T....... " ' ..- ...
T_ .. ...-,

(
t""NIIt.......-_--..... D'-~...,..........--..... ...
~-. ...._-..,.......-.....,.,--~.... r=:. .. If'.... ...-... ...- "-- .......- w._ ,.... .....-- -""=- ... ...........-f ••• • •

_.

Nutrition F.....-'.­.....r I..............
c....... .c=--...,................

.­--_..........-..,.................,..--.Fa li!l::io If' If'........-....
~ ,-,... -. ~
.... &.-_~.....
....~ SJII

!!P ...-, .. .. . ..

Certain nutrients may be omitted
from the list and included in a
single sentence when present at
"zero" levels in a food:

Calories from fat
Saturated fat
Cholesterol
Sugars
Dietary fiber
Vitamins & minerals

r5~~ JI,.J~ yI..:. .JJH
~.J eJ.F. ~ ~.J.J" ·tiI
~ -.)--~IA~';'~

.I~

-
... ~~..
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I

;
~ I



Simplified Format

If at least seven of the following
Nutrition Facts
s::psa1c.1

--.........
nutrients are present in

_,<0 ....,....
T.....III: Og • %

insignificant amounts: Calories, 1olII_ 20mp , %

T....c., t *iIhi 38R tl%

total fat, saturated fat, cholesterol,
SuJi!136a
-Os
• Pert:ent DaiyVIloI!I n b.-l M • 2000

sodium, total carbohydrate, dietary ---
fiber, sugars, protein, vitamin A,
vitamin C, calcium and iron

..

I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
16

Nutrition facts
=Sile1 ................_'<0

•...,VIIIIIo·
T....'.op • 'lit
..... 205 1 'lit
T.... ew, ...... lip 12 %

&gars 3&g

-Os
• PIrc:enl Daiy v.... are tlMIll 011 .2IIlIO_...

"4..,jl~' ~'" -Ulk I~I '. <-... .. . r r...r---:t

, -'" , ' , ,,<" "~I 'I...~~ J.JA~~~ .3... 4. 'tI!O

~.iJ ~1:i.I1 .)I.,..ll 0- ~~I~
'~JpJl d~I:~ ..:.,1: .s:
,~.].~!.11 0.,..~IJ '0.,..~1 ~1.J

~4!J 'r~.,....JIJ ,JJji....wJfil'J
,~I~I u4---fil ,u1.J¥J.u_.s.JI

.~ 0:!-01¥ .\ ~I¥ luY.fi---.JIJ

~IJ r~t.s.JIJ

I. "



Simplified Format (More}
Nubilion F...._,_

The five core nutrients~ shown in ~..--_..
, ......

bold in the adjoining example~
T~"'.

.,...... t,
I~

.. a ...

must always appear on aU '"- ..
. . . .....0.,'--_....

''NutrItion Facts" labels regardless ..;.;;~.;;

of amounts present in the food.

7

Nubilion F......,._..._..
..........

!!!IN. • ,

"" 0.3~,JI dJ .sD l.F- .;--liuD
"I.iaJI

..
i~

I

I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I

,,1 I



..

.(~U) Ja'oJ'yJ\ J£41\
=N:-ut-=-.=iU-=-on----=F:-ac-ts:--l

f()

~lifi.J1 u-- 'it ~j I.' 1')

~~~ ~J Ib·ll ~I~'
~. '.11 ~~, "~I~I ~I'• .JJ r.,r J • •

~j ul..4J ) ~ I~I ~ oJL..c.
'~I~I 4OJ ill" L.s~~

sesSirlt , mn
...-........
'-'40

Simplified Format (More)
Nutrition Facts
5::i:p SiIIt t CIll

Any ofthe nutrients required on _..-
'-'40

the full "Nutrition Facts" label that
"..,.......

T... , .. Og • %
..... 20mp 1 •

are naturally present or are added
, .... c.' ' '. 3!p fl'&!!! 3!!l!
-OJ

to the food must be declared on •PetertDalyva. "~onI2Ollll...
the simplified "Nutrition Facts" label.

I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
Is



Simplified Format (More}

Must include a statement listing Nutrition F-_.........
"zero" level nutrients when ......e--.........---
nutrients are added to the food

~ ... e:--... ,. ..
,....--

TENh ....
or voluntarily declared on the

....
..... o. ...-- • ...

.''Nutrition Facts" label, and - ........
I when claims are made on the

......-----,...............c..__..

:=""....- ..........,.....
label.

21 CFR 101.9(f)(4)

,9

Nutrition F......,..---......._..
....-..1'....... I'

21 CFR 101.9(f)(4)

-
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
It..
I
I

" I
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I
I
10

Allowed Voluntary Declarations

• Calories from saturated fat
• Polyunsaturated fat
• Monounsaturated fat
• Potassium
• Soluble and insoluble fiber
• Sugar alcohol
• Other carbohydrates
• Vitamins and minerals for which RDI's have been

established
• The percent of vitamin A that is present as beta-carotene.

10



Side-by-Side Format

~~ t.< U1b:l! •.)I~ ~I......JI ~~ •Y

fe-YO") ~.>-

•

I
I
I
I
I
I
I
I
I
I
I
I
I '"

I
I
I
I
I
I

'1/ I

• • •

•......DIIIr...._ ......a...................,................-.......-
.1; ~.. Ie' I"..-~ ..
~-- ..._ a.-.. a.-..
'-lie......- .......
e-y... .-..

••

NubltkM F......--..~......~_.
e::.:-e-......

, ­..

Nutrition F .......~-----.~........ ,................................-. ---.-................~_.
~ .. a•

:=:-... C=--.FII m
...... -- .. ...... -- ... ............. ~ .......... -.,........ .., - -- 1..... 1...., Fe. .. ,-- ... -e a- ., .....- ... ...

7 ... .. ,
'""'"'~- .. ~.,... e ... ., .... •

j!!!'Z"- .,
-".~. e.e - _ •• _

,._-s _ .....................--...,_.=- "'A.___c.__

I. Regular label will not fit
2, Area available for labeling >40 in2 (258 cm2)

71
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I 'Ilo CiJIlNI; 2.GlIl 2.5!!
TIlI;IIF" u._ II5g Cg

SIIF. w... 2lID 25g
C1lIIInWoI 1Ms.. Dlnle JlXlnlg
SOllIIIIl ~ ... 2.«DIlII2...c:c.
T~~ ~ ~

21 CFR 101.9(d)(II)(iii)

... .. ....__ IItIllf-.
4 Jlllllc.-_
1'Ilo CIIIIIII: l!! U!!

'IlEN" "'--I.......

1: : r::r:::t: t2q

Tabular DisJ!!!y

(t..,Ji T' ~~ ell)~~.) ~1, de .au.~ ,J I~

.~~! ~ .Ji eI.Ita.\I J:!'";i!l ,.d'Ji Ir''i

F
"-"--~
acts

If the package has insufficient continuous
vertical space (ie., about 3 inches) to accommodate
the regular or side-by-side fonnat

21 CFR 101.9(d)(lI)(iij)

I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I



21 CFR IOI.9(jX13XiiXA). (C).lIIJd (D)

For Smaller Packam

-
'"

ia

I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I

.",
I

--............. -- ...
F8Cta '!PI ft! • It ~ T"c::-..!2p ...

SimpUfied tabular display:
1. Food packages with a swface area ~ 40 iJl2 (258 cm2)

available for labeling
2. May appear on any label panel (not limited to the

information panel),

21 CFR IOI.9(j)(13)(iiXA). (C).lIIJd (D)

~~

ej).O. ) JIi~~~ Itt JA j» .,.. .u.J d.".J~ .\
~ '··'btl~~ (y/"" YOA) ~"')o~.Jf t.

".& jA"Jl ..-:il ~) ~~~ ejl ".&~~~~~,~ .Y

(d.,J-I~~

'3



-. 1I~~:, "t, ,.

\.

~_CIlurieS440.F.CIl.370, T.... F.4.2",.... DV), $at. FIl28g (12t'11. DV), ClOIIt.
25I'flg (1'5 DV). SoclIln 230mg (1'"' D\I), TotllIQItI. 1_ ('"' DY). '1Ier2ID (ft DV). &l(llll1If,
~, 71. Vbmin A125'" DV}, VIIM*l C (10'10 DV), Cak:iI.m (80% DV), llOf\ (3O'llo lW).~
IDWiva. \DV) lie b8Ied ona 2,000 cabIle diet.

21 CFR 101.9(iX13)(iiXA)

21 CFR 101.9(iX13)(iiXA)

Nutrttlon Facts ,"",."",nco"oo" .........
~~<440. FIlCll. 310. TCIIII FII42 g (&4'110 DV). s.. FIl26lJ 112V'1l. 0'1). 0lcIIMl.
26mg (ft 0\1). SocIIuIIlaGing (1M. I1Y). TotaIcwb. lZV (4'll. OV). Fiber 211 (K OV), Sug8Q.&g,
Protein 7g. VIlMnin A~ DV). Vbn*I C (10% OV), ClIlcUm (80% DV), Iron (3O'llo OV). PelcenI
DllIyV" (DI/)ate beMd on a 2,000 CIIlllnI diet.

Also for Smaller Pae~.es:

Linear (or string) format:
1. Food packages with a surface area 5. 40 in2 (258 cm2)

available for labeling
2. May appear on any label panel (not limited to the

information panel),
3. If the package shape or size cannot accommodate the

nutrition information placed in columns on any
label panel.

I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
14
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For Very Small Packam

Small packages «12 in2{77 cm2})1 =.;::~)
total surface area available to .._--
bear labeling) may be printed with a telephone number
or an address to obtain nutrition infonnation. This

'exemption is permitted only if there are no nutrient
content claims or other nutrition information on the
product label.

21 CFR 101.9ij)(13)(i)

21 CFR 101.9(j)(13)(i)

•

i
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I
I

.,II
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I
I
I
I
I
I

'6

Also For Very Small Packa~

Small packages (less than 12 sq. in. total surface
area available to bear labeling) may use type
sizes no smaller than 6 point or all uppercase
type of not less than 1/16 inch for all required
nutrition information. 21 CFR IOI.9(jXI3)(i)(B)

21 CFR IOI.9(iXI3Xi)(B)



I
I
I
I
I
(7

Exemptions for Sinele Servinc
Containers

Nutrition F 1. May omit the "servings per"'''1........... container" declaration._..
....--- 2. Most single serving containersy....... .~....... .~ may omit the metric equivalent, .... cu' I .. U~

7 ..
portion ofthe serving size-,

~.:..DIIJp..........2IIID
declaration.

21 CFR 101.9(b)(S)(iv), 101.9(b)(7) A: 101.9(d)(3)(iJl

...... ~~,wy~~ ~'IJ ... ~f 2 '1.' rp
~ . ~

~At" ~ .....:&J~~.0 t 0 )o!~~ <..

Nutrition F ~. ~~.~ Ui:..lfi.aJ.l
"'''1.

~\rl~~ Vo'~ J,...S1_......._..
.......... ..~.J •.",..~ rJi:i~

, ... fIII. .~...... .~ ~ Ui:..~,~ ~ u....)'y .2
' .... ra .. U~

7 ..
~~ # '\1 #~C:. # J .;,-, . "'!"~ .4 • "'J #

~_..._......~
~ ~\rl ~,j.:.. yJt.1 Vo ...».•

.~.J •.",.. rJi:i

21 CFR 101.9(b)(S)(iv), 101.9(b)(7) A: 101.9(d)(3)(iJl
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What About Other Nutrients?

Calories from saturated fat
Polyunsaturated fat
Monounsaturated fat
Potassium
Soluble and insoluble fiber
Sugar alcohol

...continued

...~



What About Other Nutrients?
{More}

Other carbohydrates
Vitamins and minerals (for which RDI's have
been established)
Percent ofvitamin A that is present as beta­
carotene.

21 CFR IOI.9(c)

! L$ e~' W:..u ~,s.I L£ ,:tL..
~

I.Spt dJ¥t~.fi
I.;A~ J.JlLJI J,3- JI.x.! ~ J~.J (.)l\-.J diJ.li,d

' ... '?t w.-~.;.Jl
~ .J~ ~ J~..,.JI (t> ~'ij' 4Ji .I~! ..;I

'~.J.JS

21 CFR IOI.9(c)
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What Aboat Other Nutrients?

Only those nutrients listed in FDA's nutrition
regulations, as mandatory or voluntary components of
the nutrition label, may be included in the "Nutrition
Facts" label.

21 CFR 101.9(c)

21 CFR 101.9(c)



I
I,I
•

Voluntary Nutrients Must be
Listed if:

1. The nutrients are added to the food
2. The label makes a nutrition claim (such as a

nutrient content claim) about them, or
3. Advertising or product literature provides

information connecting the nutrients to the food.

•r~n a ' ;". ~.iiJI dJ."s..J uiS .1
<.JL.)~~) ~~ ....a..." 0~ ~ Uk;» ,e. is I~ .2

(~.iiJllS.;-..J

c"l-U <Uc.~ L.) F ILA~ d i~"il le, is I~ .3
.~ .ljaJ."~~.~ OH~Ji..:.i.."J...
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Voluntary Nutrients Must be
Listed if:

They are added directly to the packaged food
(e.g., enriched bread), but not when the
enriched product is added as an ingredient
to another food (e.g. enriched flour in
bread).



What About Serving Size?

The serving size declaration is made
up of two parts: a "household measure
term" followed by its metric equivalent
in grams (g) or milliliters (mL) in the
case of liquids.



Serving Size Examples

Cookies

Milk, juices,
soft drinks

Grated
cheese

"1 cookie (28 g)" or "I
cookie (28 gil oz)"

"8 fl oz (240 mL)," or "1 cup
(240 mL)" for multiserving
containers, or the container
(e.g., "1 can") for single
serving containers

"1 tablespoon (5 g)" or "I
tablespoon (5 glO.2 oz)

21 CFR IOI.9(b)(2), 101.9(b)(S). IOI.9(b)(7), & 101.12(b)

fl.» YA)~~ " ) (..I.,)'?- YA)~~ ,
(w) ,

)0~ " .) ,(~ Y£ ,) ~t.. W.1 A
()o ~ll$"":'~ WY.JWl '(~ Y£ •

('~~ " :~. ~.JWl ) ".J:'C"

••~I.J • j4~~ .;n ..:..l;.JWJ

..) ..w..~ " ) '(l~ o) ..w.~ "
'(W) '.Y /rl.,)'?-

. .
.J~ tJP.o

84

21 CFR IOI.9(b)(2). IOI.9(b)(S), IOI.9(b)(7), & I01.12(b)



What About Serving Size?

Nutritional facts are not based on an arbitrary
Quantity of the food such as loog. It is based on
another arbitrary quantity, "serving size." "Referen
Amounts" given at the following site:

http://a257.g.akamaitech.netl7/257/2422114mar
200I08oo/edocket.aeeess.gpo.gov/eft 20031
aprgtr/21eft101.12.htm

~ "I~ ()a~~~~~ 'J ~~~ J
.~~. ~~1 ~~~~~~.~, ..

:UJ.i»11~ ~..,>d ,-J~.<I ~.,. ~ l4."

http://a257.g.akamaitech.netl7I25712422114mar
200I08oo/edocket.access.gpo.gov/eft 20031

aprgtr/21eft101.12.htm
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What is a "Reference Amount?"

The reference amount is used to derive a serving
size for a particular product.

, ... _. ,.-:11...- 1- JJ' o ... !!~ .. 11 ~I - );"'",;
....,r:-~. ~ .... JA" ... ,

0:!-F



How to Calculate Serving Size
from Reference Value

The following example sbows bow to use the
reference amount to determine the serving size for a
16 oz (454g) pizza:

1st step: From the reference amounts table (21 CFR
101.12(b», you detennine that the reference
amount for pizza is 140g.

O·'i-ed...

,.....J~~jd~r1~ ~~~~J"'U

:(r1.» tot)~)" t1e 1.H' .:J.-rJW

..} ~Jjj ~."... "Jr<1 J~.:J.-.1.A :~jn''''''''
~."...~ J ((""), y-, ., ,y\ ~>1JiI c')I UJiIi)

.r1.» , t. .". 13~.J1

...er.
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How to Calculate Serving Size
from Reference Value

2nd step: Calculate the fraction of the pizza that is
closest to the reference amount of 140g
(calculations shown for a pie of net weight
16o:zJ454g pizza):
1/3 X 454g = 151g
1/4 X 454g = 113g
Note that 151 g is closer than 113g to the reference
amount for pizza (140g)

~fi',o, -~fi' tot x Y'/'
~fi' "Y'- I"fi' tot x t/,

"Y'~~yJl ~ ~ y'; 1'1fi' '0' J Ji.:..'J
.l.P.' , t. ~ u.- 1" fi'
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How to Calculate Serving Size
from Reference Value

3rd step: The serving size is the fraction closest to the I

reference amount together with the actual gram weight
for that fraction ofthe pizza:

Example: "Serving Size 1/3 pie (151g)"
Therefore, the serving size is "1/3 pizza (151g)" for
this example, whereas the reference amount is 140g
for all pizzas.

~~~~~:~.i~

r'~~ wj.,JI t:'" ,~.;d ~~ La.,... y.ftl
.IJoJiJ w.-~ ~

·(f'Jlo'o,),~ fI/' ~,....J.

\ 0\) I.J'OH r/,·~ J\W I~ c,i~~di'~

, t. ~ lji)!' tl.,.l JSl~.;d~ J ~ c,i '(r'..P.-

..............1t..
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How to Calculate Serving Size
from Reference Value

Note: Sections 101.9(b)(2)(i) (discrete units),
lO1.9.(b)(2)(ii) (large discrete units), and
1Ol.9(b)(2)(iii) (bulk products) describe how to
use the reference amount to derive a serving
SIze.

! 21 CFRI01.l2(b)

~ ..~ tI .~~t1 1 ~ , ~ .:. .~a.°·lld, ,j.! ~.aa.wJ ~ '-:-I' 1 ,,'" ,..:a~
~

.4 .." >All

21 CPR 1OJ.l2(b)



What are Household Measures?

Teaspoon (tsp)
Tablespoon (tbsp)
Fluid ounce (fl oz)
Cup
Visual count
One container

5mL
15mL
30mL
240mL

)]

.fJ.JlL. 0

.fJ.JlL. '0

.fJ.JlL. r.
JilP1.. y f.

(tsp) ljl.:~

(tbsp) •.4..~
(fl oz) Ual-~)

~

c;.;-Jl .la1l
.~I.J~



Q?

What About Fractions?

For cups, these fractions of a cup are allowed
household measures: 1/4 cup, 1/3 cup, 1/2 cup,
2/3 cup, 3/4 cup, 1 cup, 1-1/4 cup, etc.

(n.b. a cup is 8 fl oz)

U"l;i d~fi .,;.,...611 01\ ("l.li.:i....o4~,~Ui1l~
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What About Fractions?

If serving sizes are declared in fluid ounces,
declare the serving size in whole numbers (such
.38 4 fl OZ, 5 fl oz, 6 fl OZ, etc).
I
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What About Fractions?

For tablespoons, the following fractions of a
tablespoon are allowed: 1, 1 1/3, 1 1/2, 1 1/4, 1
2/3,2, and 3 tablespoons.

For teaspoons, the fracations of a teaspoon shall
be expressed as 1/8, 1/4, 1/2, 3/4, 1, or 2
teaspoons.

.21 CFR 101.9(b)(5)(i)
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What About Foods Cut
into Pieces?

These fractions must be used in serving sizes for foods
such as cakes or pies: "112", "113", "114", "115", "1/6",
"118", "119", "1110", "1/12" and smaller fractions that
can be arrived at by further division by 2 or 3.

21 CFR IOJ.9(bX2Xii)
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What About Rounding!

For packages containing from two to five servings,
round the number of servings to the nearest 112
servmg.

Examples: "2 servings," "2-112 servings," "3
servings," "3- II2 servings," "4 servings," "4-112
servings," and "5 servings."
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What About Roundin2!

For packages containing five or more servings. round
the number of servings to the nearest whole serving.
Examples: "5 servings," "6 servings," "7 servings."
Rounding should be indicated by the tenn "about"
(e.g., "about 6 servings").

21 CFR. IOI.9(b)(8)
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Single Serving Containers

Products that are packaged and sold individually
are considered to be single servings if they contain
less than 200% of the reference amount shown in
21 CFR 101.12. For packages that contain 200% or
more of the reference amount, it is the
manufacturer's option to label the product as a
single serving if the entire contents can reasonably
be eaten at one time.

21 CPR IOI.9(b)(6)

21 CFR IOI.9(b)(6)
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What is the smallest amount of food that may be
labeled as two servings?
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The answer depends on the size of the reference
amount. For foods with reference amounts less than
100g (solid foods) or 100mL (liquids), packages must
contain at least 200% of the reference amount to be
labeled as 2 servings. For foods with reference
amounts of 100g or 100mL or more, you may choose
to label packages containing more than 150% but less
than 200% ofthe reference amount as either one or
two servings.

21 CFR IOI.9(b)(6). Reference amounts 21 CFR I01.I2(b)

21 CFR IOI.9(b)(6). Reference amounts 21 CFR 101.I2(b)
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What is the smallest amount of food that may be
labeled as one serving?

A: Fifty percent of the Reference Value
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What About Claims?

Foods that don't contain a certain nutrient naturally
must be labeled to indicate that all foods of that type
meet the claim. For example, a fat-free claim on
applesauce would have to read "applesauce, a fat-free
food."
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