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FDA Detention Reports

http://www.fdagov/oraloasislora_oasis_dethtml

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

21 CfR. 101.1: Code ofFeden1 Rcgu1aticw~ 21. Pat 101.1
Few CfR. see bIIp:lIwww'-'JlPO.govlMnle&Jindex him!
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Food Label

1. Principal Display Panel

2. Information Panel

Principal Display Panel

- Name offood

- Quantity ofcontents
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Required PDP
Information

The statement of identity (or name ofthe
i food), and the net quantity statement, or,

.amount ofproduct, on the PDP and on the
alternate PDP.

21 CFR 101.3(a) and 101.105(a)

Principal Display Panel

Name of food

Quantity ofcontents
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Principal Display Panel
IPDPl

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 Cflll01.1

Required PDP
Information

Ang'Brtm4
CEREAL-+---+-Sli.'''''...11I3........,

IETwr.1I"ClL_;~"""""QuMPIly 17M I ••
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Principal Dlsgla! Panel
tPDPl

..........oc......

Prlnelgal DisplaY Panel
{PDP}
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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 CFR 101.2(b) IIld (eI)

Information Panel:
Reaulred

Ingredient statement
Nutritional facts
Identity and contact information of

-Manufacturer, or
-Distributor, or
-Importer

Country oforigin
(percent juice)
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Information Panel:
Regulred

Information required for the "information
panel" MAY be presented on the PDP
instead

Information Panel: Not
Required

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



Information Panel

.....

Information panel to the
rlght of PDP as viewed bi!

consumer

Infonnati-on
P~Hlfi



Most E9Y!?tian Labels.
Look Like This:

If You Must Have a
·'Balanced~" Label:
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Print Size: (Information Panell
Use a print or type size that is prominent, conspicuous and
easy to read. Use letters that are at least ~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) aDd IOI.9(d)(IXiiJ1

Information Panel



Information Panel

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

21 CFR 101.2(e)

•
.... ,•

II

Food Labels Must List:
-Name and address of the 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 ifthe firm name and address are not listed
in a current city directory or telephone book;
-City or town;
-State (or country, ifoutside the United States); and
-ZIP code (or mailing code used in countries other than the i

United States)
21 CFR IOL5
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Information Panel

UsaIIy
111'. •..
r.d

Name of Food
-The statement of identity is the
name ofthe food.
-It must appear on the front
label, or principal display
panel as well as any alternate
principal display panel.

21 CPR IOU
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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 ofthe
most important features on the principal display panel.
:Generally, this is considered to be at least 1/2 the size
of the largest print on the label.

21 CFR 101.3(d)

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)

'lJaniUa
waftrs.,.

....... ,...-..

14

Name of Food

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

21 CFR 101.3(e)
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Name of Food

Percent Juice declaration

Beverages that purport to contain juice (ftuit or
vegetable juice) must declare the % ofjuice.
Included are beverages that purport to contain
·uice by way oflabel 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 CFR 1013O(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.

Percent Juice Declaration:
Print Size

Use easily legIble boldface print or type 1bat
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
infonnation panel, except that used for the brand
name, product name, logo, universal product code,
or the title phrase "Nutrition Facts."



,
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Percent juice
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 CPR lO1.3O(e)

There are no sandards
for the terms:

• Juice (must be qualified ifnot I00"10 juice):
Eg. Mango Jui<:c Drink

• Nectar

• Beverage
• Cocktail

• Drink

So all may apply to the same fruit drink
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For the Term "Juice:"
Beverages that are I OOOAl 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. 102.33(&)

What If you start with a
concentrate?

Juices made from concentrate must be labeled
with terms such as "from concentrate," or
"reconstituted" as part ofthe 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. 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.

/' /'

AII;)''''''''
21 CFR 101.10S(t) RICE

~
I

}--.,..,...M_·"V
.... , :::--::i

Net quantity 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.



Net quantlN of
contents

1 oz = 28.35g (This is a weight)
1 fl oz = 29.57mL (This is a volume)
lIb = 453.6g (This is a weight)

!m!Slze

. .. .
'-".dPOP:tr ..r:.....

1 !
Ill" x 2· : 20 SQ in

Area 01 PDP : 20 sq. in. x 40'"
: 8 sq In.

The area ofthe principal display panel
detennines the minimum type size that is
permitted for the net quantity statement.

20



ImeSlze
Minimum Type Size
1116 in. (1.6 mm)

Area ofPrlaelpai Display PueI
5 sq. in. (32 sq. cm.) or less

118 in. (3.2 mm) More than 5 sq. in. (32 sq. cm.)
but not more than 25 sq. in.
(l61 sq. cm.)

3/16 in. (4.8 mm) More than 25 sq. in. (161 sq. cm.)
but not more than 100 sq. in.
(645 sq. cm.)

Size

...~. I

•
The letters must not be more than three times

as high as they are wide, anl;------::~~~
lettering must contrast
sufficiently with the
:background to be easy
to read. Do not crowd the
net quantity statement with
artwork or other labeling

21
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gredlent 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 D
or the principal display panel.
It may be before or after the
nutrition label and the name and
address ofthe manufacturer, packer
or distributor.

Ingredient List

List each ingredient in descending order
ofpredominance:
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lngredlent List

"Water" is an ingredient

Ingredient List

These are not to be called ingredients:

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



Ingredient 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 Retendon"

Foreign Langua(l!

All required label statements must appear
both in English and in the foreign./ ",
language ifany representations - 7-.-appear in a foreign language. ...

24

21 CFR IOI.lS(c)(2) •
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Country of OriE
The law does not specifically require that the
country oforigin statement be placed on the
principal display panel, but requires that it be
conspicuous. Ifa domestic firm's name and
address is declared as the firm .....-:C:;;::=)=---
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.

Does FDA agprove labels
before printing!

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



,,..-----

If You Import Some Product
to the U.S. Successfull~

does that ImQly FDA
Agproval?

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

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 ofretail sale.
Stickers should not cover other mandatory labeling,
and should adhere tightly.

26



Nutritional Labeling of Food
Products

The nutrition label is required on most
food packages labeled on or after May 8,
1994.

27

.B!gular Format



The illustration (next slide) indicates
suggested typeface and style to help
assure readability and.
conspIcuousness.

ifications

Appendix 8 to Part 101

28

..._---'a -_a __
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iiOiii......---.-..--_....- --_.....
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Nutrition Facts Label is boxed
with all black or one color type
printed on a white or neutral
background.

Nu . ·on Facts Label is boxed

background.
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Not all oftbese type specifications are required. The
mandatory type specifications are listed in 2ICFR§IOI.9(d):

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

(2) The heading "Nutrition Facts" must be the bugest
, 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) aDd 101.9(aXl)

Exeml!tlons from Nut. Labellngjpartlal list).:.

Note: A food pacbF Ioses those exemptions, wbich are lISterisltcd, if.
nutrition claim is made or nutrition information is provided:

-Manufactured by small busi.......,... 21 CFR 101.9(j)(l) lIDll 101.9(j)(18)

-Foods that provide no significant nutrition such as instant coffee (plain,
1DJSWeetened) and most spices 21 CFR 101.9(j)(4)

Bulk foods shipped for fin1her" p".<essing or packaging before mail sale
21 CFR 101.90)(9)

-Fresh produce and seafood. 21 CFR 101.9(j)(10) and 101.45
1 _



Location of Nutrition
Panel

~ ~._....

8tIonPanei ..... .:.....,..
..."

pop

Inform

Location of Nutrition Panel W
./ ./..,...

CIIUL -
•-

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

31



Location of Nutrition Panel W

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

21 CFR 101.2(b), 101.2(dXl), and 101.9GX17)

32

Regular Format
Nubillon F-...--.,...
",,-_.. ~......... ...............
IFk ~

It' ·11
Bire:........-........-...-a..-c..__
~~...--_..._.._..........._................-..........
w .. l!OL if' IF... -- .. ..- ~- ... -..- ~........~-- --m- e e

1 ...- ....-

._.



Nutrition F
......_1~CHlII)
......c::.Mw2............
c....... .. CIb'- .................
'hili'" !p ...- ....
T.... - E .. ...-,

( 1IIllI_........d .......... )~...,..............
E- •..........-...........................,..........
AWN r=.fr IF.... -- .. ..- ~.. -. ...- ~_ ..... a-..-- --'P!P !II ..
~...-= ............. .

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

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

33

Simplified Format
NublllMF

Ifat least seven ofthe following .'1'_..
nutrients are present in

_.. .........
insignificant amounts: Calories, W;· n

l • a,...
total fat, saturated fat, cholesterol ;;'0%___••_
sodium, total carbohydrate, dietary
fiber, sugars, protein, vitamin A,
vitamin C, calcium and iron
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Simplified Format (Morel
Nubllluw F",.,-

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

..........
bold in the adjoining example,

..... I~...... • !

3!!J ..,
must always appear on all 7 •_..

. . .,...-~-_....
''Nutrition Facts" labels regardless ~.;.

ofamounts present in the food.

Simplified Format (More}
NubI.... F

1 ......,_

Any ofthe nutrients required on
_.._..

the full ''Nutrition Facts" label that rl.
........

II
'!

are naturally present or are added ~c:s n • tI'I

-,
to the food must be declared on ~----_....
the simplified "Nutrition Facts" label.
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Simplified Format (Morel

Must include a statement listing Nubilloft F....-.....
"zero" level nutrients when s===·

.. c...-. .. CiIIIIIIII _

nutrIents are added to the food -
E"" .:or voluntarily declared on the Iiii .ft •..
....... s ..,

''Nutrition Facts" label, and =:._.......---...,when claims are made on the c._...
~DIIIr""__••_

label.

21 CFR IOL9(f)(4)

Allowed Volunta[l Declarations

• Calories ftom saturated fat
• Polyunsaturated fat
• Monounsaturated fat
• Potassium
• Soluble and insoluble fiber
• Sugar alcohol
• Other carbohydrates

Vitamins and minerals for which RDfs have been
established

• The percent ofvitamin A that is present as beta-carotene.



Slde-by-8lde Format

Nubillon F .--~_.....-................-...............- ....._. ...,.......,.......-
,.....c.-.... .... ,---It' If'_...,
.......- --... .... -- .. .......... a..-~ ...... -!8 ti

.........- ~a..-.--........ _..
.. I .. ....- .. ..

..... m -" :::-~'Ef" tal a .. _.
~l. c.
f Ji£;, • ~ .... _c.a._...-_--..-.-..............c.__-

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

Tabular DlsRID

-.....-----....! ............--
,~ eM! - •

36

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

21 CFR IOI.9(d)(t1Xiii)
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For Smaller Packaa!!

SimpUfied tabular display:
1. Food packages with a surface area 5. 40 jn2 (258 cm2)

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

information panel),

21 CFR I01.9(j)(13)(ii)(A), (C). aDd (D)

.......-"' -..e- ,.c.....,.,g Dl/). ,.••c..-Dflc:a.&..-. ,...""'DV'). UI IW). ..._ ...M~...
'" CJft DIll -..CftRDV').c.....Dlt). _SIftD¥). ......

¥.a-1W) a.c.-..

Linear (or strlDg) format:
1. Food packages with a surface area 50 40 in2 (258 cm2)

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

information panel),
3. Ifthe package shape or size cannot lICCOIDIIlOdaIe the

nutrition information placed in colunms on any
label panel.

21 CfIlIOI.9(jX13XiiXA)
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For Very Small Packagg

Small packages (<12 in2{77 cur})1~)
total surface area available to ".,._
bear labeling) may be printed with a telephone number
or an address to obtain nutrition information. This
exemption is pennitted only if there are no nutrient

:content claims or other nutrition information on the
iproduct label.

I

121 C1'JlIOI.9(j)(13)(i)

Also For Ve." Small
Packages

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 ofnot less than 1/16 inch for all required
nutrition infonnation. 21 C1'JlI0J.9(j)(13Xi)(B)
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Exemptions for Single 8ervlna..
Containers

Nu...tlMF 1. May omit the "servings per
"'''le1a............., container" declaration._...

........ 2. Most single serving containers,........ "...... _. ... may omit the metric equivalentT....c. • ....
s • portion ofthe serving size-,

a,....Dlirv-...........
declaration....

I 21 CFR IOI.9(bXSXiv), IOI.9(b)(7) &: IOI·9(cI)(3XiJ)

,

What About Other
Nutrients?

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

...continued
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Whal About.Qther
Nutrients? lMorel

Calories from saturated fat
Other carbohydrates
Vitamins and minerals (for which RDrs have
been established)
Percent ofvitamin A that is present as beta
carotene.

21 CFR I01.9(c)

What About 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 IOI.9(c)

...cuntioued
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Voluntarx 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

I infonnation connecting the nutrients to the food.

VolunJ![y 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 ServlnJL
Size?

The serving size declaration is made
up oftwo 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, juic:es,
soft drinks

Grated
cheese

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

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

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

42

21 OR 101.9(bX2). 101.9(bXS), 101.9(bX7).A 101.12(b)
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What About Servlnll.
Size?

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

http://3157.g.akamaitech.net/71257/24221 I4mar
200 I08oo/edocketaeeess.gpo.gov/efr 20031
aprgtr/21 efr101.12.htm

What Is a "Reference
Amount?"

The reference amount is used to derive a serving
size for a particular product.
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How to Calculate Slrvlnm.
Size from Reference Value

The following example shows how 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
IOI.12(b», you determine that the reference
amount for pizza is 140g.

How to Calculm ServlnR.
Size from Reference Value

211d step: Calculate the fraction ofthe pizza that is
closest to the reference amount of 140g
(calculations shown for a pie ofnet weight
160z/454g pizza):
113 X 454g= 151g
1/4 X 454g = 113g
Note that 151g is closer than 113g to the reference
amount for pizza (l40g)
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How to Calculate Servlna.
Size from Reference Value

3rd step: The serving size is the tiaction closest to the
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 (ISlg)" for
this example, whereas the reference amount is 140g
for all pizzas.

How to Calcul,te Servlna.
Size from Reference Value

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

21 CFR 101.12(b)



What are Household
Measures?

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

5mL
15mL
30mL
240mL

46

What About Fractions?

For cups, these fractions ofa 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)



47

What About Fractions?

If serving sizes are declared in fluid ounces,
declare the serving size in whole numbers (such
as 4 fl OZ, 5 fl OZ, 6 fl OZ, etc).

What About Fractions?
For tablespoons, the following fractions ofa
tablespoon are allowed: I, 1 1/3, 1 1/2, 1 1/4, 1
2/3,2, and 3 tablespoons.

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

21 CFR 101.9(bXSXi)
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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: "1/2", "1/3", "1/4", "1/5", "1/6",
"1/8", "1/9", "1/10", "1/12" and smaller fractions that
can be arrived at by further division by 2 or 3.

21 CFR IOI.9(bX2XiJ)

What About
Roundlng1

For packages containing from two to five servings.
round the number ofservings to the nearest 1/2
servmg.

Examples: "2 servings," "2-1/2 servings," "3
servings," "3-1/2 servings," "4 servings," "4-1/2
servings," and "5 servings."



49

What About
Roundlng1

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 10I.9(bX8)

Single ServlnSJ.
Containers

Products that are packaged and sold individually
are considered to be single servings ifthey contain
less than 200% ofthe reference amount shown in
21 CFR 101.12. For packages that contain 2000A. or
more ofthe 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 CFR 10I.9(bX6)
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What is the smallest amount of food that may be
labeled as two servings?

The answer depends on the size ofthe reference
amount For foods with reference amounts less than
loog (solid foods) or lOOmL (liquids), packages must
contain at least 2OOO!o ofthe reference amount to be
labeled as 2 servings. For foods with reference
amounts of loog or lOOmL 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 101.9(bX6). Refawcc lIIIlOUDts 21 CFR 101.12(b)
I.
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What is the smallest amount of food that may be
labeled as one serving?

A: Fifty percent ofthe Reference Value

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."




