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Let’s start with a question

4

What do you think is the biggest “problem’
with labeling of shrimp products?

Take a minute to type into the chat
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Label Requirements Defined By Laws and Regs

Fair Packaging and Labeling Act

Federal Food Drug and Cosmetic Act
FDA regulations (www.ecfr.gov)
FDA policy statements and guidance

State Laws and Regulations

A food shall be deemed misbranded

if its labeling is false or misleading in any

particular
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http://www.ecfr.gov/

But what is misleading?

FFDCA - SEC 321. Definitions

(n) If an article is alleged to be misbranded because the labeling
or advertising is misleading, then in determining whether the
labeling or advertising is misleading there shall be taken into
account (among other things) not only representations made
or suggested by statement, word, design, device, or any
combination thereof, but also the extent to which the labeling
or advertising fails to reveal facts material in the light of such
representations or material with respect to consequences
which may result from the use of the article to which the
labeling or advertising relates under the conditions of use
prescribed in the labeling or advertising thereof or under such
conditions of use as are customary or usual.




SEC 321(n) in Simple Terms

“...both the presence and the
absence of information are
relevant to whether labeling
Is misleading.”

From FDA Guidance: Voluntary Labeling Indicating Whether
Foods Have or Have Not Been Derived from Genetically
Engineered Plants: Guidance for Industry (March 2019)
https://www.fda.gov/media/120958/download

“... food labeling may be
misleading if it makes or suggests
certain representations, or if it
fails to disclose facts that are

material in light of representations

made or suggested about a food
or facts that are material with
respect to the consequences that
may result from use of the food.”


https://www.fda.gov/media/120958/download

FDA Guidance from 1994

Produced without
artificial growth
hormone (rBST).*

*No significant
difference has been
shown between milk

derived from rBST-
treated and non-
rBST-treated cows.

This statement is true,
but also misleading.
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Label vs Labeling

e Label

* Display of written, printed, or graphic matter upon the immediate container
of a food or affixed to such container.

* Labeling

* Includes labels and other written, printed, or graphic matter appearing upon
a food or any of its containers or wrappers, or accompanying the food (e.g.,

point of purchase materials).

This also includes websites if referenced on a label
www.ourshrimpisthebest.com
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Missing Ingredients |

Low fat 1y

AII Natural

Antibiotie Free!
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Missing Ingredients
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Missing Ingredients

Ingredient listings are required for all foods with two or more
ingredients

CHAT TIME - What ingredient in frozen shrimp is most often not
declared?

MGREDIENES : SHRIW
'O

WHATI | 1t
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Missing Water

Ingredient listings are required for all foods with two or more
ingredients

Water added in making a food (regardless of the source) is an
ingredient and must be identified in the list of ingredients.

This includes water used to incorporate dry ingredients (i.e., batter mix, salt,
sodium tripolyphosphate and non-phosphate moisture retention agents).

The only exception is if the added water is subsequently removed by cooking or
other means during processing



U.S. Foop & DRug

ADMIN STRATION

' in the
FDA’s Compliance Policy waplal

CPG Sec. 555.875 Water in Food Products

egulations
PG Sec. 555.875 Water in Foo S e e

BAack; GROND

Waoer 3 8 100y 83 Cefneg in g,

.
O W ¢ . Co U Ase .
I e nt O r w3 - Secay "M 2ong: ™ O M3 0008 gng S e3zan P07 870 rocess g of ma By
d u Cts ng r e o 2203, Howeve, % 830 0% of e mog: : :'253‘3373‘*:-3\:&:-7:'3‘3;-4:;\;.0-.:c

:\..-.-..-.-:q. P2 uzed as sy

Ot 3. 2o - w ""\:,De-&:que/3;»’.5':::“:“3/-5::7'—‘3::“:\::.rce'::‘cf‘:rsv.*:‘c-

83 0 treag meking, we:

Coavecy T a3 an Oredien: in me 005 1 oy 2% S 200es bus i ey
]

rant) I
f\h(i%ti/www.fda.gov/ICEC'/ ~omp e

: licyG e S
anceManuaIs/Compllanlcl:SeGP;) o
uidanceManual/ucm07 .

Of e Fay 93:1(3; 020 Lava "0 Az any fevision or 2 CF R “101.4~ Some
" Su2h 2 caciares 0083 7ot compiy wis
Vioiazion of ga 07 40308) of e Fecers

Nresse S DUk or waigne or o syangm O mske % sonee
.

S:3708ms aigo o STWONCH B e SMOUN of waner pe: "0 83020 2 8 crogue:
SO0 e Sve e 0. whes: sy o R
Soec, d Somen: P30 orooucs, o CFR *139 &g

Shed croouer i van 8 max M 8o oo
CFR ~18¢ 1300,

Weter, uman U329 83 81 ngregie: " Of 8 taoricasay 2000, eag 0 Waler Lzag 4y
Oried ingregians 30U be 2T 00 Me tsne 33 87 ngrecians Ths s
Sredominence i CFR ~101.449p~ Sesa0 oo me SO of sngay waser

/ 78 waver Scceg :J‘c:r:-::u‘n 3 Suosaguens
rotessing

STOUS 3 comg. CLreT acumerstag 1
Cosmens Az “Weter sngeg 3 8 %000 %o

o
WA 8 Stemciem or Cemy T 3308 sroviges %o 800ed wasey

f 1. Conmag some ORS & come TR aounerstey 1 oo,
ong. e Cosmenz Az T ?ey dear 8% 800ed waser

TS oeray Soumersted unger Teoctrany, Water nes bean 83080, ey

et Dot0es 1y MEINed Soom o2 CFR 155 200, <0 may noe ngye 8% 800ed waser

3T 2N CPR 14 1300wy are::-'sc‘:eaac.te—a'zo 0er e s
" 2 800200 of wgser «

| N esarimis 3 Pew or revigag - 1

f
f
|
f
f
/

NFI Shrimp School

11/12/2020


http://www.fda.gov/ICECI/ComplianceManuals/CompliancePolicyGuidanceManual/ucm074565.htm

Missing Moisture Retention Ingredients

Ingredients that are “natural”, “natural sounding” (ie., citric acid,
sodium bicarbonate) and GRAS are still ingredients and must be listed.

Exception: If an ingredient is present at an incidental level and has no
functional or technical effect in the finished product, then it need not
be declared on the label.

11/12/2020 NFI Shrimp School 13



What are the exceptions?

FDA's regulations exempt:

Incidental additives that are present in a food at insignificant levels

and do not have any technical or functional effect in that food.”

There are 2 types of “incidental additives”
- ingredient[s] of another ingredient
- processing aids

21 CFR 101.100(a)(3)

11/12/2020 NFI Shrimp School
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What is an “Ingredient of another Ingredient”?

“Substances that have no technical or functional effect but are present in
a food by reason of having been incorporated into the food as an
ingredient of another food, in which the substance did have a functional
or technical ettect.”

Example
When making a breaded fish product and you use the following breading mix:

Seasoned Fish Fry Breading Mix

Corn Meal, Corn Flour, Salt, Monosodium Glutamate, Spices, Citric Acid, Garlic,
Paprika, Tri-Calcium Phosphate (to prevent caking).

21 CFR 101.100(a)(3)(i)
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What is a processing aid?
FDA’s Definition

“Substances used as manufacturing aids to enhance the appeal or
utility of a food or food component, including clarifying agents,
clouding agents, catalysts, flocculents, filter aids, and crystallization
inhibitors, etc.”

21 CFR Sec. 170.3 Definitions (0)(24)

11/12/2020 NFI Shrimp School
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So processing aids don’t have to be labeled?

ONLY TRUE IF -

(a) Substances that are added to a food during the processing of such food but are
removed in some manner from the food before it is packaged in its finished form.

OR

(b) Substances that are added to a food during processing, are converted into
constituents normally present in the food, and do not significantly increase the
amount of the constituents naturally found in the food.

OR

(c) Substances that are added to a food for their technical or functional effect in the
Erocessmg but are present in the finished food at insignificant levels and do not
ave any technical or functional effect in that food.

21 CFR 101.100 (a)(3)(ii)(a), (b), and (c)
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What is “insignificant”?
FDA gives a clue —

For sulfiting agents — it is insignificant if there is no detectable
amount of the agent present. “Detectable” is the limit of detection
— 10 ppm.

10ppm =0.001%

21 CFR 101.100 (a)(4)

11/12/2020 NFI Shrimp School
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Incidental Additives, Processing Aids & MRAs

The components of a phosphate or non-phosphate blend designed for
moisture retention purposes would not meet the regulatory
requirements that allow for an exemption of labeling because:

1. MRAs have a functional or technical effect in the finished
product.

2. Ingredients in MRA blends contribute significantly to increase
the sodium content of the product.

Either one would disqualify the ingredient as “incidental.”

11/12/2020 NFI Shrimp School 19



Why Does it Matter?

11/12/2020

NFI Shrimp School
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Impact of Water and Ingredients used in
Processing

* Protein - Added water will reduce the percentage of proteins in the
product, thus lowering this beneficial nutrient.

* Moisture Retention Agents (phosphate and non-phosphate blends) -
Increases sodium content of the product, as the solution is absorbed

nto the product _WWW

Raw Shrimp - untreated 119 mg

Raw Shrimp - treated 83% 14 g 566 mg

Per 100g - Source USDA National Nutrient Database for Standard Reference
Legacy Release, April 2018

11/12/2020 NFI Shrimp School
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Missing Ingredients — The Bottom Line

1. Moisture retention ingredients are not processing aids
because the have technical or functional effects in the
product.

2. Water is an ingredient

NFI Labeling Policy

All ingredients added to fishery products
must be declared in the ingredient statement.
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Time for a Poll
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Time for a Poll

FDA has very clear regulations on label claims
and statements.

Yes
No
Both
Don’t know

NFI Shrimp School
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Label Claims

Chem Freell
All Natural!!

11/12/2020 NFI Shrimp School
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What you’re really
saying is ...

NFI Shrimp School




Buy my shrimp because the other guy’s shrimp
IS not:

Chem Freel!
All Natural"

Low fat g
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With Every Label Statement

Ask

Is the statement false?
s it true?

Is the statement misleading?

Remember, a truthful statement could also be misleading.

11/12/2020 NFI Shrimp School 30



s this false? Is this misleading?

LOW FA K

Nutritional Faghs
SOG' A dpieps —rr

P —— 1 I, s [

Our shrimp is .... |
F)
FAT REE
 SEEUTRTION NFORMATION 7 CHOLESTEROL CONTENT
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s this false? Is this misleading?

| OW FAF!

mau\rmona\ F" 1 Disclosure statement is required when any of
e} the following exists:

Total Fat>13.0 g
Saturated Fat>4.0g

' Cholesterol > 60 mg

’ Sodium > 480 mg

FAT FREE

SEEWUTRITION INFORMATION F8: CHOLESTEROL COMTENT “See nutrition information for

sodium and cholesterol content”

11/12/2020 NFI Shrimp School
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s this false? Is this misleading?

Is there a difference in meaning between these 2
statements?

Nutritional Faghs
A
N T ‘ ‘
\\ i\ u
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s this false? Is this misleading?

Is there a difference in meaning between these 2
statements?

1 OW FAF!

See Nutrmona\ Facls
- ._"_,__.—-—-—’_" ‘

“Low Fat” implies you did something to the food to make it low fat.
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s this false? Is this misleading?

Our shrimpis .... |
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Healthy — there are specific rules

Raw, single-ingredient seafood Other Products*

» Total fat less than 5g * Total fat less than 3g

* Sat Fat less than 2g * Sat Fat less than 1g

* Cholesterol less than 95mg * Cholesterol less than 60mg

* Sodium less than 480mg * Sodium |ess than 480mg

e At least 10% of RD or DRV of one of * At least 10% of RD or DRV of one or

more of vit A, vit C, calcium, iron,
protein or fiber

*different limits apply to meal or main dish products

more of vit A, vit C, calcium, iron,
protein or fiber

21 CFR 101.65(d)(2)



s this false? Is this misleading?

Our shrimpis .... |

Cholesterol > 200mg per serving
Sodium > 500mg per serving
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Clear as Mud?

It’s about to
get muddier!

11/12/2020

NFI Shrimp School
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s this false? Is this misleading?

* Shrimp Raised in India. Raw product
repackaged in the US.

 What if the shrimp are cooked in the US?
* What if the shrimp are breaded in the

us?

11/12/2020 NFI Shrimp School
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Four Federal Agencies cover COOL

CBP rules apply to all
imported products
(19 CFR 134)

11/12/2020

=2 | EDA

.

USDA Agricultural FDA covers geographical

Marketing Service (AMS) label designations and
applies to unprocessed truthful and not
seafood sold at retail misleading
(7 CFR 60) labels/labeling

Need to understand how each applies to your product

NFI Shrimp School

Federal Trade
Commission defines
“Made in the USA”

40



CBP Ruling on “Substantial Transformation”
Product _|ProcessingSteps _______|Ruling______________|Reference ___

Raw shrimp Beheading, peeling, de-veining, Not a substantial transformation N247131
freezing, repackaging

Raw shrimp Peeling, de-veining and Not a substantial transformation
repackaging foreign-origin HRL 731472
shrimp

Raw shrimp Freezing and packaging headed Not a substantial transformation HQ 563123

(without heads) shrimp

Cooked shrimp Thawing, washing, grading, Not a substantial transformation HQ 731763
cooking

Breaded shrimp Breading Substantial transformatioD HQ 563104

11/12/2020 NFI Shrimp School https://rulings.cbp.gov/home 41



Made in the USA

FDA requires labels to be truthful and not misleading.

Federal Trade Commission requires “advertising” to be truthful and not
misleading.
e Product must be “all or virtually all” made in the United States

* Guidance document “Complying with the Made in USA Standard” helps to
define what is misleading

* OK to qualify the claim to make it truthful and not misleading.

11/12/2020 NFI Shrimp School 42



Made in the USA

FDA requires labels to be truthful and not misleading.

Federal Trade Commission requires “advertising” to be truthful and not
misleading.
e Product must be “all or virtually all” made in the United States

* Guidance document “Complying with the Made in USA Standard” helps to
define what is misleading

* OK to qualify the claim to make it truthful and not misleading.

“Processed in the U.S. with globally sourced shrimp”

11/12/2020 NFI Shrimp School 43



s this false? Is this misleading?

Shrimp Raised in India. Raw product
repackaged in the US. FALSE

 What if the shrimp are cooked in the US?
FALSE

* What if the shrimp are breaded in the
US? TRUE, BUT MISLEADING

11/12/2020 NFI Shrimp School
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Is this false?

11/12/2020

s this misleading?

No antibiotics ever

No added hormones

[ On frozen shrimp

NFI Shrimp School
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Failure to Reveal Material Facts

Remember: labels can be misleading if
they fail to reveal important facts.

There are no antibiotics or hormones
approved for use with raising shrimp so -

no shrimp should be processed with
antibiotics or added hormones.

Statement is misleading because implies
that this shrimp differs from other
shrimp.
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s this false? Is this misleading?

As seen on a bag of
frozen shrimp

11/12/2020

NFI Shrimp School
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Phosphate Free

“Phosphate free” is false.
All shrimp naturally contains phosphates.

A more accurate statement would be “no added phosphates”.

11/12/2020 NFI Shrimp School
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s this false? Is this misleading?

As seen on a bag of
frozen shrimp

Ingredients: Shrimp, Water, Salt,
Sodium Bicarbonate, Sodium
Carbonate, Citric Acid

11/12/2020

NFI Shrimp School
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No STP

“No STP” is meaningless and potentially misleading to the
consumer because STP is not the common or usual name
for the ingredient sodium tripolyphosphate on a label.

A better statement would be “no added sodium
tripolyphosphate”.

MOTOR TREATMENT
+ FUEL STABILIZER]

The statement could also be considered misleading
because it implies that sodium tripolyphosphates are a
negative addition to shrimp, especially when non-
phosphate moisture retention ingredients are being used
the perform the same function.
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s this false? Is this misleading?

As seen on a bag of
frozen shrimp

Ingredients: Shrimp, Water, Salt,
Sodium Bicarbonate, Sodium
Carbonate, Citric Acid

11/12/2020

NFI Shrimp School
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All Natural

There is no regulatory definition of “natural”

FDA's policy for use of the term natural is the product does
not contain any added:
° Color of any source

o Artificial Flavors
o Synthetic (man-made) substances

11/12/2020 NFI Shrimp School 52



Natural

A natural sounding ingredient does not necessarily mean it
qgualifies as “natural”. Ingredients can be formulated in

different ways — sometimes by a natural process and other
times synthesized

Misuse of the term “natural” on a label can cause the
product to be misbranded.

And became fodder for a class-action lawsuit.
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Class Action Lawsuits

Newman’s Own Pasta Sauces

“all natural” claim but products contain citric acid, “a non-natural, chemically
processed ingredient”

Barilla Pasta Sauces
“No Preservative” claim but product contains citric acid, a preservative.

11/12/2020 NFI Shrimp School

54



Does it Really Matter?

Bottom line: all aspects of labels must be
truthful and not mislead the consumer
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With Every Label Statement

Ask yourself:

Is the statement false?
s it true?

Is the statement misleading?

REMEMBER:
A truthful statement could also be misleading.
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Questions?

Lisa Weddig
lweddig@nfi.org
(703) 752-8886

NFI Shrimp School
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Quiz Time —is this misleading?

Ba (eS1ERO,
‘2‘0, ~— ‘9«\
9/*\‘ S/ MEAT \°S
i i 2 { AND
SOPHIE'S | \SEAFOOD
KITCHEN = AN ,
{ ;;-?/‘ ] 55—

Breaded
’Veqan
C
Coconut
Shrimp

100% Vegan Seafood-So Delicious|

(GLUTEN FREE / SOY FREE )

I /NET WT. 8.8 0Z (250g)

Sophie's Kitchen

Breaded Vegan | Brand X Coconut

Coconut Shrimp Shrimp
Serving Size (g) 110 110
Calories 286 243
Total fat (g) 22 11
Saturated Fats (g) 9 2.5
Sodium (mg) 352 467
Carbohydrate (g) 22 24
Protein (g) 20 10.7
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Quiz Time —is this misleading?
X *

il . Must state “imitation”

KlTC]jIEN A ‘ ‘».-\FREE

b A if it is nutritionally
Breaded - ' inferior to the food it is
Vegan [ ¥ mimicking.

Coconut |
Shrimp

100% Vegan Seafood-So Delicious|

((GLUTEN FREE / SOY. FREE )

| 'NET WT. 8.8 0Z (250J)
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