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Purpose

OMRI developed this paper to examine implications of the National Organic Program (NOP)
Policy on Synthetic Substances used in Food Processing (December 12, 2002). We are
submitting it to the National Organic Standards Board (NOSB) and the NOP for consideration in
their respective discussions and policy making. We are also making it available to certifiers,
members of the organic industry, and the public in an effort to inform and educate them on the
complexities of the issues raised by the NOP Policy. Our intent with this document is to facilitate

discussion and to offer possible solutions.

Background
The NOP posted a policy on their website on December 12, 2002 bearing the title, Synthetic

Substances Subject to Review and Recommendation by the National Organic Standards Board
When Such Substances Are Used as Ingredients in Processed Food Products (NOP Policy). This
policy states that all food additives regulated by FDA in sections of 21 CFR Parts 172, 173, 180,
181, 182, and 184 must be reviewed by NOSB and included on the National List, except those
substances in 21 CFR Parts 172, 173, 180, and 181 which are classified as food-contact
substances by the FDA. This policy is a significant departure from past practices of organic
certification agencies and may go beyond the scope of Organic Foods Production Act of 1990
(OFPA) and the NOP Final Rule (7 CFR Part 205).

What does the FDA classify as a food contact substance?
According Food and Drug Administration (FDA),

“In November 1997, Congress passed the Food and Drug Administration
Modernization Act (FDAMA) of 1997. Section 309 of FDAMA amended section 409 of
the Federal Food, Drug, and Cosmetic Act (the act) (21 U.S.C. 348) to establish a
notification process for food contact substances (FCSs). An FCS is defined as any
substance intended for use as a component of materials used in manufacturing,
packing, packaging, transporting, or holding food if such use is not intended to have
a technical effect in such food (21 U.S.C. 348(h)(6)). Congress intended the
notification process to be the primary route for authorizing the use of FCSs (21
U.S.C. 348(h)(3)(A)).”

This premarket notification process for food contact substances is now the primary method by
which the FDA authorizes the use of food additives that are food contact substances. Prior to
FDAMA, these types of materials had to be petitioned for status as a food additive. With
FDAMA, the more rigorous petition process has been replaced with a streamlined notification
process. Accordingly, manufacturers submit the required information as a Food Contact
Notification (FCN) and will succeed in having their trade named product “approved” unless
FDA objects within 120 days. New products are then added to the FDA website entitled

jf]&l!!!lttiitllllltr

1
http://www.cfsan.fda.gov/~Ird/foodadd.html (see Food Workshop Sept 18, 2002 notice)
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“Inventory of Effective Premarket Notifications” at http://www.cfsan.fda. gov/~dms/opa-
fen.html. Currently, there are approximately 300 materials on this list. The list is expected to
grow as this process replaces the pre-FDAMA process for approving indirect food additive
petitions.

FDA'’s premarket notification inventory has the following disclaimer:

“All persons who purchase a food contact substance manufactured or supplied by a
manufacturer or supplier identified in an effective notification may rely on that
notification to legally market or use the food contact substance for the use that is the
subject of the notification, consistent with any limitations in that notification.”

Most of the substances that appear on the list have specific technical limitations on their use as
FCS. These limitations often refer in turn to specific conditions contained in sections of 21 CFR.

What about indirect additives?

The NOP Policy refers to FDA-regulated direct food additives and secondary direct additives.
However, it does not mention indirect food additives, which are listed in 21 CFR Parts 174-178
and 186. No single, simple definition is given for indirect food additives in 21 CFR Part 170. In
general, these regulations cover substances that are used in articles that are in contact with food,
such as preparation surfaces, sanitizers, lubricants, adhesives, labeling inks, processing
equipment, and packaging that may migrate into food at ‘negligible’ levels. The threshold for
‘negligible’ is also not generally defined, but in certain cases, the regulations establish a
numerical limit. Substances used in food-contact articles (e.g. food-packaging or food processing
equipment) that migrate into food are exempt from regulation if they meet the threshold criteria
established in 21 CFR §170.39.

Sanitizers and equipment lubricants are included in 21 CFR as indirect additives (see
Appendices). Among substances that have been historically prohibited or regulated by organic
certifiers are sanitizers such as chlorine bleaches and quaternary ammonia compounds (21 CFR
§178.1010); lubricants such as mineral oil (21 CFR §178.3620) and petroleum wax (21 CFR
§178.3710); and preservatives used in packaging such as pentachlorophenol (21 CFR
§178.3800). Under the NOP Policy, it is not clear whether NOP considers these uses to be
prohibited or restricted, or whether NOP intends to reclassify them as indirect and permitted.

- Additionally, there is considerable regulatory conflict within the framework of the NOP Rule
created by the unclear nature of the NOP Policy for several so-called indirect additives. For
example, most chlorine bleaches, certain quaternary ammonias, and pentachlorophenol
packaging preservatives are also considered pesticides by the Environmental Protection Agency
(EPA) under 40 CFR Part 180. The use of mineral oil as a releasing agent is also classified as a
direct food additive under 21 CFR §172.878.

In response to an OMRI question regarding the indirect additive policy, NOP stated that indirect
additives listed in 21 CFR Parts174-178 and 186 are outside the scope of the NOP Rule, and are
permitted even though they do not appear on the National List. OMRI requests that NOP provide
a regulatory justification for bypassing the OFPA requirements for NOSB review of substances
such as indirect additives and food contact substances.
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“FDA believes that a substance that is GRAS or prior sanctioned for its intended use in
contact with food also may be an FCS, and may be the subject of an FCN, even though
authorization under the FCN process is not required for the FCS use.””

In other words, GRAS or prior-sanctioned materials may be considered food contact substances
and regulated as such, even though suppliers are not required to file a formal FCN. By relegating
food contact substances to the exclusive authority of FDA, the NOP Policy would have the effect
of nullifying the regulation of substances under 7 CFR §205.605, as well as many others
considered and/or rejected by the NOSB. To perform their duties under OFPA, certifiers would
need to perform a case-by-case review of all additives to determine if their use in each product
would meet the FDA definition of a food-contact substance. .

Some substances are already defined in 21 CFR as being “food-contact substances.” While the
new FDA website is planned to be the method for notification of new uses of food additives as
food-contact substances, substances listed in existing 21 CFR regulations that meet the FDAMA
definition of food-contact substances are not required to go through the notification process.
Thus, for example, molecular sieve resins are secondary direct food additives permitted in the
processing of food for human consumption and regulated by 21 CFR §173.40. They can also be
used as gel filtration media to remove lactose in whey purification. The molecular sieve resins
act purely as an inert filter with no technical effect on the food. However, they are not listed on
the FCN website because FDA only requires a FCN for new uses of substances that are food
additives, a definition which includes direct and indirect additives used in food manufacture.
Also, a FCN may be used to notify FDA of new uses of food-contact substances that are not food
additives (i.e. constituents of food additives, GRAS, and prior-sanctioned substances.)*

How will this policy change current certification policy?

Current NOP certification policy is based on an approach that requires all ingredients to be
certified organic, unless an explicit exception is made. The organic industry has historically
considered not only food additives, but also processing aids and other incidental ingredients to be
‘ingredients.” This US approach is consistent world-wide and is reflected in the Codex
Alimentarius guidelines, the European Union regulations, the IFOAM Basic Standards, each of
these listing processing aids as well as additives in their lists of substances allowed for organic
processing. The NOP has received significant numbers of comments from the industry on this
point in response to the 1997 and 2000 proposed NOP Rule. We offer several examples of the
potential changes that implementation of the NOP Policy will institute in the current operation of
the NOP Rule.

Preservatives in Packaging
Fungicides, preservatives, and fumigants used in packaging materials are prohibited under the
provisions contained in OFPA, 7 USC §6510(a)(5), and the NOP Rule, 7 CFR §205.272(b)(1).

7 CFR §205.272(b) The following are prohibited for use in the handling of any organically produced
agricultural product or ingredient labeled in accordance with subpart D of this part:

* http://www.cfsan.fda.gov/~dms/opa2pmna. html
* hitp://www.cfsan. fda, gov/~dms/fenwshan/sld024.htm
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(1) Packaging materials, and storage containers, or bins that contain a synthetic fungicide,
preservative, or furigant;

The intention and practice has been to prohibit a number of antimicrobials and fungicides that
are commonly allowed in conventional food handling from use in organic food handling. These
substances include synthetic chemicals (e.g., formaldehyde, morpholine, o-phenylphenol) and
ethylenebisdithiocarbamate (EBDC) fungicides such as zineb. Many of these substances are
allowed under FDA regulation for conventional food handling and processing and may be
considered indirect additives. FDA explicitly defines antimicrobial agents as preservatives as

follows:

21 CFR §170.3(0)(2) “Antimicrobial agents™: Substances used to preserve food by preventing growth of
microorganisms and subsequent spoilage, including fungistats, mold and rope inhibitors, and the effects
listed by the National Academy of Sciences/National Research Council under “preservatives.”

A number of food-contact substances listed on the FDA FCN website serve as fungicides and
preservatives in packaging materials and their components. By allowing fungicides,
preservations, and microbials listed on the FCN or otherwise treated as food-contact substances
by FDA, the NOP Policy directly contradicts OFPA’s and the NOP Rule’s explicit prohibition on

these types materials.

Examples
NVisin is an anti-microbial peptide that is considered a GRAS food additive. It was reviewed by

the NOSB in 1995 and prohibited from use in organic food handling and processing. Several
research groups are developing Nisin-coated plastic wrap for retail meat products. Adding an
antimicrobial to the packaging does not require labeling to inform the consumer. The peptide
must act on the food, however, to kill bacteria. In this respect, Nisin will directly affect the food
and thereby is technically prohibited by 7 CFR §205.272 (b)(1) yet allowed by the NOP Policy.

The functionality of the Nisin requires a direct interaction with food as explained in its patent
description (Daeschel and McGuire, US Patent #5,451,369):

‘“Bacteriocin molecules must become detached from a bacteriocin-treated surface in order to
function optimally as bacteriocidal agents. Thus, contact of a bacteriocin-treated surface with a
food material, particularly a material having a significant liquid content, will enable bacteriocin
molecules to detach from the surface so as to enable the molecules to lethally interact with
susceptible bacteria present in the food material and located near the contact surface. Bacteriocin-
treated surfaces can also kill susceptible bacteria that become deposited directly on the treated
surfaces.”

Piperonyl butoxide and pyrethrins as components of bags are pesticides that are listed as
indirect additives in 21 CFR §178.3730 and permitted for insect control on bags used for dried
feed or food. In addition to adding a prohibited substance to packaging, their use poses a risk of
exposure to children who might accidentally consume part of a bag.

Dimethyl dicarbonate is an antimicrobial that is added to juices and acts on microbes contained

in the juice. It is also listed as an approved food-contact substance on the FDA inventory for use
in non-carbonated juice beverages. Microbes that it would treat could be present due to
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inadequate disinfection of the containers or could have also been present in the juice prior to
packaging. Dimethyl dicarbonate appears to be a direct food additive, even if it was added prior

to filling.

2-Propenoic acid is listed in 21 CFR §176.170 as a fluid absorbent added to paper or plastic
liners in the packaging of fatty and aqueous foods. It is used to draw excess water and blood
from refrigerated poultry, meat, or fish. 2-Propenoic acid appears to directly affect the meat by
removing fluids and lowering the humidity inside the package. Both effects inhibit the pathogen
growth and thus increase the meat's shelf life. Removal of blood from packaged meat appears to
be a ‘technical effect in or on the food.” Whether packaging chemicals migrate into the food or
spoilage substances migrate out of the food, the final result on the meat is the same. In this
respect, an additive, packaging chemical does not need to migrate into the food to have a
functional effect on it.

All Sanitizers now appear to be de facto allowed. While this situation was assumed prior to the
publication of the December 12, 2002 NOP Policy, some have been routinely restricted by
certification agencies due to their propensity to leave persistent residual contamination on food.
This issue should be clarified by the NOSB rather than dropped as a consequence of the NOP

Policy.

Some-—though perhaps not all-—Boiler Water Additives are listed as Food Contact Substances
and would be allowed under the NOP Policy. It is not clear whether all boiler chemicals are
considered food-contact substances by the FDA definition, or whether only the new FCN boiler

chemicals are permitted.

The NOSB reviewed and prohibited amine-based boiler additives that contact food in such
processes as the steam blanching of vegetables or steaming of corn flakes, while recommending
limited use of some amine compounds for cleaning the insides of cans and bottles before filling.
OMRI considers non-volatile boiler chemicals to be currently permitted, without further
regulation needed, provided that the systems are monitored to provide assurance that the boiler
chemicals do not affect the organic integrity of the product. However, the well-supported
recommendations of the NOSB will not be followed under this NOP Policy.

Waxes and Coatings such as beeswax and wood rosin are considered direct additives approved
for use as fruit coatings on citrus by 21 CFR §172.210. Petroleum wax is a direct additive for
coating cheese, fruits, and vegetables allowed by 21 CFR §172.886. Shellac may be a prior-
sanctioned GRAS but this distinction is not clearly stated in 21 CFR. Shellac is also considered
an indirect additive, used as an adhesive in fruit coatings. GRAS waxes are also considered
indirect additives when used as “hot melt strippable wax” that can be removed from a product
(21 CFR §175.230), e.g., paraffin used as a wax coating for cheeses. These indirect uses as
adhesives and strippable waxes would be permitted without review under the NOP Policy.
Currently, paraffin is prohibited as a wax on organic products (7 CFR §205.105(c)).

Conclusion
Historically there has been some difficulty distinguishing processing aids from ingredients.
However, the NOSB has held that both categories require review and inclusion on the National
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List. A carefully crafted policy that identifies food additives by their FDA regulatory categories
that require NOSB review will be helpful to processors and certification agencies. NOSB did
propose such guidance in October of 2002, but it has not been publicly available for review.
Experts who OMRI has consulted on the December 12, 2002 NOP Policy have been unable to
agree both on the broad implications and on the specific outcomes of the NOP Policy. Overall,
most believe that this policy will be considerably more permissive than the current organic
industry norms. Such a2 move carries the potential of removing historical obstacles to processing
food under the USDA organic standards. This approach is problematic for the following reasons:

e Itis difficult to identify which materials are considered to be food-contact substances.
Legal opinions may provide different interpretations as to the status of various
substances, thus forming an obstacle to consistent implementation.

e The FDA process for review and designation as food-contact substances in conventional
food processing does not match NOP regulatory criteria for substances permitted for
organic processing.

e The NOSB’s statutory responsibility to review materials for organic processing will be
delegated to FDA without reference to requirements of OFPA or the NOP Rule.

e FDA determination of FCS status may not be consistent for similar substances or for the
same substances used differently because FCN is a voluntary system that depends on
manufacturer submissions.

e The NOP Policy contradicts OFPA and the NOP Rule by allowing preservatives,
fungicides, and pesticides used in packaging. ’

e The NOP Policy contradicts the NOP Rule at 7 CFR §205.272 (a), which requires
handlers to protect organic products from contact with prohibited substances.

e The NOP Policy does not conform to 7 CFR §205.105(c), which states, “the product must
be produced and handled without the use of “Nonagricultural substances used in or on
processed products, except as otherwise provided in §205.605.”

e The NOP Policy effectively adds materials that can be used under the NOP Rule without
going through the petition, NOSB review, and public comment process to amend the
National List as mandated under OFPA.

e The NOP Policy creates an “open” list that effectively adds many materials not reviewed
by the NOSB for use in organic production.

e The NOP Policy may be difficult to reconcile with international trading partners and may
not be acceptable to consumers interested in organic products that are produced with a
minimum of synthetic additives.

Recommendations
1. Maintain the integrity of the National List for processing substances as it currently stands
as a closed positive list. To use a substance in organic food processing, it must either be
organic or appear on the National List as an approved non-organic substance.

2. Clarify that materials that do not have food contact and do not impact the organic system
will not require review and can be referenced to the appropriate 21 CFR sections
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regulating indirect additives. For example, cleaning and sanitizing materials that do not
leave residues and are appropriately rinsed, as well as boiler additives that are not carried
in steam, should continue to be exempt from consideration. NOSB should continue to
review any materials that are in direct contact with organic products to determine
potential impact on organic integrity. Guidance can be developed as needed for specific
areas such as packaging or lubricants.

3. Clarify that OFPA and the NOP Rule ban on preservative, fungicides, and pesticides
applies to all packaging, whether or not these substances are considered indirect
additives. Re-affirm the responsibility of certification agents to verify the prevention of
contact with prohibited substances.

4. Consider and discuss possible revision of the processing rules to redefine product
composition of the “Made With Organic [specified ingredients]” category. Currently the
regulation requires that for a 70% organic product, all non-agricultural food additives
must be on the National List. Redefining this category or creating another without the
National List requirement for non-agricultural food additives may offer a means to lessen
the burden on manufacturers who wish to make use of non-approved additives. This
option will maintain a clear standard of distinction for products able to achieve ‘organic’
label claims (95% or 100% organic ingredients, and allow the USDA seal) and provide
truth in labeling to consumers looking for that assurance.’

Respectfully submitted,

Dr. Laura Morrison
Executive Director

Emily Brown Rosen
Policy Director

-Dr. Brian Baker
Research Director

Organic Materials Review Institute
Box 11558, Eugene, Oregon 97440
541-343-7600 fax 541-343-8971

* (See the separate OMRI position paper — Proposal for A Basic Change to the USDA Processing List, OMRI
comments on USDA proposed rule, June 2000, revised).
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Appendix 1

Synthetic Substances Subject to Review and Recommendation by the
National Organic Standards Board When Such Substances Are Used as
Ingredients in Processed Food Products

From the USDA NOP website, at
http://www.ams.usda.gov/nop/NOP/PolicyStatements/SyntheticSubstances.html

Accredited certifying agents, food processors, and food manufacturers have contacted the
National Organic Program (NOP) regarding under what conditions synthetic substances
used as ingredients in processed food products are subject to review and recommendation
by the NationalOrganic Standards Board (NOSB).

7 CFR 205.2 defines ingredient as “any substance used in the preparation of an agricultural
product that is “still present” (quotations added) in the final commercial product as
consumed.” This definition arose from an April 25, 1995, NOSB recommendation on good
manufacturing practices in certified organic handling operations.

The NOP defines “still present” as those ingredients regulated by the Food and Drug
Administration (FDA) as food additives permitted for direct addition to food for human
consumption under:

1. 21 CFR Part 172, Food additives permitted for direct addition to food for human
consumption.

2. 21 CFR Part 173, Secondary direct food additives permitted in food for human
consumption: Except, That, substances classified by the FDA as food contact
substances are not subject to this definition.

3. 21 CFR Part 180, Food additives permitted in food or in contact with food on an interim
basis pending additional study: Except, That, substances classified by the FDA as food
contact substances are not subject to this definition.

4. 21 CFR Pant 181, Prior-sanctioned food ingredients: Except, That, substances classified
by the FDA as food contact substances are not subject to this definition.

5. 21 CFR Part 182, Substances generally recognized as safe.
6. 21 CFR Part 184, Direct food substances affirmed as generally recognized as safe.

The NOP also defines “still present” as those materials approved by the Bureau of Alcohol,
Tobacco and Firearms (ATF) as being acceptable for use by proprietors in the production of
alcohol beverages under:

1. 27 CFR Part 24, Section 24.246, Materials authorized for the treatment of wine and juice:

Except, That, substances classified by the FDA as food contact substances are not
subject to this definition.
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2. 27 CFR Part 24, Section 24.247, Materials authorized for the treatment of distilling
material: Except, That, substances classified by the FDA as food contact substances are

not subject to this definition.

3. The Brewers Adjunct Reference Manual: Except, That, substances classified by the FDA
as food contact substances are not subject to this definition.

Accordingly, substances listed in 21 CFR Parts 172, 173, 180, 181, 182, and 184; 27 CFR
Part 24; and the Brewers Adjunct Reference Manual, except those substances classified by
the FDA as food contact substances, must be on the National List of Allowed and
Prohibited Substances to be used in the production of an “organic” or “made with organic
(specified ingredients or food group(s))” processed product.

Handlers must include in their organic systems plan a list of all synthetic substances to be
used in the production of processed products. Each synthetic substance must be identified
as an ingredient or a contact substance. Any substance identified as a contact substance
rust be accompanied by documentation that substantiates the claim.
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Appendix 2

FDA 21 CFR Table of Contents
The URL for the relevant sections of 21 CFR is:
http.//www.access.gpo.gov/nara/cfr/waisidx_02/21cfrv3 02.html

Title 21--Food and Drugs
(This index contains parts 170 to 199)
CHAPTER I--FOOD AND DRUG ADMINISTRATION, DEPARTMENT OF
HEALTH AND HUMAN SERVICES

Part

170 Food additives

171 Food additive petitions

172 Food additives permitted for direct addition to food for human
consumption

173 Secondary direct food additives permitted in food for human
consumption

174 Indirect food additives: General

175 Indirect food additives: Adhesives and components of coatings

176 Indirect food additives: Paper and paperboard components

177 Indirect food additives: Polymers

178 Indirect food additives: Adjuvants, production aids, and sanitizers

179 Irradiation in the production, processing and handling of food

180 Food additives permitted in food or in contact with food on an interim
basis pending additional study

181 Prior-sanctioned food ingredients

182 Substances generally recognized as safe

184 Direct food substances affirmed as generally recognized as safe

186 Indirect food substances affirmed as generally recognized as safe

189 Substances prohibited from use in human food

190 Dietary supplements

191-199 [Reserved]
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Appendix 3

Examples of Indirect Additives Permitted under NOP Policy
Government Printing Office’s website containing the Code of Federal Regulations
http://www.access.gpo.gov/nara/cfr/waisidx_02/21cfrv3_02.html

PART 175-INDIRECT FOOD ADDITIVES: ADHESIVES AND

COMPONENTS OF COATINGS
175.105 Adhesives: including morpholine, o-phenylphenol, zineb (zinc
ethylenebisdithiocarbamate), as well as rosins and shellac.

175.125 Pressure-sensitive adhesives: includes BHA and BHT, as well as rosins.

175.210 Acrylate ester copolymer coating: including formaldehyde, methyl cellulose, and
potassium hydroxide.

175.230 Hot-melt strippable food coatings: including GRAS substances, acetylated
monoglycerides, cellulose acetate butyrate, cellulose acetate propionate; and white

mineral oil.
175.250 Paraffin (synthetic).

175.260 Partial phosphoric acid esters of polyester resins.
175.270 Poly(vinyl fluoride) resins

175.300 Resinous and polymeric coatings.

175.320 Resinous and polymeric coatings for polyolefin films.

175.380 Xylene-formaldehyde resins condensed with 4,4&prime;-
isopropylidenediphenol-epichlorohydrin epoxy resins.

PART 178-INDIRECT FOOD ADDITIVES: ADJUVANTS, PRODUCTION AIDS, AND

SANITIZERS

178.1010 Sanitizing solutions. (46 listed), including potassium, sodium, or calcium
hypochlorite; dichloroisocyanuric acid, trichloroisocyanuric acid or the sodium or potassium
salts of these acids; potassium iodide, sodium p-toluenesulfonchloroamide; sodium lauryl
sulfate; ethylene glycol monobutyl ether; hydriodic acid; isopropyl alcohol.

178.3120 Animal glue.
178.3620 Mineral oil.- as a lubricant with food contact
178.3710 Petroleum wax.

178.3730 Piperonyl butoxide and pyrethrins as components of bags. Piperonyl
butoxide in combination with pyrethrins may be safely used for insect control on bags that are intended for
use in contact with dried feed ...or that are intended for use in contact with dried food in compliance with

Secs. 193.60 and 193.390 of this chapter.

178.3800 Preservatives for wood, including Pentachlorophenol and its sodium salt
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Appendix 4

Examples of Food Contact Substances

Selected substances on FDA’s food contact surface website:
http://www.cfsan.fda. gov/~dms/opa-fcn.htm]

Food Contact Substance |

% Il‘ttended Use

owesy |

! GENOX ™ EP, chemically
lidentified as Amines, :
bis(hydrogenated rape-oil
[falkyl) methyl, N-oxides
1(CAS Reg. No. 204933-93-
17

An antioxidant and/or
stabilizer

| For use only at levels not to exceed 0.1 weight

percent polypropylene complying with 21 CFR
177.1520. The finished copolymers may be safely
used in single-use as well as repeated-use

applications involving contact with food of types I,
{11, IV-B, VI, VII-B, and VII], under Conditions of
i{Use B through H, as described in 21 CFR

1761 70(c), Tables 1 and 2

11

;4,5—dichlor0— 2-n-octyl-
13(2H)-isothiazolone

| paperboard intended to

{As a preservative and
;slimicide in the
manufacture of paper and

contact aqueous and fatty
food.

1 i

1. As a slimicide, in compliance with 21 CFR

176.300, at a maximum level of 0.034 pound per ton'

of dry weight fiber.

2. As a mold-proofing agent applied to the surface
of uncoated paper and paperboard and in coatings
for paper and paperboard, in compliance with 21
CFR 176.170(b), at a level not to exceed 100 parts
per million (ppm) based on dry fiber weight.

1|13. As a preservative in wet lap and sheet pulp, in

compliance with 21 CFR 176.170(a) prior to
repulping to produce paper and paperboard, at a
level not to exceed 100 parts per million (ppm)

/|based on dry fiber weight.
/|4, As a preservative in pigment dispersions, in

compliance with 21 CFR 176.170(b), at a leve!l not
to exceed S0 parts per million (ppm).

418

Sodium acrylate/styrene
/|sulfonate copolymer

As an antiscalant boiler
water treatment where
steam from treated
boilers may contact food.

The food contact substance contains not more than
15% styrene sulfonate and has a molecular weight

greater than 20,000 and a polydispersity of 2.0 - 3.3,

as measured by a method entitled "Molecular
Weight Distribution of Aqueous Anionic Polymers

'|by Size Exclusion Chromatography (SEC) Using

Synchropak GPC Columns". The substance must
not exceed 20 ppm in feed water, must not be used
in boilers at pressures above 1000 pounds per
square inch gauge (psig), and must meet any
applicable specifications prescribed in 21 CFR

1173.310.
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130

E Copolymer of the sodium
/|salt of acrylic acid with
polyethyleneglycol allyl
lether(CAS Reg. No.
1137898-98-7)

For use in boiler water
additives complying with
21 CFR 173.310.

‘|boiler water. Further, this product must meet any
/|applicable specifications under 21 CFR 173.310. |

The mole ratio of the sodium salt of acrylic acid to
polyethyleneglycol allyl ether in the copolymer
must not exceed 2.5 to 1. In addition, the additive
must not exceed 200 parts per million (ppm) in

131

|Fluorescein, disodium salt
‘{or dipotassium salt (CAS
Reg. No. 518-47-8) and
(CAS Reg. No. 6417-85-2)

For use in boiler water
additives complying with
21 CFR 173.310.

{ (ppb) in boiler water. In addition, this product must

For use only as an inert tracer chemical in boiler
systems and must not exceed 900 parts per billion

meet any applicable specifications under 21 CFR
173.310.

|3s

|Dimethy] dicarbonate

{containing up to and
lincluding 100 percent
| juice.

As a microbial control !
agent in non-carbonated
juice beverages

{produced under good manufacturing conditions and
| their microbial load must first be reduced by current
technologies such as heat treatment, filtration, etc.,
| prior to the addition of DMDC.

No more than 250 ppm of DMDC may be added to
non-carbonated juice beverages containing up to
and including 100 percent juice. The DMDC
complies with the requirements listed in 21 CFR |
172.133(a) and (c). The beverages must be

45

Two quaternary amine

/(QAE) cellulose ion
‘exchange resins (IXRs): (1)
high substitution QAE
jcellulose IXR (1.5-2.5
‘{milliequivalents quaternary
ammonium per dry g of
resin); and (2) high protein
capacity QAE cellulose
IXR (1.0-1.5
milliequivalents quaternary
ammonium per dry g
resin). Both IXRs consist
of a base matrix of
|regenerated cellulose,
cross-linked and alkylated

| with epichlorohydrin and

| propylene oxide. Dimethyl
hydroxyethyl ammonium

:| groups are added to the
JIpolymer to provide binding
| sites.

For use in the isolation
and purification of
protein concentrates and
isolates from aqueous
process streams for food
processing.

/| The amount of epichlorohydrin plus propylene
{oxide employed in manufacture of the resins does

not exceed 400 percent by weight of the starting
quantity of cellulose. The resins comply with the
requirements listed in 21 CFR 173.25(c) and 21
CFR 173.25(d)(2)(ii). The resins shall be used only
in the pH range from 2 to 10. The temperatures of
water and food passing through the resins shall not
exceed 50°C.

3

1

/| Ion exchange resin which
divinyl benzene and

| ethylvinyl benzene,
/{aminomethylated, then
;{quarternized with methyl
|chloride (CAS Reg. No.

i

1113114-05-9).

/|is a terpolymer of styrene,

1
H
1

For use in treating
aqueous sugar solutions

and hydrolyzed starch
solutions.

maintained at 80°C (176°F) or less. The flow rate of
i the sugar solution or hydrolyzed starch solution

/|bed volume per minute.

i

| The temperature of the sugar solution or hydrolyzed

starch solution passing through the resin bed is

passing through the bed is not less than 50 liters per !
cubic meter (0.37 gallons per cubic foot) of resin |
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74

Completely hydrolyzed

‘|tetra-polymer of divinyl

' benzene, ethyl vinyl
|benzene, acrylonitrile, and
11,7-octadiene as an ion

i|No. 130353-60-5).

exchange resin. (CAS Reg.

sugar solutions priorto |
recrystallization, and to
soften water for food and
beverage production.

For use in demineralizing |

The ion-exchange resin must comply with all the

{applicable specifications prescribed in 21 CFR

173.25(b).

198

in the notification.

2-Propenoic acid, 2-
methyl, monoester with
1,2-propanediol, polymer
with methyl 2-propenoate,
2-propenoic acid and |
sodium 2-propenoate (CAS
Reg. No. 117675-55-5),
manufactured and
characterized as described

!

As a fluid absorbent in
food-contact materials.

i| The cross-linked polyacrylate copolymer may
‘| contain optional adjuvant substances that are

required in its production. The optional adjuvant
substances may include substances permitted for

‘|such use by regulation in 21 CFR Parts 170 through
[179. The polyacrylate copolymer must meet the
‘lextractives limitations in 21 CFR 177.1211(c) and is

limited to use as a fluid absorbent in food-contact

/|materials used in the packaging of poultry, meat and
ﬁsh at refrigerated and frozen temperatures.

|

1100

|Polyvinyl alcohol (CAS
|Reg. No. 9002-89-5),
‘'manufactured as described -
‘1in the FCN.

As a component of ;
| coatings applied to fruits
‘|and vegetables with

. c1trus frults

{inedible peels, excluding :

| The FCS will be used at levels not to exceed 5

percent of the coating formulation.

Hydroxymethyl-5,5-

{slurries (clay, kaolin
iclay, calcium carbonate

As preservatlves tor
mineral (pigment)

or titanium dioxide) that
are used as components

1. The subject methylhydantoins may be used as

&mﬁﬁ);d(agfsm Reg. No of paper coatings used in ||intended, at a combined level not to exceed 1200
27636-82-4), mixture thh the manufacture of food- ||parts per million (ppm) in the slurry.
1104 1,3-bis(hy dr(’)xyme thyl)- contact paper and 2. Paper and paperboard manufactured with
5’ 5-dimethylhydantoin paperboqd aqd as DMDMH and MMDMH can be used under
(1;/IMDMH) (CAS Reg. preservatives mn mineral |Conditions of Use D through H as described in 21
No. 6440-58-0) slurries of calcium |CFR 176.170(c), Table 2.
o ) carbonate or titanium
i dioxide that are used as
i ’ fillers in the manufacture
of food-contact paper
| and paperboard.
! As an antimicrobial |
! agent in adhesives and in |
| ;omponents of adhgsxves 2-Methyl-4-isothiazolin-3-one is not to exceed 150
_ or food-contact articles. : . . .
| ||2-Methyl4-isothiazolin-3- ||As an antimicrobial | &/k8 in the coating formulations and additives; |
lone (CAS Reg. No. 2682- jagent in coating |except for use as an annmlcr(?bxal agent for polymer
111 120-4) as a 20 percent formulations and in @atex'emu!sxons in paper coatings, 2-methyl-4-
' solution. additives used in the isothiazolin-3-one shall not exceed 250 mg/kg. The |

manufacture of paper and

paperboard intended for

use in contact with all
food types.

use of 2-methyl-4-isothiazolin-3-one in adhesives
shall be in accordance with 21 CFR 175.105.
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Cellulose, regenerated

The temperature of water and food passing through

olymer with . '
gpic}:’hnllorohydﬁn, The CM ion .ex.change the CM ion exchange cellulose resin should not
_ cellulose resin is used to o . .
: carboxymethyl 2- isolate and purify soluble exceed 40°C. The operating pH of the column is
11156 :{hydroxypropyl ether (CAS rotein from aqueous between a pH of 2 and 10. The columns should be
Reg. No. 343844-23-5). P for food washed and preconditioned prior to use according to
The FCS is also referred to process streams 101 100G |y e manufacturers specifications as described in
as carboxymethyl (CM) ion processiug. {|detail in the notification.
exchange cellulose resin. L B
1. Cellulose, regenerated,
polymer with
epichlorohydrin, 2-
| (diethylamino) ethyl 2- j
‘Ihydroxypropyl ether, (CAS
; Reg. No. 343845-30-7) j
(ngh Capacity). The FCS The temperature of water and food passing through
18 also refc?rred tolas AE) | The DEAE ion exchange |the DEAE ion exchange cellulose resin (High and :
fhethy lammoethlji gDE ). resins are used to isolate |Medium Capacity) should not exceed 50°C. The
157 ;::li:g{him}llgé:ea;t?;e 2 and purify soluble operating pH of the columns are between a pH of 2
: | Cellulos eg re elr)lerateci *  iiproteins from aqueous and 10. The columns should be washed and
i » Te8 ’ ‘| process streams for food |preconditioned prior to use according to the
' E;&i‘g:g;gﬂn 5 Iprocessing. ‘imanufacturers specifications as described in detail
1(diethylamino) ethyl! ether, k in the notification.
(CAS Reg. No. 343846-01-
5) (Medium Capacity). The .
FCS is also referred to as
diethylaminoethyl (DEAE)
; ion exchange cellulose
resin (Medium Capacity).
! A mixture of ca. 49 percent ;| The FCS will be used as g‘he FCS is to be. contixxugusly added into t'he steam
by weight of polyethylene ||an anti-corrosive agent in eadc?r fo maintam a maximum concentration of 2
{ 1g poty ly th head aﬁd ppm in the steam. The FCS shall contain no more
1163 glycol (400) monooleate i1 steam header than 1 ppm and 10 ppm residual ethylene oxide and
! and ca. 34 percent by iIsteam lines of boiler . h
~ . ‘ 1,4-dioxane, respectively, and must meet any
weight of polyethylene systems where the steam swplicable specifications prescribed in 21 CFR
‘I glycol (400) dioleate. will contact food. 1‘;‘; 31a 0 P P
To be used as an
antimicrobial agent in The FCS will be used as a 40 percent aqueous
2-Pyridinethiol-1-oxide, adhesives and in /| solution added to the adhesives at a level of 1000
175 |sodium salt (CAS Reg. No. ||components of adhesives ;|ppm (wet/wet). The maximum level of the FCS in

3811-73-2).

in paper towels for use in
contact with aqueous and '
fatty foods. '

paper towels (on average) will not exceed 10
nanograms/cm’.
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Methyl acrylate-

d;vg}ldg;ﬁe?;iﬁmylenc For use in treating water |
| fey olvmer Zminol ed and aqueous food only of ;
E 254 | w;gx YInet, 2 the types identified under

dimethylaminopropylamine ?ategones LI, and VI-B
in Table 1 of 21 CFR

a) The temperature of the water or food passing
through the FCS must be maintained at 50°C or less,

/|and the flow rate of the water or food passing
‘| through the FCS must not be less than 0.5 gallon per

cubic foot per minute; or b) Extracts of the FCS will
be found to contain no more than 1 mg/kg
dimethylaminopropylamine in each of the food
simulants, distilled water and 10 percent ethanol,

' :V‘fhp;utﬁnly c(&lz;e.g:z(? AS 176.170(c). ‘'when, following washing and pretreatment of the
Res. N 6}’5997 24 2‘) resin in accordance with 21 CFR 173.25 (lon-
€8 NO- el exchange resins)(c)(1), the resin is subjected to the
test described in 21 CFR 173.25(b)(2)(ii)(B).
Appendices to an OMRI Background Paper May 07, 2003 Page 10 of 21
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Appendix 5
NOSB Recommendation for Technical Correction, adopted unanimously 6/7/01

§ 205.605 Nonagricultural (nonorganic) substances allowed as ingredients in or on
processed products labeled as "organic" or "made with organic (specified ingredients or
food group(s))."

The following nonagricultural substances may be used as ingredients in or on processed products
labeled as "organic" or "made with organic (specified ingredients or food group(s))" only in
accordance with any restrictions specified in this section.

And

§ 205.606 Nonorganically produced agricultural products allowed as ingredients in or on
processed products labeled as organic or made with organic ingredients.

The following nonorganically produced agricultural products may be used as ingredients in or on
processed products labeled as "organic” or "made with organic (specified ingredients or food
group(s))" only in accordance with any restrictions specified in this section.

Delete the words “as ingredients” in 205.605 and 205.606 to read:

§ 205.605 Nonagricultural (nonorganic) substances allowed in or on processed products
labeled as "organic" or "made with organic (specified ingredients or food group(s))."

The following nonagricultural substances may be used in or on processed products labeled as
"organic" or "made with organic (specified ingredients or food group(s))" only in accordance with
any restrictions specified in this section.

§ 205.606 Nonorganically produced agricultural products allowed in or on processed
products labeled as organic or made with organic ingredients.

The following nonorganically produced agricultural products may be used in or on processed
products labeled as "organic" or "made with organic (specified ingredients or food group(s))"
only in accordance with any restrictions specified in this section.

Rationale: Deleting the words “as ingredients” from 205.605 and 205.606 clarifies that all
substances used in or on organic products, including ingredients and processing aids, must appear
on the National List. It also makes 205.605 and 205.606 consistent with 205.105(c) and (d),
which read:

§ 205.105 Allowed and prohibited substances, methods, and ingredients in organic
production and handling.

To be sold or labeled as "100 percent organic,” "organic," or "made with organic (specified
ingredients or food group(s))," the product must be produced and handled without the use of:

(c) Nonagricultural substances used in or on processed products, except as otherwise provided in

§ 205.605;
(d) Nonorganic agricultural substances used in or on processed products, except as otherwise
provided in § 205.606;

Action: Adopted unanimously.
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Appendix 6

NOSB Processing Task Force Recommendation FINAL DRAFT
October 20, 2002

At the request of members of the National Organic Program staff The Processing
Taskforce was formed in September of 2002 to provide some clarity concerning what
non-agricultural materials must be reviewed for use in processed products labeled as
“organic” and “made with organic.” The taskforce is comprised of NOSB members:
Mark King, Kevin O’Rell, Kim Burton, Jim Riddle, Goldie Caughlan, George Seimon,
Ann Cooper, Dennis Holbrook, and Rosalie Koenig and industry professionals: Craig
Weakley (past NOSB member), Steven Harper (past NOSB member), Zea Sonnebend
(OMRI).

The taskforce sought to further define the materials review process for members of the
organic industry producing processed products while recognizing other legal and
regulatory text pertinent to the food industry as a whole. After much research, discussion
and consideration the task force came to the following general recommendation.

The taskforce recommends that direct and secondary direct food additives are
subject to NOSB review. Indirect food additives are not subject to NOSB review.

Understanding the current industry need for clarification of the materials review process
the taskforce consulted the following resources:

The Organic Foods Production Act of 1990
The National Organic Program — Final Rule
Code of Federal Regulations (CFR)
Previous NOSB Recommendations

Other Historically Significant Documents

As one of the primary statutory responsibilities of the NOSB, the materials review
process is conducted in accordance with the Act and The National Organic Program —
-Final Rule with guidance provided from House Report 101-916 & Senate Report 101-
357, as well as previous NOSB recommendations.

The Organic Foods Production Act stipulates that the NOSB shall develop a proposed
National List for submission to the Secretary. The Act also directs the NOSB to convene
technical advisory panels to provide scientific evaluation of materials considered for
inclusion on the National List. Both the House and Senate reports provide basic guidance
concerning the review process.

Senate report 101-357 states, “Several steps must be taken before an item appears on the
National List in any of the above categories. First, the Organic Standards Board must
review the substances in question based upon criteria cited in the bill and with the aid of
the Board’s technical panels. The Board may decide what substances require review. As
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well, individuals may petition the Board to evaluate substances for inclusion on the
National List.” Senate report 101-357 also states, “The secretary may not include
exemptions for synthetic substances other than those exemptions recommended by the
National Organic Standards Board. The Proposed National List represents the universe of
synthetic materials from which the Secretary may choose.”

House of Representatives Report 101-916 is consistent and states, “The senate bill
requires the secretary to establish a National List based upon a Proposed National List
developed by the National Organic Standards Board. The secretary may not include
exemptions for synthetic substances other than those recommended by the National
Organic Standards Board.” “The House amendment contains the same provision, with an
additional requirement that no substance be listed which has been prohibited by Federal

Regulatory action.”

The NOSB has historically attempted to honor the intent of OFPA. The taskforce feels
the language below sites some sections of OFPA and the NOP pertinent to the materials

review process.

OFPA Section 6504 (1) reads as follows (emphasis added):

OFPA Section 6504 (1): “To be sold or labeled as an organically produced agricultural
product under this chapter, an agricultural product shall have been produced and
HANDLED without the use of SYNTHETIC' CHEMICALS, except as otherwise

provided in this chapter.”

OFPA Section 6510: Handling (a) For a handling operation to be certified under this
title, each person on such handling operation shall not, with respect to any agricultural
product covered by this title (1) add any synthetic ingredient during the processing or
any post harvest handling of the product; (4) add any ingredients that are not
organically produced in accordance with this title and the applicable organic
certification program, unless such ingredients are included on the National List and
represent not more than 5 percent of the weight of the total finished product (excluding
salt and water).

NOP Section 205.2 (Definitions) reads as follows:
“Ingredient - Any substance used in the preparation of an agricultural product that is still
present in the final commercial product as consumed.”

NOP Section 205.605 Nonagricultural (nonorganic) substances allowed as
ingredients in or on processed products labeled as “organic” or “made with organic
(specified ingredients or food group(s)).”

It is clear that the intent of the OFPA was that the scope of the NOSB’s responsibility for
materials review be much broader than just the review of synthetic substances that would
appear on the ingredient listing of certified organic products. In addition, the Final Rule
includes a definition of “ingredients” that is more inclusive than materials that appear on
the ingredient listing. Consistent with the OFPA, the NOP recognizes that an ingredient
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may or may not be included on the final label. Page 80641 the rule defines “processing
aid” as “a substance that is added to a food for it’s technical or functional effect in the
processing but is still present in the finished food at insignificant levels and does not have
any technical or functional effect in that food.” This is one example of a food additive
that is exempt from labeling requirements per 21 CFR 101.100. Furthermore, on page
80587 — (3) Labeling of products with minor ingredients; the NOP states, “Minor
ingredients and processing aids must be treated as any other ingredient or substance
which is used as an ingredient in or on the processing of an organically produced product.
To be added as an ingredient or used in the processing of a product labeled “organic”, a
minor ingredient must be from an organic agricultural source, if commercially available.
If not commercially available, the ingredient must be an agricultural product or a
substance consistent with the National List.” The OFPA, the Final Rule, the NOSB
Recommendation (Incidental Food Additives, 1995), and historical organic industry
practice all require scrutiny (NOSB review and placement on the National List) of
processing materials that goes well beyond ingredients that appear on the ingredient

listing of an organic product.

Numerous food additives such as; enzymes, clarifying agents, pH control agents,
drying agents, etc., that fall under the definition of an ingredient, are exempt from
labeling. The National List, as it currently stands, includes many of these types of
materials and the NOSB has historically made recommendations to USDA on the

National List status of these types of processing materials.

It is this committees opinion that 21 CFR 101.100 Food; Exemptions from Labeling and
21 CFR 170.3 Food Additives; Definitions, validates past and future NOSB
recommendations on materials review.

The following text from 1995 depicts the findings of the NOSB in relation to incidental
food additives (21 CFR definition); this text supports the review of additives that may
not appear on the ingredients panel.

In 1995 the NOSB Recommendation ‘“Incidental Food Additives in Organic Foods” was
adopted and submitted to USDA.

The Food and Drug Administration’s Code of Federal Regulations (CFR), Title 21,
Part 170.3 (o) lists the types of ingredients that may be added to foods for the
purpose of imparting physical or technical functional effects to the food. This list
includes many categories of ingredients including anti-caking agents, colors and
coloring adjuncts, emulsifiers, leavening agents, processing aids (*see definition
below), stabilizers and thickeners. These food additives must be listed as
ingredients on food product labels unless exempted from the labeling requirements
in 21 CFR, Part 101.100. 21 CFR, Part 101.100 (a) (3) describes incidental food
additives that are exempt from food labeling requirements and do not need to be
listed in the ingredient statement of food product labels. Incidental food additives
are present in food in insignificant levels and do not have any technical or functional
effect in that food. Such incidental food additives include 1) substances that are
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incorporated into the food as a result of being an ingredient of another food
(Example: An ingredient in pasta sauce is diced tomato that contains citric acid for
pH control. Citric acid must be listed as an ingredient in the diced tomatoes. But
the pasta sauce label does not have to list citric acid as an ingredient unless
additional citric acid is added during the processing of the pasta sauce. And 2)
processing aids that: i) are added to the food during the processing but are removed
from the food before packaging, ii) are added to the food during processing, are
converted to constituents normally present in the food, and do not significantly
increase the amount of these constituents normally found in the food; iii) are added
to the food for their technical or functional effect during processing but are present
at insignificant levels in the final product and have no technical or functional effect

in the final product.

1995 NOSB Recommendation: Although incidental food additive may not appear in the
ineredient statement of foods labeled as organic foods, these additives must be subjected
to the same National List evaluation process as other processed food ingredients.

Further, the NOSB (in 1995) also provides guidance for processors concerning the use
of synthetic incidental processing aids. The board recommended the review of
incidental processing aids plus the thorough documentation of need as well as
demonstrated progress towards replacement or discontinued use.

1995 NOSB Recommendation: Organic processors must list all incidental processing
aids that are added to their organic foods during processing in the QOrganic Handling
Plan. For each incidental processing aid used, the organic processor must document, to
the satisfaction of the certifying agent, that the substance is non-synthetic or synthetic.
For _incidental processing aids that are synthetic, the organic processor must: 1)
document that the food cannot be processed without the synthetic incidental processing
aid; 2) document that a good faith effort has been made to source and develop a non-
synthetic alternative; and 3) demonstrate progress over time in the effort to replace or
discontinue use of the synthetic incidental processing aid.

Although 21 CFR 101.100 and the NOP definition of “Processing Aid” reads that
processing aids are substances that are “added” to the food, the NOSB Processing
Taskforce points out that the 1995 NOSB recommendation was consistent with the
definition of processing aid as per 21 CFR 170.3. The current NOSB and past NOSB
members have used this definition as the precedence set thus far on the scope of
material review.

“Definition of Processing aid per 21 CFR 170.3 (0)(24) “Processing aids”: Substances
used as manufacturing aids to enhance the appeal or utility of a food or food
component, including clarifying agents, clouding agents, catalysts, flocculants, filter
aids, and crystallization inhibitors, etc.
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We would like to further clarify this precedence by using 21 CFR 170-186; Food
Additives, as recommendation of types of materials that may or may not fall under the
scope of materials review.

The NOSB _Processing Taskforce recommends that all nonagricultural (nonorganic)
substances that are classified as either direct, secondary direct. or GRAS food additives
(21 CFR 172, 173, 180,181, 182 & 184) are subject to the National List Material Review
Process.

21 CFR 172 Food additives permitted for direct addition to food for human consumption

Examples of materials reviewed by NOSB:

Morpholine — prohibited

Amino Acids — allowed (only in livestock)
Bakers Yeast — allowed

Kelp — allowed

Potassium iodide — allowed

Silicon dioxide — allowed

Natural Flavorings — allowed w/annotation
Carrageenan — allowed

Xanthan Gum — allowed

Hydroxypropyl methylcellulose — prohibited

21 CFR 173 Secondary direct food additives permitted in food for human consumption

Examples of materials reviewed by NOSB:

Boiler water additives — one prohibited & four allowed w/annotation

Chemicals used in peeling of fruit — one allowed w/annotation (potassium hydroxide);
one prohibited (sodium hydroxide)

Defoaming agents — two petitioned (one synthetic/one non-synthetic — petitions
withdrawn because “organic” alternatives newly developed and commercially
available)

21 CFR 180 Food Additives permitted in food or in contact with food on an interim
basis pending additional study

21 CFR 181 Prior sanctioned food ingredients (only materials added to food)
21 CFR 182 Substances generally recognized as safe

Examples of materials reviewed by NOSB:

Natural Flavorings — allowed w/annotation
Phosphoric acid — allowed w/annotation
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Calcium phosphate — allowed w/annotation
Glycerin — allowed w/annotation

Sodium phosphate — allowed w/annotation
Magnesium silicate — prohibited

Ascorbic acid — allowed w/annotation
Sulfur dioxide - allowed w/annotation
Tocopherols - allowed w/annotation
Sodium phosphate - allowed w/annotation
Monobasic calcium phosphate

Disodium phosphate

Tetra sodium pyrophosphate - allowed w/annotation

21 CFR 184 Direct Food Substances affirmed as generally recognized as safe

Examples of materials reviewed by NOSB:

Acetic Acid — currently petitioned

Alginic acid — allowed

Enzymes - allowed w/annotation

Citric Acid — allowed w/annotation

Lactic Acid — allowed w/annotation

Lecithin — allowed ‘
Potassium acid tartrate — allowed

Tartaric acid — allowed

Agar-agar — allowed

Ammonium bicarbonate — allowed w/annotation
Ammonium carbonate — allowed w/annotation
Bentonite — allowed

Calcium carbonate — allowed

Calcium chloride — allowed

Calcium citrate — allowed

Calcium hydroxide — allowed

Calcium stearate — prohibited

Carbon dioxide — allowed

Beta carotene — allowed

Ferrous sulfate — allowed

Glucono delta-lactone — allowed

Gums — allowed w/annotation

Hydrogen peroxide — allowed

Magnesium carbonate — allowed w/annotation
Magnesium chloride ~ allowed w/annotation
Magnesium stearate — allowed w/annotation
Nitrogen — allowed w/annotation

Nitrous oxide — currently petitioned

Ozone — allowed

Pectins — allowed
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Potassium carbonate — allowed

Potassium citrate — allowed

Potassium hydroxide — allowed w/annotation
Potassium iodide — allowed w/annotation
Sodium citrate — allowed

Vitamins — allowed w/annotation

Carnuba Wax — allowed

The production of wine labeled as “organic” and “made with organic” represents a
sector affected by several CFR’s. It is included in this guidance document because the
NOP and NOSB have received several petitions regarding materials used in the
production and handling of organic wine. Many of these materials do not appear in 21
CFR, consequently the NOSB offers the Jollowing recommendation for materials
included in 27 CFR part 24 (wine) section 246 (materials authorized for treatment).

The NOSB Processing Taskforce recommends that all nonagricultural (nonorganic)
substances that are classified 27 CFR part 24 (Wine) section 246 (Materials authorized
for treatment) be subject to the National List Material Review Process.

Section 24.246 CFR 27 Wine Materials authorized for treatment
Examples of materials reviewed by NOSB:
Gums - allowed w/annotations

Activated Carbon — allowed w/annotations
Albumen - currently petitioned

Bentonite — allowed

Kaolin — allowed

Ammonium phosphate — prohibited
Ascorbic acid — allowed w/annotation
Calcium Carbonate — allowed

Calcium Sulfate — allowed

Carbon dioxide — allowed

Citric Acid — allowed

Enzymes — allowed w/annotation

Ferrous sulfate — allowed

Gelatin — allowed

Isinglass — allowed

Lactic acid — allowed

Nitrogen - allowed

Oxygen — allowed

Potassium Carbonate — allowed

Potassium citrate — allowed

Sorbic acid — prohibited

Sulfur dioxide — allowed w/annotation
Tartaric acid — allowed

Yeast — allowed
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The NOSB Processing Taskforce recommends that all nonagricultural (nonorganic)
substances that are classified as indirect food additives (21 CFR 174 through 178 &
186) are exempt from the National List Material Review Process.

21 CFR 174 Indirect food additives: General

21 CFR 175 Indirect food additives: Adhesives and components of coatings

21 CFR 176 Indirect food additives: Paper and paperboard components

21 CFR 177 Indirect food additives: Polymers

21 CFR 178 Indirect food additives: Adjuvants, production aids, and sanitizers
2] CFR 179 Indirect food additives: Affirmed as generally recognized as safe

Indirect food additives are substances for which their primary intended use is in food
packaging. The NOSB does not recommend that substances that have indirect food
contact be subject to material review. This is validated by OFPA and NOP rule:

OFPA Sec. 211 6510 Handling- For a handling operation to be certified under this title,
each person on such handling operation shall not, with respect to any agricultural product

covered by this title
(a)(5) use any packaging materials, storage containers or bins that contain synthetic

fungicides, preservatives, or fumigants.

NOP — Sec. 205.272 Comminglihg and contact with prohibited substance prevention
practice standard.

(b) The following are prohibited for use in handling........ (1) Packaging materials, and
storage containers, or bins that contain a synthetic fungicides, preservatives, or

fumigants.

Finally, the task force would like to address indirect food additives used as sanitizers for
food contact surfaces.- Historically, the NOSB has reviewed at least one sanitizer
(chlorine), and issued an annotation pertaining to its use on food contact surfaces, as

shown below:

§ 205.605(9) Chlorine materials - disinfecting and sanitizing food contact surfaces,
Except, That, residual chlorine levels in the water shall not exceed the maximum residual
disinfectant limit under the Safe Drinking Water Act.

(1) Calcium hypochlorite

(11) Chlorine dioxide

(111) Sodium hypochlorite

The NOSB Processing Taskforce recommends that the annotation referencing the
use of chlorine on food contact surfaces is beyond the scope of NOSB review. The
use of chlorine in water used as an ingredient, however, is within the scope, and is
subject to the National List review process. Therefore, the taskforce recommends
that the words, “disinfecting and sanitizing food contact surfaces, Except, That,” be
deleted from the annotation.
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Rationale: As stated above, indirect additives, including surface sanitizers should not
require National List approval before they can be used to remove pathogens from
surfaces that may contact organic food products. First, Congress distinguished between
"ingredients" and food-contact materials in Section 6510 of the OFPA and chose to treat

them differently. "Ingredients" are subject to National List review (Sec. 6510(4)); food

packaging materials are not (Sec. 6510(5), (6).)

Second, Section 6512 states that all production or handling practices that are not
prohibited or restricted under the OFPA are permitted. OFPA does not address the use of
sanitizing solutions; accordingly, the practice of applying sanitizing solutions for food
safety purposes is permitted.

Third, Section 6519(f) states that the OFPA does not alter the authorities of USDA under
the meat or poultry inspection acts or FDA under the FD&C Act. The FMIA, PPIA and
FD&C Act, as well as the Model Food Code, all prohibit the adulteration of food and
require the use of basic sanitation practices.

The Model Food Code requires food-contact surfaces and utensils to be sanitized before
use in contact with food and after cleaning. (The Food Code distinguishes between
cleaning, which is intended to remove particulate matter, and sanitizing, which is
intended to "destroy organisms of public health importance.") Specifically, after being
cleaned, equipment food-contact surfaces and utensils must be sanitized in a specified
manner, such as by chemical, manual or mechanical operations, including the application
of sanitizing chemicals by immersion, manual swabbing, brushing or pressure spraying
methods for a minimum period of time, followed by draining of the solution and air

drying.

The use of cleansers and sanitizers is regulated by the Model Food Code and Good
Manufacturing Practices (GMPs). As such, prevention of contact with organic products
must be adhered to by following GMPs, such as rinses and/or products purges, as
-described in an operation’s Organic Handling Plan and verified by certification.

In conclusion, the NOSB Processing Taskforce does not interpret the OFPA as requiring
sanitizers to be listed on the National List before they may be used to sanitize food
contact surfaces that may contact organic products. Steps must be taken, however,
following GMPs and Model Food Code requirements, to prevent contamination of
organic products, and these steps must be verified through the Organic Handling Plan and
certification process.

Processing Taskforce Addendum 10.19.02

On October 15, 2002 new FDA regulation was implemented concerning food contact
substances. This may impact the use of secondary direct food additives (21 CFR 173) in
the organic industry and consequently the current recommendation of this taskforce. For
example, materials currently considered secondary direct food additives could be
recognized as food contact substances, which would impact the NOSB’s authority to
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review these materials. The taskforce recognizes this new regulation. However, the
taskforce will further research this regulation and determine its relevance to the
processing taskforce recommendation. The following language represents pertinent

findings to date.

Section 409(h)(6) of the FFDCA (21 U.S.C. 348(h)(6)) defines a food contact substance
as "any substance intended for use as a component of materials used in manufacturing,
packing, packaging, transporting, or holding food if such use is not intended to have any
technical effect in such food." The premarket notification process for food contact
substances in section 409(h) of the FFDCA is the primary method by which the Food and
Drug Administration (FDA) authorizes the use of food additives that are food contact

substances.
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| #For use in demineralizing sugar solutions The ion-exchange resin must comply
| | prior to recrystallization, and to sofien water i with all the applicable specifications
jf‘for food and beverage production. \|prescribed in 21 CFR 173.25(b).
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