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OPl: RP/SLD
QUESTI ONS AND ANSVEERS RELATI NG TO | NGREDI ENTS
THAT MAY BE DESI GNATED AS FLAVORS, FLAVORI NGS,
NATURAL FLAVORS OR NATURAL FLAVORI NGS | N THE
| NGREDI ENTS STATEMENTS ON THE LABELS OF MEAT
AND POULTRY PRODUCTS

I . PURPOSE

The attachnment to this directive provides a |ist of comonly asked
guestions and answers in response to the final rule titled "Ingredients
That May be Designated as Flavors, Flavorings, Natural Flavors or Natural
Fl avori ngs Wien Used in Meat and Poul try Products” which was published in
the Federal Register on March 1, 1990. The final rule is effective on
March 1, 1991. This is the first set of questions and answers on this
subject. Additional sets will follow as needed.

1. RESERVED
L. RESERVED
| V. REFERENCES

Sections 317.2, 317.4, 317.5, 317.8, 317.14, 319.145, 319.180 of the
Federal Meat I|nspection regul ations;

Sections 381.118, 381.119, 381.132, 381.134 and 381.141 of the Poultry
Products Inspection regul ations

FDA regul ations, 21 CFR 172.510, 182.10, 182.20, 182.40, 182.50, and Part
184

V. PCLI CY

It is FSIS' s policy to provide additional information as needed whenever a

significant, conplex and/or far-reaching regulation is published. The form
of the information will vary, however, it is believed that providing a |i st
of commonly asked questions and answers can be an effective neans of

di ssem nating information to affected entities and other interested

parties.

Lester M Crawford
Adm ni strat or
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QUESTI ONS AND ANSWVERS RELATI NG TO | NGREDI ENTS THAT MAY BE
DESI GNATED AS FLAVORS, NATURAL FLAVORS, FLAVORI NGS OR NATURAL FLAVORI NGS



I N THE | NGREDI ENTS STATEMENTS ON THE LABELS OF MEAT AND POULTRY PRODUCTS

QUESTI ONS REGARDI NG THE ROLE OF THE USDA | NSPECTOR

1. QUESTION: What is the role of the FSIS inspector in helping to
i npl enent the new regul ati on?

ANSVEER: Al t hough the inspected establishnment is responsible for
identifying which | abels nust be resubmtted for approval,
the inspector will provide consultation and assistance in
this effort. |In addition, inspectors in charge (11C) of
establishnments will continue to performlIC approvals and
play a role in generic approvals of |abeling when such
approval s are based on SLD approved sketches or |abels (See
9 CFR 317.4(e), 317.5, 381.132(c), and 381.134). \When the
i nspected establishnment identifies which |abels nust be
resubmtted, the previously approved | abels that do not
conply with the new regul ati on shoul d be rescinded by the
establishment by the effective date of the new rule, and the
|1 C should transmt the rescinded |abel to SLD. (See 9 CFR
317.14 and 381.141). The inspector wll not permt use of
| abel s not in conpliance with the new regul ation after the
effective date.

2. QUESTION: May 11 C s approve | abels which contain ingredients
desi gnated as flavors?

ANSWER: No. |1 C s may not approve | abels which designate ingredients
as flavors unless the plant has an approved sketch for that |abel, and
t he sketch was approved no earlier than March 1, 1990.

3. QUESTION: Can the |1 C nake the determ nation as to whether a | abel
does not need to be resubmtted because it already conplies with the
new regul ati on?

ANSVER: Aside fromthose | abels which |ist "spices," "spice
extractives," "powdered celery," "powdered onion," "powdered garlic,"”
"ol eoresins,” or "essential oils" as the only ingredi ents designated
as flavorings, the I1Cis not authorized to determ ne whether a | abel
conplies wth the newregulation. As the Agency is able to inform
|1 C s about the conplex determ nations regarding what may be
designated as flavorings, the IICs role in this regard wll expand.
When this happens, the industry will be notified. 1In addition, if
the conpany receives a certification letter fromSLD stating that the

old label conplies with the new regulation, the IICwll receive a
copy of the certification letter, and wll permt continued use of
the old label. These two situations are discussed nore fully under

" QUESTI ONS REGARDI NG LABELI NG OF FLAVORI NGS." (See Questions B10 and
B11.)



QUESTI ONS REGARDI NG LABELI NG OF FLAVORI NGS

QUESTI ON: What commonly used ingredients may be designated as
flavors?

ANSWER: Spi ces, spice extractives, onion powder, garlic powder,
celery powder. Spices are listed in 21 CFR 182.10.

QUESTI ON: What commonly used ingredients, which have been designated
as flavors, nust now be designated by their comon or usual nanme?

ANSVER: Hydrol yzed vegetabl e protein, hydrolyzed plant protein,
hydrol yzed m Ik protein, hydrolyzed neat and nmeat byproducts,
autol yzed yeast, and autolyzed yeast extract are sone exanpl es.

QUESTION:  Can dried stocks, dried broths, and extracts be designated
as flavors?

ANSVWER: No, dried stocks, dried broths, and extracts nust be
designated as dried (species) stock, dried (species) broth and
(species) extract.

QUESTI ON:  Can commonly used acids be designated as flavors?

ANSVWER: No, commonly used acids nmust be designated by their specific
name (e.g., the specific amno acid, ascorbic, citric, lactic,
phosphoric, etc.).

QUESTION: Can fruit (or vegetable) juices, purees, powders, and
simlar ingredients be designated as flavors?

ANSVWER: No, these ingredients are foods that have nutritional value
and may not be designated as flavors. Sone exanples of these

i ngredients which have been designated as flavors in the past but
now nmust be listed by their common or wusual nane are tomato powder
and |l enmon juice. However, powdered onion, powdered garlic and
powdered celery, as specifically cited in the regulation, my be

| abel ed as fl avors.

QUESTION: Are letters fromthe Proprietary Mx Commttee (PM)
acceptable for use in determning ingredients that may be designated
as flavors?

ANSVER: Yes, such letters are acceptable provided they are dated
|ater than March 1, 1990, or they do not stipulate that any of the
ingredients in the mx may be | abeled as flavorings. For exanple,
sonme PMC | etters have been used for curing mxtures that contain no
flavoring ingredients other than salt (which has al ways been required
to be declared as "salt").
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11.

QUESTION:  If the processor has a PMC letter, nust specific flavor
ingredients be identified on the I abel submttal fornf

ANSVWER: No, the processor need only identify the ingredients of the
flavor mx as specified by the PMC letter. The |abel approval can be
handl ed nore efficiently if a copy of the PMC letter is enclosed with
the | abel application, but this is not required.

QUESTION:  If the processor does not have a PMC letter, nust flavors
be identified on the |label submttal fornf

ANSVER: Yes, if the processor does not have a PMC letter, the
submttal formnust |list each flavor conpound by its specific nanme
and the percentage of each conpound (e.g., hydrolyzed vegetable
protein, powdered onion, garlic powder). However, spices, ol eoresins,
essential oils, and spice extractives may be decl ared as such,

W t hout a breakdown of the specific spices, oleoresins, etc.

QUESTION:  |If the processor declares spices or spice extractives on
the product label, is it necessary to identify the specific spices
and spice extractives on the |abel application fornf

ANSVER: General ly, the processor need not identify each spice or
spice extractive and the quantity of each on the |abel submttal
form The total quantity of all spices versus all spice extractives
will need to be indicated on the I|abel submttal formto determ ne
order of predom nance for the different terns. However, the use of
must ard nust al ways be broken out on |abel submttal fornms for

nmoi sture controlled products. |In addition, if the |abel is
submtted by an establishnent in a foreign country, each spice and
spice extractive nmust be identified on the |abel submttal form by
name because of differences between countries in regulations for

t hese ingredients.

QUESTI ON: What approved | abel s which designate ingredients as
flavors nust be resubmtted for a new approval by the plant?

ANSVER: Al nost all | abels that designate an ingredient as a flavor
must be resubmtted for reapproval by SLD. There are two ki nds of
exceptions: (1) if the existing approved | abel and acconpanying
submttal formlisted "spices," "spice extractives," "powdered
celery," "powdered onion," or "powdered garlic" as the only

i ngredi ents that have been designated on the |abel as flavoring; or
(2) if the label is certified as valid by a letter fromthe
Standards and Labeling Division (see next question).

QUESTION: How is a certifying letter obtained from SLD?
ANSVWER: |f a processor believes that his/her current |abeling already
conplies with the new flavoring rule, the processor nmay nmake a
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witten request to the Director, Standards and Labeling D vision,

for a certifying letter. The request nust include one photocopy of
each previously approved |abel and the acconpanying transmttal

form Based on this information, a certifica- tion letter will be
issued that will stipulate whether the |abel conplies with the new
regul ation or whether it nust be submtted to SLD for approval. |If
the letter stipulates that the |abel nust be resubmtted, the need
for this may be pronpted either by a requirement for a change in the
| abel or because of insufficient information to render a judgnent. A
copy of the certification letter will be sent to the I1C for
informati on and control purposes. Use of certification letters wll
require |l ess paperwork because only one copy of each |abel and
submttal formw Il be sent to SLD, and will be nore efficient than
regul ar | abel approval because only one aspect of the | abel wll need
to be revi ened.

QUESTION: Is the intent of the newrule to distinguish "natural"
flavors fromartificial flavors?

ANSVWER: No, the intent is to identify those that may be designated as
"natural flavorings," "natural flavors,"” "flavorings," and "flavors."

QUESTI ON: Do approved | abels that have artificial flavor designated
on the | abel have to be resubmtted for approval?

ANSVWER: No, the designation of artificial flavor does not by itself
trigger a need to resubmt Ilabels. |If a purchased product bearing a
| abel that designates an ingredient as an artificial flavor or if
the | abel of a purchased artificial flavor bears information that

rai ses questions about the legitimacy of this termon the neat or
poultry product |label, it is best to contact SLD for instructions or
resubmt the label. |Inspectors' questions to SLD nust be nmade

t hrough official channels.

QUESTI O\ Does each constituent of ingredients designated as
artificial flavors have to be identified on the |abel submttal fornf

ANSVWER: No, it is not necessary to identify the specific conponents
of artificial flavors.

QUESTION: Do ingredients that are designated as flavors in FDA-
regul ated foods that are used as conponents in nmeat and poultry
products need to be identified on the submttal formas to the
specific flavors used?

ANSVWER: No, foods produced under FDA jurisdiction (e.g., sauces,
veget abl e m xes, beans) need not identify the flavors on the | abel
submttal. The ingredients listed on the |abel of the FDA regul ated
product may be listed as such on the |abel of the neat or poultry

pr oduct .
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QUESTION:  After the effective date, do ingredients that are
designated as flavors in neat or poultry ingredients purchased from
an i nspected processor need to be identified on the |label submttal
formof the processor who uses the purchased product as an ingredi ent
(e.qg., pizza, dinner, burrito, onelet, etc.)?

ANSVER: Yes, although the flavoring ingredients froma purchased neat
or poultry ingredient could be identified on the |abel submttal
form this is not the only option. |[If the processor is assured by
the supplier that the I abel for the purchased ingredient conplies
with the new regulations, the processor should obtain the FSIS I|abel
approval nunber for the purchased ingredient and note the nunber on
the label submttal formfor the secondary product. The secondary
product | abel should indicate the use of the flavoring ingredients as
designated on the |abel of the purchased product. If the neat or
poultry ingredient supplier's |abel does not vyet conply with the new
regul ation, a tenporary approval will be granted for the secondary
product | abel .

QUESTI ON: When does a processor need to provide specific conponent
flavor information on purchased products?

ANSVER: Specific information need only be provided if the product is
a seasoning ingredient or if there is reason to suspect that the
purchased product contains ingredients that are inappropriately
designated as flavor. Batter and breading m xes are exanpl es of
purchased products that tend to contain many seasoning ingredients.

QUESTION: WI Il the Agency recognize sone de mininus (mnimal) |evel
bel ow which a flavoring ingredi ent need not be decl ared?

ANSVWER: No, there is no de mininus |evel at which an ingredient need
not be decl ared.

QUESTI ON: How nuch information nust suppliers of natural flavors
such as tomato flavor or orange flavor provide?

ANSVER: Suppliers of these types of ingredients nust supply FSIS with
the identification of all ingredients of that flavor.

QUESTI ON:  How | ong can processors continue to use the flavor mx
they currently have on hand before they nust obtain a new PMC | etter
fromtheir supplier?

ANSVWER: The flavor m x may continue to be used wthout a new PMC
letter until the effective date of the regulation, August 28, 1990.

QUESTION:  Can the use of nustard be indicated on the |abel submittal
formas "spice"?



ANSVWER: General ly, nmustard can be indicated as spice, but its
presence and use | evel nmust be broken out on | abel submttal forns
for noisture controlled products. This is required because the
protein contribution fromspices is credited as 10 percent whereas
the protein contribution fromnustard is credited as 35 percent. For
all products, the | abel declaration for nustard may be as "spice" or
"flavoring."

QUESTI ONS REGARDI NG PROPRI ETARY FLAVORI NG M XTURES
QUESTION: How long is the turnaround time for a PMC advisory letter?

ANSWER: The target turnaround time is approximately 4 weeks. It wll
vary with the conplexity of the mxture and sinpler products may be
reviewed in less tine. However, a large increase in the volune of
requests could result in a longer turnaround tinme. It is advisable
to submt requests as soon as possible.

QUESTION: Do all proprietary m xes have to be resubmtted for
approval ?

ANSVWER: No, only proprietary mxes that stipulate |abeling as
"flavorings" need to be resubmtted. For exanple, textured vegetable
protein (TVP) has always been required to be Ilisted by its conmon or
usual name and a m xture containing TVP without "flavorings" need not
be resubmtted to the PMC

QUESTION: If a conpany has nmultiple proprietary m xes of identical
formul ati on and the m xes bear different product codes identifying
differences in sizes, shapes, or densities, nust the conpany submt
mul ti pl e applications?

ANSVER: No, one application may be submtted for all the product
codes. One PMC letter will be issued and all of the product codes
will be listed in the letter. However, if a new code is added to
the product line, the conpany will have to apply for the new product
code and request to have either a separate letter issued or the
previous letter revised.

QUESTION: Can a proprietary flavoring mx be prohibited from
entering a nmeat or poultry establishnent because it has a PMC letter
dated before March 1, 19907

ANSVWER: No, PMC letters should not be used as the basis for allow ng
or disallowing proprietary mxes to enter an establishnment. A letter
of guarantee w |l continue to be used as the basis for allow ng
nonneat ingredients to enter a neat or poultry establishnment. The
PMC letter only stipulates how use of the mx in a product should be
i ndi cated on the neat or poultry product | abel.



QUESTI ON:  When spices such as rosemary and thyne are listed on a
proprietary mx |abel, nmust they be |I|isted separately on the neat or
poultry product |abel or can they be ternmed as spices or flavorings?

ANSVER: I ngredients that are spices can be listed by their nanes,
rosemary and thyne, or as "spices" or as "flavorings" regardl ess of
the wording on the mx label or in the PMC |letter concerning the

i ngredi ent statenent on the food product [|abel. Usually these
wording options are identified in the PMC letter.

QUESTION: If a proprietary mx is to be used in a product such as
Italian sausage which nust contain the spices pepper and ani se or
fennel (which nay be declared as spices or flavorings) as required by
9 CFR 319. 145, should the application to the PMC for the mx list the
total amount of spices and sublist each with its percentage?

ANSVWER: The application letter to the PMC should include the total
percentage of the spices. Wth the exception of nustard (see next
guestion), it is not necessary to list separately or provide the
percent ages of each spice on the application nor to sublist each

spi ce by common or usual nane on the proprietary mx |abel. However,
it would be wuseful to identify the required spices by nanme in the
PMC application or on the mx | abel because |abels for an Italian
sausage in which the mx is used will not be approved unless the

| abel application or the PMC application shows that the m x contains
t he required spices.

QUESTION:  Can the use of nustard as part of the PMC m x be
designated in the application as spice?

ANSVER: No, when nmustard is included as part of a PMC mx the percent
of nmustard nust be broken out fromthe general listing of spices.
This is required because the protein contribution from spices is
credited as 10 percent whereas the protein contribution fromnustard
is credited as 35 percent in performng cal culations for added water
or protein on a fat free basis. The separation of nustard content
fromspice content is needed for the PMC letter to accurately
stipulate the protein content of the mx (See next question).

QUESTION:  FSIS Notice 6-90 states on page 4 that the PMC advisory
letter will specify the percentage of each proteinaceous ingredient.
Is it really necessary to disclose this information to the neat or
poultry processor?

ANSVER: No, while such percentage disclosure for mxtures that are
allowed in noisture controlled products had been a practice in the
past, we have reconsidered this requirenent since publication of the
Notice. W believe that information stating the protein content of
the total proprietary mxture by certification and/or declaration on
the label is nore useful for protein-fat-free and "added water"
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determ nations. The protein content (total nitrogen X 6.25) of the
mx on a wet weight basis will be included in the PMC | etter when

the m x contains proteinaceous ingredients. Lack of information on
protein content in a PMC letter does not negate the responsibility of
the neat or poultry processor to provide the USDA inspector in
charge with the amount of nonnmeat protein used in noisture controlled
products. 9.

QUESTION:  Are natural snoke flavorings affected by the regulation?

ANSVWER: No, the l|labeling of natural snoke flavorings is covered by 9
CFR 317.2(j)(3) and 381.119(a) and by Policy Meno 117.

QUESTION:  Can a conpany holding a PMC letter dated prior to March 1
1990, which contains information that will remain the sane under the
revised regulation, provide only the nane of the mx as opposed to

sending an entirely new PMC submttal?

ANSWER: No, if the conmpany wants a new letter, it nust submt a new
application. However, it may review the previous submssion to
determne if it is unchanged and contains all of the information
requested in the suggested format shown in the March 23, 1990, letter
to suppliers and manufacturers (copies nmay be obtained from the
Director, Food Ingredient Assessnment Division, Food Safety and

| nspection Service, Room 303 Annex Buil di ng, Washi ngton, DC 20250).
If these conditions are true, it may send a copy of the previous
subm ssion with a letter certifying that "the conposition,

manuf acturing process, and ingredient |abeling statenent of (nane)
remain the sane as previously stated on the subm ssion of (date of
previ ous subm ssion)."



