1

3.

In fact, of the 40 ingredients in the “Organic” Infant Formula, more than a

2

quarter (11) are synthetic substances that are not allowed in organic products. See paragraph

3

40, infra (identifying the prohibited ingredients: sodium selenite, taurine, ascorbyl palmitate,

4

calcium pantothenate, choline bitartrate, cholecalciferol, beta-carotene, biotin, dl-alpha

5

tocopherol, inositol, phytonadione). Some of these ingredients are federally regulated as

6

hazardous compounds. At least one of these ingredients is irradiated. Finally, some have not

7

even been assessed as safe for human foods – much less for infant formulas. See paragraph 40,

8

infra.

9
10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26

4.

For example, the “Organic” Infant Formula contains sodium selenite (an

extremely hazardous and toxic synthetic compound), taurine (a synthetic additive that has been

27
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1

associated with negative brain and nervous system effects in animals), cholecalciferol (an

2

irradiated substance), and calcium pantothenate (a synthetic compound produced from

3

formaldehyde). See paragraph 40, infra.

4
5
6
7
8
9
10
11
12

5.

These ingredients in the “Organic” Infant Formula are prohibited from organic

13

formulas under both federal law, the Organic Food Production Act of 1990 (“OFPA”), 7 U.S.C.

14

§ 6501 et seq., and under California law, the California Organic Products Act of 2003

15

(“COPA”), Cal. Health & Safety Code § 110810, et seq.

16

6.

COPA states, in relevant part, that “no product shall be sold as organic . . .

17

unless it . . . consists entirely of products manufactured only from raw or processed agricultural

18

products except . . . nonagricultural substances . . . which are on the national list adopted by the

19

United States Secretary of agriculture pursuant to Section 6517 . . .” Cal. Health & Safety

20

Code § 110820(b).

21

7.

The National List specifies which nonagricultural ingredient may be added to

22

organic products. 7 U.S.C. § 6502(12); 7 U.S.C. § 6517. The List is highly specific, allowing

23

no leeway for interpretation. 7 U.S.C. § 6517(b) (“[T]he list . . . shall contain an itemization,

24

by specific use or application, of each synthetic substance permitted.”).

25
26

8.

The “national list adopted by the United States Secretary of agriculture pursuant

to Section 6517” is published as 7 C.F.R. § 205.605(b) and is attached as Exhibit 3.

27
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1
2

9.

The eleven ingredients in Honest’s infant formulas are all nonagricultural

substances. See paragraph 40, infra.

3

10.

None of the eleven ingredients in Honest’s infant formula appear on the

4

National List. Compare Exhibits 1, 2 (listing the ingredients in Honest’s infant formula) with

5

Exhibit 3 (the National List).

6
7

11.

COPA. Cal. Health & Safety Code § 110820(b).

8
9

Thus, Honest’s infant formula, which is falsely labeled as “organic,” violates

12.

Ingredients may be added to the National List only if the National Organic

Standards Board (“NOSB”) votes by a two-thirds majority to add the ingredient to the List.1

10

13.

However, when the NOSB was petitioned to add taurine, ascorbyl palmitate, and

11

beta-carotene to the National List, the Board denied the petitions, and specifically denied them

12

from organic infant formula. See paragraph 40, infra; Exhibit 4 (NOSB Formal

13

Recommendation denying taurine from being added to the National List for use in infant

14

formulas), Exhibit 5 (NOSB Formal Recommendation denying ascorbyl palmitate from being

15

added to the National List for use in infant formulas), Exhibit 6 (NOSB Formal

16

Recommendation denying beta-carotene from being added to the National List for use in infant

17

formulas).

18

14.

19

Cal. Health & Safety Code § 111910 permits “any person [to] bring an action in

superior court . . . [for] a temporary or permanent injunction restraining any person from

20
21
22
23
24
25
26
27

The OFPA does not permit any other person, program, or committee to amend the
National List. See 7 U.S.C. §§ 6517-6518.
Even if the NOSB votes to add the ingredient to the list, the ingredient is not permitted
in organic products until and unless the Secretary of the U.S. Department of Agriculture
consults with the Secretary of Health and Human Services and the Administrator of the
Environmental Protection Agency, the Secretary confirms that the substance meets the
requirements of 7 U.S.C. § 6517(c)(2), and the Secretary satisfies the notice-and-comment and
publication procedures under 7 U.S.C. § 6517(c)(1)(C). Unless all these requirements are
satisfied, the ingredient is not permitted by the National List, and cannot be added to a product
labeled as “organic.” See 7 U.S.C. §§ 6517-6518; Cal. Health & Safety Code § 110820(b); id.
§ 110811.
1
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1

violating any provision of” COPA. Because these nonagricultural substances are not on the

2

National List, they are not allowed in organic products under COPA. Cal. Health & Safety

3

Code § 110820(b). Plaintiff, the Organic Consumers Association, brings this action to stop

4

Honest from continuing to unlawfully label its infant formula as organic.

5
6

PARTIES
15.

The OCA is a national § 501(c)(3) organization based in Finland, Minnesota and

7

is the only organization in the United States focused exclusively on promoting the views and

8

interests of the nation’s millions of organic and socially responsible consumers. The OCA’s

9

network members include both businesses and individual consumers, and its mission includes

10
11
12
13

the preservation of strict organic standards.
16.

The OCA maintains a presence in California, including in Los Angeles County,

and by filing this Complaint, consents to this Court’s jurisdiction over it.
17.

The OCA was formed in 1998 in the wake of backlash by organic consumers

14

against the U.S. Department of Agriculture’s controversial proposed national regulations for

15

organic food. Through the OCA’s (Safeguard Organic Standards) Campaign, as well as the

16

work of its allies in other organizations, the organic community over the last eight years has

17

been able to mobilize hundreds of thousands of consumers to pressure the USDA and organic

18

companies to preserve strict organic standards.

19

18.

In its public education, network building, and mobilization activities, the OCA

20

works with a broad range of public interest organizations to challenge industrial agriculture,

21

corporate globalization, and inspire consumers to “Buy Local, Organic, and Fair Made.” The

22

OCA’s website, publications, research, and campaign staff provide an important service for

23

hundreds of thousands of consumers and community activists every month. Its media team

24

provides background information, interviews, and story ideas to television and radio producers

25

and journalists on a daily basis.

26
27

19.

Thus, the OCA’s focus is on representing the views and interests of consumers

seeking organic products by educating consumers on food safety, industrial agriculture, genetic
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1

engineering, corporate accountability, and environmental sustainability issues. The OCA uses

2

funds it raises to educate consumers, increasing their awareness and knowledge of the

3

agricultural production of organic foods, and to protect the environment by regenerating

4

organic and sustainable agriculture. The OCA also uses its funds and member base to pressure

5

food companies to adopt honest labeling practices, to the benefit of consumers.

6

20.

The OCA has worked diligently to promote truthful advertising and the accurate

7

labeling of consumer goods, including organic infant formulas. In addition to publishing a

8

number of articles that educate consumers about infant formulas, the OCA has participated in

9

the National Organic Standards Board process, submitting comments from its members in

10
11

opposition to the use of synthetic ingredients, including those used in organic infant formulas.
21.

Through its activities, the OCA has expended significant funds to ensure that

12

infant formula marketed as organic actually is organic, to educate consumers about the meaning

13

of “organic” as applied to infant formula, and to keep synthetic ingredients, like those in

14

Honest’s “Organic” Infant Formula, off the National List.

15
16
17

22.

As a result of Honest’s unfair business practices and COPA violations, the OCA

has suffered injury in fact and has lost money or property.
23.

The OCA brings this action on behalf of the general public, and on behalf of its

18

members who actively seek and wish to purchase organic products and are deceived by

19

Honest’s mislabeled “Organic” Infant Formula.

20

24.

Defendant The Honest Co. is a Delaware corporation with its principal place of

21

business in Santa Monica, California. Honest markets, sells, and distributes its products,

22

including the “Organic” Infant Formula, from California and throughout California.

23
24

JURISDICTION AND VENUE
25.

This Court has personal jurisdiction over the parties in this case. The OCA

25

maintains a presence in the District of Columbia and, by filing this Complaint, consents to this

26

Court having personal jurisdiction over it.

27
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1

26.

The Court has personal jurisdiction over the defendant because Honest is

2

headquartered and operates from this county and has purposefully directed its conduct to

3

California and availed itself of the benefits and protections of California law.

4
5
6

27.

This Court has subject matter jurisdiction over this action under Cal. Health &

Safety Code § 111910.
28.

Venue is proper in this Court and in this County pursuant to Code of Civil

7

Procedure § 395(a) because Honest is headquartered in this County. Moreover, substantial acts

8

in furtherance of the alleged improper conduct, including the dissemination of false “organic”

9

labeling and advertising, occurred within this County. Venue is appropriate also under the Los

10

Angeles County Superior Court Local Rules.

11

SUBSTANTIVE ALLEGATIONS

12

BACKGROUND

13

29.

American consumers increasingly and consciously seek out organic products.

14

Consumers value the “organic” label for a myriad of reasons, including perceived benefits of

15

avoiding disease, attaining health and wellness, helping the environment, assisting local

16

farmers, assisting factory workers who would otherwise be exposed to synthetic and hazardous

17

substances, and financially supporting the companies that share these values.

18
19
20
21
22
23

30.

In particular, Honest markets itself as a company that is honest. Regarding its

infant formulas, Honest describes its “Standards” on its website as being:
honestly committed to using only USDA certified organic and
non-GMO (genetically engineered) ingredients because the
healthiest foods are grown without toxic pesticides, antibiotics,
radiation-processing, hormones, insecticides, steroids, or genetic
modification. The more we demand and consume pure, healthy
ingredients, the more it will become the norm. Isn’t that what
families deserve?

24
25
26
27
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1
2
3
4
5
6
7
8
9
10
11
12
13

Honest Co. Website, Feeding Philosophy, available at
https://www.honest.com/feeding/philosophy (last visited February 18, 2016), and attached as
Exhibit 7.
31.

further with regard to its infant formulas, promising “radical transparency:”
With a name like The Honest Company, the obligation—and
expectation—to be transparent may not seem so radical. When it
comes to Honest Feeding, however, your right to know represents
a revolution in the marketplace. The integrity of our brand
compels us to change the status quo of secrecy in this category to
remain honestly accountable and radically transparent.

14
15
16
17
18

Not only does Honest recognize its obligation to be truthful, but it goes a step

Exhibit 7.
32.

Until approximately 2015, Honest’s products could be purchased only through

19

its website. The page from which consumers could purchase Honest’s “Organic” Infant

20

Formula further promised not only that the product was “organic,” but that it was “honestly

21

organic.” Exhibit 2. Honest further promised, “Our organic infant formula is carefully

22

modeled after breast milk, and meticulously blended using non-GMO (genetically engineered),

23

naturally-derived, organic and other high-quality ingredients, sourced from trusted organic

24

farms to help ensure pure, safe, and quality goodness,” and that it was “Honestly Free” of

25

“radiation processing.” Id.

26
27
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1

33.

The product labels repeat the online representations. On the front label of the

2

“Organic” Infant Formula, Honest promises the product is “ORGANIC” and is “[n]utritionally

3

complete using quality ingredients; [s]ourced from trusted organic farms.” Exhibit 1.

4

34.

5

Premium Organic Nutrition Our ingredients abide by the scrict
criteria of the USDA certified organic program to ensure high
quality sourcing.

6

Quality Matters We chose only high quality organic ingredients
and formulate without GMOs (genetically engineered
ingredients) and are Honestly Free of added growth hormones,
gluten, added clabors, added colors, and radiation processing.

7
8
9
10
11
12
13
14

Exhibit 1 at 2 (emphasis in original).
35.

Exhibit 2.
36.

19
20
21
22
23
24
25
26

All Honest’s label, website, and other advertising that claims the infant formula

is “organic” is unlawful under COPA. Cal. Health & Safety Code § 110815.
HONEST FALSELY REPRESENTS THAT ITS “ORGANIC”

16

18

All the product label representations are repeated and showcased on the

“Organic Infant Formula” product webpage, where consumers purchase the product. See

15

17

Like Honest’s online representations, the product labels further promise:

INFANT FORMULA IS ORGANIC
37.

Honest falsely represented that its “Organic” Infant Formula is organic by

prominently labeling the product packages as “ORGANIC” and repeatedly representing the
product as “ORGANIC” on its product page on Honest.com, from which Plaintiff and other
consumers purchase the product. Exhibits 1, 2.
38.

This representation is false. The products are not organic. In fact, the

“Organic” Infant Formula contains ingredients that COPA does not permit in organic products.
Exhibits 1, 2. Cal. Health & Safety Code § 110820(b); 7 U.S.C. § 6510, 6517; 7 C.F.R.
§ 205.605.
39.

Honest’s “Organic” Infant Formula is thus not “organic” under state and federal

law, and labeling it as such is unlawful under COPA.

27
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1
2
3

40.

Specifically, Honest’s “Organic” Infant Formulas contain the following

ingredients, all of which are not permitted in organic products:
a.

Sodium Selenite is a hazardous substance. See, e.g., 40 C.F.R. §§ 116.4,

4

302.4. The FDA allows it to be added to animal feed, 21 C.F.R. § 573.920, but it has never

5

been determined it to be safe to be added to foods for human consumption. Even at very low

6

doses, animal studies show it has negative effects on the respiratory, gastrointestinal,

7

cardiovascular, and metabolic systems, negatively impacts the liver, and has negative broad

8

systemic effects. It is not permitted to be added to products labeled as “organic.” 7 C.F.R.

9

§§ 205.105(c), 205.605 (the “National List”); Cal. Health & Safety Code § 110820.

10
11

Nonetheless, Honest has added sodium selenite to the “Organic” Infant Formula. Exhibits 1, 2.
b.

Taurine, a.k.a. 1, 2-aminoethanesulfonic acid, is not permitted in

12

products labeled as “organic.” 7 C.F.R. §§ 205.105(c), 205.605; Cal. Health & Safety Code

13

§ 110820(b). In fact, the National Organic Standards Board (“NOSB”) specifically rejected

14

applications to permit taurine to be added to organic products. See Exhibit 4. Even at very low

15

doses, animal studies show the ingredient negatively impacts the brain and nervous system,

16

metabolism, and cardiovascular system. Commercially available taurine is synthetically

17

produced by reacting ethylene oxide with aqueous sodium bisulfate, reacting aziridine with

18

sulfurous acid, or reacting monoethanolamine, sulfuric acid, and sodium sulfite. The FDA has

19

not affirmed taurine to be safe in foods. Nonetheless, Honest has added it to the “Organic”

20

Infant Formula. Exhibits 1, 2.

21

c.

Ascorbyl palmitate is a chemical preservative. 21 C.F.R. § 182.3149. It

22

is not permitted in organic products. 7 C.F.R. §§ 205.105(c), 205.605; Cal. Health & Safety

23

Code § 110820. Nonetheless, Honest adds ascorbyl palmitate to its so-called “Organic” Infant

24

Formula, despite the fact that the NOSB specifically rejected applications to permit ascorbyl

25

palmitate to be added to such products. See Exhibit 5. Ascorbyl palmitate is prepared by

26

condensing palmitoyl chloride and ascorbic acid in the presence of a dehydrochlorinating agent

27

such as pyridine. It can also be produced by esterifying ascorbic acid with sulfuric acid, and
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1

then with palmitic acid. Other patented processes use dimethylformamide, dimethyl sulfoxide,

2

or hydrogen fluoride instead of sulfuric acid.

3

d.

Calcium pantothenate is synthetically prepared from isobutyraldehyde,

4

a synthetic flavoring substance and toxic chemical, 21 C.F.R. § 184.1212, 40 C.F.R. § 372.65,

5

and formaldehyde, a hazardous substance, 40 C.F.R. § 116.4, via 1,1-dimethyl-2-hydroxy-

6

propionaldehyde and pantolactone, 21 C.F.R. § 184.1212. It is not allowed in organic products.

7

See 7 C.F.R. §§ 205.105(c), 205.605; Cal. Health & Safety Code § 110820. Nonetheless,

8

Honest has added it to the “Organic” Infant Formula. Exhibits 1, 2. Calcium pantothenate

9

(C18H32CaN2O10), represented graphically as follows:

10
11
12
13
14
15
16

Calcium pantothenate is not the same substance as vitamin B5 (C9H17NO5), represented
graphically as follows:

17
18
19
20
21
22
23
24
25
26

e.

Choline bitartrate is a synthetic substance produced by the reaction of

trimethylamine with ethylene oxide followed by treatment with tartaric acid. Trimethylamine
and tartaric acid are both hazardous substances. 40 C.F.R. § 116.4. Choline bitartrate is not the
same substance as choline, an ingredient permitted in organic non-milk-based infant formulas.
Choline bitartrate (C9H19NO7) is a synthetic variation of choline (C5H14NO), a nutrient
naturally found in grains, nuts, and beans. It is not allowed in organic foods. See 7 C.F.R.

27
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1

§§ 205.105(c), 205.605; Cal. Health & Safety Code § 110820. Nonetheless, Honest has added

2

it to its milk-based “Organic” Infant Formula. Exhibits 1, 2.

3

f.

Cholecalciferol is also a synthetic compound. 7 C.F.R. § 205.601.

4

Cholecalciferol can be produced from fish liver oils, but Honest’s labels do not indicate that

5

any ingredient was derived from seafood. The other method of production requires ultraviolet

6

irradiation of ergosterol isolated from yeast and related fungi and purified by crystallization, or

7

ultraviolet irradiation of 7-dehydrocholesterol produced from cholesterol. See 21 C.F.R.

8

§ 184.1950(a). Irradiated substances like cholecalciferol are not allowed in organic products.

9

See 7 C.F.R. § 205.105(f); Cal. Health & Safety Code § 110820. Nonetheless, Honest has

10

added it to its “Organic” Infant Formula. Exhibits 1, 2.

11

g.

Beta-carotene is not allowed in organic products. 7 C.F.R.

12

§§ 205.105(c), 205.605; Cal. Health & Safety Code § 110820. Nonetheless, Honest adds beta-

13

carotene to its so-called “Organic” Infant Formula, despite the fact that the NOSB specifically

14

rejected applications to permit beta-carotene to be added to such products. See Exhibit 6.

15

h.

Biotin, which is synthetically produced from fumaric acid, a hazardous

16

substance. Biotin is not permitted in milk-based organic infant formulas. 7 C.F.R. § 205.605;

17

21 C.F.R. § 107.100; Cal. Health & Safety Code § 110820. Nonetheless, Honest adds it to its

18

milk-based infant formula. Exhibit 1, 2.

19

i.

Dl-alpha tocopherol is not permitted in organic foods. It is synthetically

20

produced by condensing racemic isophytol with trimethyl hydroquinone. See 21 C.F.R.

21

§ 184.1890; 7 C.F.R. §§ 205.105(c), 205.605(b) (permitting tocopherols derived only from

22

rosemary extracts or vegetable oils); Cal. Health & Safety Code § 110820. Dl-alpha tocopherol

23

is a mixture of stereoisomers of 2,5,7,8-tetramethyl-2-(4′,8′,12′-trimethyl-tridecyl)-6-

24

chromanol. See 21 C.F.R. § 184.1890. The substance has approximately half the vitamin

25

activity of natural vitamin E. The FDA has limited the use of dl-alpha tocopherols “while the

26

agency concludes the general evaluation of all food uses of tocopherols,” 21 C.F.R.

27

§ 184.1890(c).
COMPLAINT FOR DECLARATORY AND INJUNCTIVE RELIEF FOR
VIOLATIONS OF CALIFORNIA’S ORGANIC PRODUCTS ACT OF 2003 - 12

1

j.

Inositol is prohibited from milk-based infant formulas, such as Honest’s

2

“Organic” Infant Formula. See 7 C.F.R. §§ 205.105(c), 205.605; 21 C.F.R. § 107.100; Cal.

3

Health & Safety Code § 110820. According to the USDA, nonsynthetic production methods of

4

inositol are not available on a commercial scale. It is produced by extracting phytic acid

5

(inositol-hexaphosphate) from plants such as corn or rice by soaking in a dilute acid solution,

6

such as hydrochloric acid or sulfuric acid, creating phytin (inositol-hexaphosphate salt). The

7

phytin is synthetically converted to inositol by hydrolysis with a strong sulfuric acid solution,

8

and then purified with a reagent like barium to remove the sulfuric acid, phosphoric acid, and

9

calcium or mangesium sulfate. Alternatively, it can be prepared from phytin using ammonium

10

salts such as ammonium sulfate, ammonium chloride, ammonium nitrate, ammonium acetate,

11

or ammonium phosphate for hydrolysis.

12

k.

Phytonadione is 2-methyl-3-phytyl-1, 4-naphthoquinone, synthetically

13

produced from 2-methyl-1,4-naphthoquinone and phytol, or from the partial syntheses from

14

menadione and phytol, using a pi-allylic nickel(I) complex. It is not permitted in organic

15

products. 7 C.F.R. §§ 205.105(c), 205.605; Cal. Health & Safety Code § 110820.

16

Phytonadione is not the same substance as phylloquinone, the nutrient (arguably) permitted in

17

organic infant formulas. See 21 C.F.R. § 107.100.

18
19
20
21

THE REPRESENTATIONS ARE UNLAWFUL
41.

Honest’s conduct deceived and/or was likely to deceive the public. Consumers

were deceived into believing that the “Organic” Infant Formula was organic, as labeled.
42.

It is a violation of the COPA to label as “organic” Honest’s Infant Formula –

22

which contains non-agricultural and synthetic ingredients that are not permitted in organic

23

products. 7 U.S.C. §§ 6510, 6517, 7 C.F.R. § 205.605 (the “National List”); Cal. Health &

24

Safety Code § 110820(b). Thus, Honest’s labeling and marketing of its infant formula

25

constitutes a violation of COPA. Cal. Health & Safety Code § 110890.

26
27
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CAUSE OF ACTION

1
2

(Violations of the California Organic Products Act of 2003
Relief Pursuant to California Health & Safety Code § 111910)

3
4

43.
§ 111910.

5
6

44.

9

45.

Section provides, in part:
any person may bring an action in superior court pursuant to this
section and the court shall have jurisdiction upon hearing and for
cause shown, to grant a temporary or permanent injunction
restraining any person from violating any provision of Article 7
(commencing with Section 110810) of Chapter 5.

11
12

14
15

Id. That Section further provides that actions for injunctive relief to remedy violations of
COPA are not subject to all of the same restrictions as other actions for injunctive relief.
Specifically,

16

the person shall not be required to allege facts necessary to show,
or tending to show, lack of adequate remedy at law, or to show,
or tending to show, irreparable damage or loss, or to show, or
tending to show, unique or special individual injury or damages.

17
18
19
20
21
22

Id.
46.

25
26
27

The OCA is thus entitled to both preliminary and permanent injunctive relief to

restrain Honest’s violations of COPA. Cal. Health & Safety Code § 111910(a).
Wherefore, the OCA prays for judgment against Honest, as set forth hereafter.
PRAYER FOR RELIEF

23
24

Cal. Health & Safety Code § 111910(a) provides for injunctive relief for any

violation of COPA and affords standing to “any person” to enforce such violations. That

10

13

Honest has violated and continues to violate the provisions of COPA, Cal.

Health & Safety Code § 110820, as described above.

7
8

The OCA is a “person” within the meaning of Cal. Health & Safety Code

WHEREFORE, the OCA demands judgment against Honest providing such relief as
follows:
A.

Pursuant to Cal. Health & Safety Code § 111910(a), an order preliminarily and

permanently enjoining Honest from selling its infant formula as “organic”;
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1
2

B.

to pay the OCA’s reasonable attorneys’ fees;

3
4
5
6

Pursuant to Cal. Health & Safety Code § 111910(b), an order requiring Honest

C.

Pursuant to Cal. Health & Safety Code § 111915, any civil penalties authorized;

D.

That the Court grant such other and further relief as may be just and proper.

and

JURY TRIAL DEMANDED

7

The OCA hereby demands a trial by jury on any issue so triable.

8

RESPECTFULLY SUBMITTED AND DATED this 4th day of April, 2016.

9

TERRELL MARSHALL LAW GROUP PLLC

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
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eCFR — Code of Federal Regulations

3/24/16, 9:23 PM

ELECTRONIC CODE OF FEDERAL REGULATIONS
e-CFR data is current as of March 23, 2016
Title 7 → Subtitle B → Chapter I → Subchapter M → Part 205 → Subpart G → §205.605
Title 7: Agriculture
PART 205—NATIONAL ORGANIC PROGRAM
Subpart G—Administrative
§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.
(a) Nonsynthetics allowed:
Acids (Alginic; Citric—produced by microbial fermentation of carbohydrate substances; and Lactic).
Agar-agar.
Animal enzymes—(Rennet—animals derived; Catalase—bovine liver; Animal lipase; Pancreatin; Pepsin; and Trypsin).
Attapulgite—as a processing aid in the handling of plant and animal oils.
Bentonite.
Calcium carbonate.
Calcium chloride.
Calcium sulfate—mined.
Carrageenan.
Dairy cultures.
Diatomaceous earth—food filtering aid only.
Egg white lysozyme (CAS # 9001-63-2)
Enzymes—must be derived from edible, nontoxic plants, nonpathogenic fungi, or nonpathogenic bacteria.
Flavors, nonsynthetic sources only and must not be produced using synthetic solvents and carrier systems or any
artificial preservative.
Gellan gum (CAS # 71010-52-1)—high-acyl form only.
Glucono delta-lactone—production by the oxidation of D-glucose with bromine water is prohibited.
Kaolin.
L-Malic acid (CAS # 97-67-6).
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=1&SID=3bd024b71261…0272d5530b7cddc&ty=HTML&h=L&mc=true&r=SECTION&n=se7.3.205_1605
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Magnesium sulfate, nonsynthetic sources only.
Microorganisms—any food grade bacteria, fungi, and other microorganism.
Nitrogen—oil-free grades.
Oxygen—oil-free grades.
Perlite—for use only as a filter aid in food processing.
Potassium chloride.
Potassium iodide.
Sodium bicarbonate.
Sodium carbonate.
Tartaric acid—made from grape wine.
Waxes—nonsynthetic (Carnauba wax; and Wood resin).
Yeast—When used as food or a fermentation agent in products labeled as “organic,” yeast must be organic if its end use
is for human consumption; nonorganic yeast may be used when organic yeast is not commercially available. Growth on
petrochemical substrate and sulfite waste liquor is prohibited. For smoked yeast, nonsynthetic smoke flavoring process must
be documented.
(b) Synthetics allowed:
Acidified sodium chlorite—Secondary direct antimicrobial food treatment and indirect food contact surface sanitizing.
Acidified with citric acid only.
Activated charcoal (CAS #s 7440-44-0; 64365-11-3)—only from vegetative sources; for use only as a filtering aid.
Alginates.
Ammonium bicarbonate—for use only as a leavening agent.
Ammonium carbonate—for use only as a leavening agent.
Ascorbic acid.
Calcium citrate.
Calcium hydroxide.
Calcium phosphates (monobasic, dibasic, and tribasic).
Carbon dioxide.
Cellulose—for use in regenerative casings, as an anti-caking agent (non-chlorine bleached) and filtering aid.
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 (Calcium hypochlorite; Chlorine
dioxide; and Sodium hypochlorite).
Cyclohexylamine (CAS # 108-91-8)—for use only as a boiler water additive for packaging sterilization.
Diethylaminoethanol (CAS # 100-37-8)—for use only as a boiler water additive for packaging sterilization.
Ethylene—allowed for postharvest ripening of tropical fruit and degreening of citrus.

http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=1&SID=3bd024b71261…0272d5530b7cddc&ty=HTML&h=L&mc=true&r=SECTION&n=se7.3.205_1605
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Ferrous sulfate—for iron enrichment or fortification of foods when required by regulation or recommended (independent
organization).
Glycerides (mono and di)—for use only in drum drying of food.
Glycerin—produced by hydrolysis of fats and oils.
Hydrogen peroxide.
Magnesium carbonate—for use only in agricultural products labeled “made with organic (specified ingredients or food
group(s)),” prohibited in agricultural products labeled “organic”.
Magnesium chloride—derived from sea water.
Magnesium stearate—for use only in agricultural products labeled “made with organic (specified ingredients or food
group(s)),” prohibited in agricultural products labeled “organic”.
Nutrient vitamins and minerals, in accordance with 21 CFR 104.20, Nutritional Quality Guidelines For Foods.
Octadecylamine (CAS # 124-30-1)—for use only as a boiler water additive for packaging sterilization.
Ozone.
Peracetic acid/Peroxyacetic acid (CAS # 79-21-0)—for use in wash and/or rinse water according to FDA limitations. For
use as a sanitizer on food contact surfaces.
Phosphoric acid—cleaning of food-contact surfaces and equipment only.
Potassium acid tartrate.
Potassium carbonate.
Potassium citrate.
Potassium hydroxide—prohibited for use in lye peeling of fruits and vegetables except when used for peeling peaches.
Potassium phosphate—for use only in agricultural products labeled “made with organic (specific ingredients or food
group(s)),” prohibited in agricultural products labeled “organic”.
Silicon dioxide—Permitted as a defoamer. Allowed for other uses when organic rice hulls are not commercially available.
Sodium acid pyrophosphate (CAS # 7758-16-9)—for use only as a leavening agent.
Sodium citrate.
Sodium hydroxide—prohibited for use in lye peeling of fruits and vegetables.
Sodium phosphates—for use only in dairy foods.
Sulfur dioxide—for use only in wine labeled “made with organic grapes,” Provided, That, total sulfite concentration does
not exceed 100 ppm.
Tetrasodium pyrophosphate (CAS # 7722-88-5)—for use only in meat analog products.
Tocopherols—derived from vegetable oil when rosemary extracts are not a suitable alternative.
Xanthan gum.
(c)-(z) [Reserved]
[68 FR 61993, Oct. 31, 2003, as amended as 68 FR 62217, Nov. 3, 2003; 71 FR 53302, Sept. 11, 2006; 72 FR 58473, Oct. 16,
2007; 73 FR 59481, Oct. 9, 2008; 75 FR 77524, Dec. 13, 2010; 77 FR 8092, Feb. 14, 2012; 77 FR 33298, June 6, 2012; 77 FR
45907, Aug. 2, 2012; 78 FR 31821, May 28, 2013; 78 FR 61161, Oct. 3, 2013]
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=1&SID=3bd024b71261…0272d5530b7cddc&ty=HTML&h=L&mc=true&r=SECTION&n=se7.3.205_1605
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Need assistance?
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Page 4 of 4

— EXHIBIT 4 —

 
# $ %
 # $ %
#


#!16(2012

# ###$!#205*605,-# #"#

#

!!'
 " !#
$#)

##

$###)
#!)
  #  

""

 ##""'$!" ##,.107+35+7-""'##









 

 $ "!  %#

$!"++"$!#' !""",  !#(2011("23262-








#

%) 



!"





ĞĚ) $!!


")EŽ͗ďƐƚĂŝŶ͗ďƐĞŶƚ͗ZĞĐƵƐĞ͗
15
0
0
0
0

3DJHUHYLVHGPD


 #  



 ##"#$!" ##,.107+35+7-#205*605,-










 $ "!  %#

 ##$""###'#&$"""'##"7#6517(#"
$""#!#!!""##' ##'&#!"$"#!$#$!* 
!""# !%# ##








#

 %)
!"






ĞĚ)!'%!

1
14
0
0
0
")EŽ͗ďƐƚĂŝŶ͗ďƐĞŶƚ͗ZĞĐƵƐĞ͗



3DJHUHYLVHGPD

National Organic Standards Board
Handling Subcommittee
Petitioned Material Proposal
Taurine
July 3, 2012
Summary of Proposed Action:
Taurine is a compound that is synthesized in the body from methionine and cysteine metabolism. While
not technically an amino acid it is more accurately classified as a B-amino sulfone. It is found in animal
protein such as seafood, beef and chicken and nearly absent from vegetarian foods. The synthetic form
has been petitioned for use in infant formula because insufficient taurine could result in subpar fat
digestion and absorption in infants.
Taurine is not required under the FDA in 21 CFR 104.20(d)(3), 107.100 or 107.10. Taurine can be made
or extracted from non-synthetic sources, although apparently available only in small amounts at this time.
Although essential for cats and thus added to cat pet food, taurine is considered a non-essential human
dietary supplement.
The Handling Sub-committee is not recommending addition of Taurine to the National List.

Evaluation Criteria
(Applicability noted for each category; Documentation attached)
(see “B” below)
1. Impact on Humans and Environment
 ܆N/A
2. Essential & Availability Criteria
N/A
3. Compatibility & Consistency
N/A
4. Commercial Supply is Fragile or Potentially Unavailable
N/A
as Organic (only for § 205.606)

Criteria Satisfied?
x ܆Yes

 ܆No

 ܆Yes

; No

܆

 ܆Yes

; No

܆

 ܆Yes

 ܆No

;

Substance Fails Criteria Category: [ 2] Comments:
This substance is not deemed essential by FDA regulations for fortification of infant formula
Proposed Annotation (if any):
Basis for annotation:  ܆To meet criteria above  ܆Other regulatory criteria  ܆Citation
Notes:
Recommended Committee Action & Vote, including classification recommendation (state
actual motion):
Classification Motion: Taurine (CAS# 107-35-7) as petitioned is synthetic.
Motion by: Jean Richardson
Seconded by: Joe Dickson
Yes: 4 No: 0 Absent: 3 Abstain: 0 Recuse: 0
Listing Motion: To add Taurine (CAS 107-35-7) to the National List 205.605 b for use in
infant formula only.
Handling:Taurine

Motion by:
Yes: 0 No: 4
Crops
Livestock
Handling
No restriction

Absent: 3
܆
܆
;
܆

Seconded by:
Abstain: 0 Recuse: 0

Agricultural
Non-synthetic
Synthetic
Commercial unavailable as
organic

܆
܆
;
܆

Allowed1
Prohibited2
Rejected3
Deferred4

܆
܆
;
܆

1

Substance voted to be added as “allowed” on National List to § 205. with Annotation (if any):
Substance to be added as “prohibited” on National List to § 205. with Annotation (if any):
Describe why a prohibited substance:
3
Substance was rejected by vote for amending National List to § 205. . Describe why material was rejected:
4
Substance was recommended to be deferred because
If follow-up needed, who will follow up:
2

Approved by Committee Chair to Transmit to NOSB
John Foster, Committee Chair July 3, 2012
NOSB Evaluation Criteria for Substances Added To the National List
Category 1. Adverse impacts on humans or the environment?
Question
1. Are there adverse effects on
environment from manufacture, use, or
disposal?
[§205.600 b.2]
2. Is there environmental contamination
during manufacture, use, misuse, or
disposal? [§6518 m.3]
3. Is the substance harmful to the
environment and biodiversity?
[§6517c(1)(A)(i);6517(c)(2)(A)i]
4. Does the substance contain List 1, 2
or 3 inerts? [§6517 c (1)(B)(ii);
205.601(m)2]
5. Is there potential for detrimental
chemical interaction with other
materials used?
[§6518 m.1]
6. Are there adverse biological and
chemical interactions in agroecosystem? [§6518 m.5]
7. Are there detrimental physiological
effects on soil organisms, crops, or
livestock? [§6518 m.5]
8. Is there a toxic or other adverse action
of the material or its breakdown
products?
Handling:Taurine

Yes

No
X

X

X
X

X

X

X

X

N/A1

Substance: Taurine

Documentation (TAP; petition;
regulatory agency; other)
Inasmuch as the TR addressed this
issue there does not appear to be
adverse environmental effects

[§6518 m.2]
9. Is there undesirable persistence or
concentration of the material or
breakdown products in environment?
[§6518 m.2]
10. Is there any harmful effect on human
health? [§6517 c (1)(A)(i); 6517
c(2)(A)i; §6518 m.4]
11. Is there an adverse effect on human
health as defined by applicable
Federal regulations? [205.600 b.3]
12. Is the substance GRAS when used
according to FDA’s good
manufacturing practices? [§205.600
b.5]
13. Does the substance contain residues
of heavy metals or other contaminants
in excess of FDA tolerances?
[§205.600 b.5]
1

X

X

None cited in TR

X

X

X

TR Line 290 “taurine is not listed as
GRAS..”

X

If the substance under review is for crops or livestock production, all of the questions from 205.600 (b) are N/A—not applicable.

Handling:Taurine

NOSB Evaluation Criteria for Substances Added To the National List
Category 2. Is the Substance Essential for Organic Production?
Question
1. Is the substance formulated or
manufactured by a chemical process?
[6502 (21)]

2. Is the substance formulated or
manufactured by a process that
chemically changes a substance
extracted from naturally occurring plant,
animal, or mineral, sources?
[6502 (21)]
3. Is the substance created by naturally
occurring biological processes? [6502
(21)]
4. Is there a natural source of the
substance? [§205.600 b.1]
5. Is there an organic substitute? [§205.600
b.1]
6. Is the substance essential for handling of
organically produced agricultural
products? [§205.600 b.6]
7. Is there a wholly natural substitute
product?
[§6517 c (1)(A)(ii)]
8. Is the substance used in handling, not
synthetic, but not organically produced?
[§6517 c (1)(B)(iii)]
9. Is there any alternative substances?
[§6518 m.6]
10. Is there another practice that would
make the substance unnecessary?
[§6518 m.6]
1

Yes

No

X

N/A1

Substance: Taurine

Documentation (TAP; petition;
regulatory agency; other)
There are non-synthetic ways to
manufacture taurine (TR lines 264268) much of the taurine used is
created by commercial chemical
processes (TR lines 262-263)

X

X

X

X
X

Taurine is extracted from natural
sources (TR 264-268) but only in
small quantities
Abundant in animal protein in food
sources, and in human breast milk.
Organic food

X
X

Human breast milk
X

X

Human breast milk

X

Breast feeding

If the substance under review is for crops or livestock production, all of the questions from 205.600 (b) are N/A—not applicable.

Handling:Taurine

NOSB Evaluation Criteria for Substances Added To the National List
Category 3. Is the substance compatible with organic production practices? Substance:
Taurine
Question

Yes

No

1. Is the substance compatible with
organic handling? [§205.600 b.2]

X

2. Is the substance consistent with
organic farming and handling? [§6517
c (1)(A)(iii); 6517 c (2)(A)(ii)]
3. Is the substance compatible with a
system of sustainable agriculture?
[§6518 m.7]
4. Is the nutritional quality of the food
maintained with the substance?
[§205.600 b.3]

X

5. Is the primary use as a preservative?
[§205.600 b.4]
6. Is the primary use to recreate or
improve flavors, colors, textures, or
nutritive values lost in processing
(except when required by law, e.g.,
vitamin D in milk)? [205.600 b.4]
7. Is the substance used in production,
and does it contain an active synthetic
ingredient in the following categories:

X

a. copper and sulfur compounds;
b. toxins derived from bacteria;
c. pheromones, soaps, horticultural
oils, fish emulsions, treated seed,
vitamins and minerals?
d. livestock parasiticides and
medicines?
e. production aids including netting,
tree wraps and seals, insect traps,
sticky barriers, row covers, and
equipment cleaners?
1

N/A1

Documentation (TAP; petition;
regulatory agency; other)
Because the substance could be
obtained from organic foods the
synthetic dietary supplement
fortification is not compatible with
organic handling

X

X

Taurine is a non-essential dietary
supplement (TR), lack of which “could
result in subpar fat digestion and
absorption by infants” (Petition, page
4, paragraph 4)

X

X

X
X

X
X

If the substance under review is for crops or livestock production, all of the questions from 205.600 (b) are N/A—not applicable.

Handling:Taurine

NOSB Evaluation Criteria for Substances Added To the National List
Category 4. Is the commercial supply of an agricultural substance as organic, fragile or
potentially unavailable? [§6610, 6518, 6519, 205.2, 205.105 (d), 205.600 (c) 205.2, 205.105
(d), 205.600 (c)] Substance: Taurine
Question
Yes No N/A1
Documentation (TAP; petition;
regulatory agency; other)
X
Provided, but not detailed.
1. Is the comparative description
provided as to why the non-organic
form of the material /substance is
necessary for use in organic
handling?
X
2. Does the current and historical
industry information, research, or
evidence provided explain how or
why the material /substance cannot
be obtained organically in the
appropriate form to fulfill an essential
function in a system of organic
handling?
X
3. Does the current and historical
industry information, research, or
evidence provided explain how or
why the material /substance cannot
be obtained organically in the
appropriate quality to fulfill an
essential function in a system of
organic handling?
X
4. Does the current and historical
industry information, research, or
evidence provided explain how or
why the material /substance cannot
be obtained organically in the
appropriate quantity to fulfill an
essential function in a system of
organic handling?
X
5. Does the industry information
provided on material / substance
non-availability as organic, include (
but not limited to) the following:
a. Regions of production (including
factors such as climate and
number of regions);
b. Number of suppliers and amount
produced;
c. Current and historical supplies
related to weather events such as
hurricanes, floods, and droughts
that may temporarily halt
production or destroy crops or
supplies;
Handling:Taurine

X
X

d. Trade-related issues such as
evidence of hoarding, war, trade
barriers, or civil unrest that may
temporarily restrict supplies; or
e. Are there other issues which may
present a challenge to a
consistent supply?
1

X

X

If the substance under review is for crops or livestock production, all of the questions from 205.600 (b) are N/A—not applicable.

Handling:Taurine
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National Organic Standards Board
Handling Subcommittee
Petitioned Material Proposal
Ascorbyl Palmitate
August 14, 2012
Summary of Proposed Action:
Ascorbyl palmitate (AP) is a synthetic ester of ascorbic acid and palmitic acid used in
infant formula as a preservative. FDA lists it as GRAS. Ascorbyl Palmitate has
antioxidant properties, but, as the TR states “ it remains inconclusive whether or not the
body actually utilizes ascorbic acid that is metabolized from AP”.
Ascorbyl palmitate has some advantages as a food preservative because it is fat
soluble and very slightly water soluble. AP synergistically improves the effectiveness of
other preservatives, such as tocopherols, to protect fats and oils from rancidity and
prevent rancid flavor. It is used in cosmetics, animal feeds and margarine to reduce
rancidity (Petition page 2). Synthetic AP is currently used in infant formula to stabilize
DHA and ARA edible oils. AP, DHA, and ARA are not required by FDA to be added to
infant formula.
Use of AP for stabilizing edible oils raises the issue of a lack of an established policy on
“other ingredients.” In December 2011 the NOSB approved use of DHA from Algal Oil
and ARA from Fungal Oil, and specifically did not approve all the “other ingredients”
(which included AP) for broad use in organic food. Approval was specific and explicitly
not precedent setting, applying only to the petitioned formulations of DHA and ARA.
Organic alternatives to Ascorbyl palmitate exist, especially rosemary extract and
tocopherols. Synthetic tocopherols are also an alternative on the National List if organic
rosemary extracts are not suitable. The Petition asserts that tocopherols are currently
used in infant formulas, but have limited function without AP. Another alternative is to
shorten shelf life date.
Agricultural organic alternatives to AP have not been evaluated for use in infant formula.
The TR states, “Other organic agricultural fat-soluble antioxidants which may be
potential alternative preservatives include, but are not limited to, alpha-tocopherol
(vitamin E), beta-carotene, alpha-lipoic and dihydrolipoic acids, and ubiquinone.
Like
ascorbyl palmitate, ubiquinone and dihydrolipoic acid can function as synergistic
antioxidants to regenerate tocopherols. No information was found to indicate whether
or not these other fat-soluble antioxidants have been tested as alternatives to ascorbyl
palmitate as preservatives in food or cosmetics, or are readily available for commercial
use in processed foods.”
According to the petitioner, certain organic alternative preservatives (carnosic acid from
rosemary extract) could have effects harmful to pregnant mothers and unknown side
effects in infants. No scientific data has been presented to show adverse effects or the

Handling:AscorbylPalmitate

relative degree of efficacy of using rosemary extract in infant formula. However, the
NOSB recommendation approving DHA Algal Oil and ARA Fungal Oil recognized that
rosemary extract was included in both materials. It must be noted that the Petition (page
7) states “for infant formula rosemary extracts are not a suitable option” and further
states that “rosemary extracts have not been tested and accepted for use in infant
formula” and it is “not prudent to use these substances in food for young infants”
(Petition, page 8).
As reported by the Journal of the European Food Safety Authority (June 2008), a study
in rats found no effect of rosemary extract on fetus development or on the ability of the
fetus to reach full term. However, this same scientific opinion states, “The toxicological
data on the rosemary extracts are insufficient to establish a numerical ADI [Acceptable
Daily Intake], because the toxicity data set does not provide reproductive toxicity studies
or a long term study. On the other hand, the existing data, including the absence of
effects in the 90-day studies on reproductive organs and lack of genotoxicity, do not
give reason for concern.”
Ascorbyl palmitate, as petitioned for use in “organic” infant formula, is not used to fortify
food or add nutritional value.
AP is not listed for use as a preservative in organic infant formula in European,
Canadian or Japanese standards. In European standards it appears that AP as vitamin
C is permitted in organic infant formula to the extent it is required by infant formula
directives on vitamins (although, as noted above, data is inconclusive on actual
potential absorption of ascorbic acid from AP).
According to the TR, AP does not have significant adverse impacts on the environment
or on human health, although it is noted in the Petition (page 5) that high levels of
ascorbic acid increase oxalic acid production and excretion with potential for oxalate
bladder stones.
Evaluation Criteria
(Applicability noted for each category; Documentation attached)
Criteria
Satisfied? (see “B” below)
1. Impact on Humans and Environment
x ܆Yes  ܆No
 ܆N/A
2. Essential & Availability Criteria
 ܆Yes x ܆No
 ܆N/A
3. Compatibility & Consistency
 ܆Yes x ܆No
 ܆N/A
4. Commercial Supply is Fragile or Potentially Unavailable  ܆Yes  ܆No
x܆
N/A as Organic (only for § 205.606)
Substance Fails Criteria Category: [2 &3 ] Comments:
Proposed Annotation (if any):

Handling:AscorbylPalmitate

Basis for annotation:  ܆To meet criteria above  ܆Other regulatory criteria ܆
Citation
Notes:
Recommended Committee Action & Vote, including classification recommendation
(state actual motion):
Classification Motion: Ascorbyl palmitate (CAS 137-66-6) is synthetic.
Motion by: Nick Maravell
Seconded by: Jean Richardson
Yes: 6 No: 0 Absent: 1 Abstain: 0 Recuse: 0
Listing Motion: To add Ascorbyl palmitate (CAS 137-66-6) to the National List sec
205.605(b) for use as a preservative in infant formula.
Motion by: Nick Maravell
Seconded by: Jean Richardson
Yes: 0 No: 6 Absent: 1 Abstain: 0 Recuse: 0
1
Agricultural
 ܆Allowed
܆
2
Non-synthetic
 ܆Prohibited
܆
3
Synthetic
x܆
 ܆Rejected
x܆
܆
4
Commercial unavailable as  ܆Deferred
܆
organic
1
Substance voted to be added as “allowed” on National List to § 205. with
Annotation (if any):
2
Substance to be added as “prohibited” on National List to § 205. with Annotation (if
any):
Describe why a prohibited substance:
3
Substance was rejected by vote for amending National List to § 205.605(b). Describe
why material was rejected: Ascorbyl palmitate (AP) is not required by FDA or other
regulation to be added to infant formula. Permitted alternatives exist, including fat
soluble ones, but none have been evaluated for use in infant processed foods.
Objections to organic rosemary abstract are not supported by scientific data. DHA and
ARA, already added to list, contain rosemary extracts. AP is a synthetic preservative
and should not be added to the National List under restriction of 205.600(b)(4).
4
Substance was recommended to be deferred because
If follow-up needed, who will follow up:
Approved by Committee Chair to Transmit to NOSB

Crops
Livestock
Handling
No restriction

܆
܆
x܆
܆
܆

[John Foster], Committee Chair

Handling:AscorbylPalmitate

8/14/12

NOSB Evaluation Criteria for Substances Added To the National List
Category 1. Adverse impacts on humans or the environment? Substance:
Ascorbyl palmitate
Question
1. Are there adverse effects on
environment from manufacture,
use, or disposal?
[§205.600 b.2]
2. Is there environmental
contamination during manufacture,
use, misuse, or disposal? [§6518
m.3]
3. Is the substance harmful to the
environment and biodiversity?
[§6517c(1)(A)(i);6517(c)(2)(A)i]
4. Does the substance contain List 1,
2 or 3 inerts? [§6517 c (1)(B)(ii);
205.601(m)2]
5. Is there potential for detrimental
chemical interaction with other
materials used?
[§6518 m.1]
6. Are there adverse biological and
chemical interactions in agroecosystem? [§6518 m.5]
7. Are there detrimental physiological
effects on soil organisms, crops, or
livestock? [§6518 m.5]
8. Is there a toxic or other adverse
action of the material or its
breakdown products?
[§6518 m.2]
9. Is there undesirable persistence or
concentration of the material or
breakdown products in
environment? [§6518 m.2]
10. Is there any harmful effect on
human health? [§6517 c (1)(A)(i);
6517 c(2)(A)i; §6518 m.4]

11. Is there an adverse effect on
human health as defined by

Handling:AscorbylPalmitate

Yes No N/A1
x

Documentation (TAP; petition;
regulatory agency; other)
TR

x

x

x

x

x

x

x

x

x

At high doses ascorbic acid
increases oxalic acid production
and excretion with potential for
oxalate bladder stones (Petition,
page 5)
x

applicable Federal regulations?
[205.600 b.3]
12. Is the substance GRAS when used x
according to FDA’s good
manufacturing practices?
[§205.600 b.5]
13. Does the substance contain
x
residues of heavy metals or other
contaminants in excess of FDA
tolerances? [§205.600 b.5]
1
If the substance under review is for crops or livestock production, all of the questions
from 205.600 (b) are N/A—not applicable.
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NOSB Evaluation Criteria for Substances Added To the National List
Category 2. Is the Substance Essential for Organic Production?
Ascorbyl palmitate
Question
1. Is the substance formulated or
manufactured by a chemical
process? [6502 (21)]
2. Is the substance formulated or
manufactured by a process that
chemically changes a substance
extracted from naturally occurring
plant, animal, or mineral, sources?
[6502 (21)]
3. Is the substance created by naturally
occurring biological processes?
[6502 (21)]
4. Is there a natural source of the
substance? [§205.600 b.1]
5. Is there an organic substitute?
[§205.600 b.1]
6. Is the substance essential for
handling of organically produced
agricultural products? [§205.600 b.6]
7. Is there a wholly natural substitute
product?
[§6517 c (1)(A)(ii)]

Yes No N/A1
x

x

Substance:

Documentation (TAP;
petition; regulatory agency;
other)
Petition; TR lines 227-234

Not the petitioned material.

x

x
x
x

x

8. Is the substance used in handling, not
synthetic, but not organically
produced?
[§6517 c (1)(B)(iii)]
9. Is there any alternative substances?
x
[§6518 m.6]

Shorter shelf life of product

Natural alternatives, such as
rosemary oil and extracts, for
addition to infant formula have
not been evaluated.
x

Tocopherols, derived from
vegetable oils, and “only when
rosemary extracts are not a
suitable alternative” TR lines
124-125
Breast feeding.

10. Is there another practice that would
x
make the substance unnecessary?
[§6518 m.6]
1
If the substance under review is for crops or livestock production, all of the questions
from 205.600 (b) are N/A—not applicable.
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NOSB Evaluation Criteria for Substances Added To the National List
Category 3. Is the substance compatible with organic production practices?
Substance: Ascorbyl palmitate
Question

Yes No N/A1

1. Is the substance compatible with

Documentation (TAP; petition;
regulatory agency; other)

x

organic handling? [§205.600 b.2]
2. Is the substance consistent with

x

organic farming and handling?
[§6517 c (1)(A)(iii); 6517 c (2)(A)(ii)]
3. Is the substance compatible with a
system of sustainable agriculture?
[§6518 m.7]
4. Is the nutritional quality of the food
maintained with the substance?
[§205.600 b.3]

5. Is the primary use as a

x

x

TR (lines 317-318) states AP
“is used as a preservative, which
includes the prevention of offflavors or bad odors during shelf
life of product”.
Petition and TR state; “The
primary function of ascorbyl
palmitate is as a preservative”
(TR line 301)
Primary use is to prevent
“development of off-flavors or bad
odors that would otherwise occur
over time” (TR line 303)

x

preservative? [§205.600 b.4]

6. Is the primary use to recreate or

improve flavors, colors, textures, or
nutritive values lost in processing
(except when required by law, e.g.,
vitamin D in milk)? [205.600 b.4]
7. Is the substance used in
production, and does it contain an
active synthetic ingredient in the
following categories:
a. copper and sulfur
compounds;
b. toxins derived from
bacteria;
c. pheromones, soaps,
horticultural oils, fish
emulsions, treated seed,
vitamins and minerals?
d. livestock parasiticides
and medicines?

Handling:AscorbylPalmitate

x

x

x
x

x

e. production aids including
x
netting, tree wraps and
seals, insect traps, sticky
barriers, row covers, and
equipment cleaners?
1
If the substance under review is for crops or livestock production, all of the questions
from 205.600 (b) are N/A—not applicable.
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NOSB Evaluation Criteria for Substances Added To the National List
Category 4. Is the commercial supply of an agricultural substance as organic,
fragile or potentially unavailable? [§6610, 6518, 6519, 205.2, 205.105 (d), 205.600
(c) 205.2, 205.105 (d), 205.600 (c)] Substance: Name Ascorbyl palmitate
Question
Yes No N/A1 Documentation (TAP; petition;
regulatory agency; other)
1. Is the comparative description
x
provided as to why the nonorganic form of the material
/substance is necessary for use in
organic handling?
2. Does the current and historical
x
industry information, research, or
evidence provided explain how or
why the material /substance
cannot be obtained organically in
the appropriate form to fulfill an
essential function in a system of
organic handling?
3. Does the current and historical
x
industry information, research, or
evidence provided explain how or
why the material /substance
cannot be obtained organically in
the appropriate quality to fulfill an
essential function in a system of
organic handling?
4. Does the current and historical
x
industry information, research, or
evidence provided explain how or
why the material /substance
cannot be obtained organically in
the appropriate quantity to fulfill
an essential function in a system
of organic handling?
5. Does the industry information
x
provided on material / substance
non-availability as organic, include
( but not limited to) the following:
a. Regions of production
(including factors such as
climate and number of
regions);
b. Number of suppliers and
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x

amount produced;
c. Current and historical supplies
x
related to weather events such
as hurricanes, floods, and
droughts that may temporarily
halt production or destroy
crops or supplies;
d. Trade-related issues such as
x
evidence of hoarding, war,
trade barriers, or civil unrest
that may temporarily restrict
supplies; or
e. Are there other issues which
x
may present a challenge to a
consistent supply?
1
If the substance under review is for crops or livestock production, all of the questions
from 205.600 (b) are N/A—not applicable.
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— EXHIBIT 6 —

Formal Recommendation
From: National Organic Standards Board (NOSB)
To: the National Organic Program (NOP)
Date:

October 17, 2012

Subject: Petition to add beta carotene to §205.605(b) for use in infant formula
Chair:

Barry Flamm

The NOSB hereby recommends to the NOP the following:
Rulemaking Action:

Petition Failed

Guidance Statement:
Other:
Statement of Recommendation: (Motion # 1)

Passed

Motion to classify Beta Carotene as petitioned as synthetic.

Rationale Supporting Recommendation (including consistency with OFPA and NOP):
Beta Carotene, as petitioned, is synthetic.







Committee Vote:
Moved: Tracy Favre
SecondĞĚ: Colehour Bondera
Yes:EŽ͗ďƐƚĂŝŶ͗ďƐĞŶƚ͗ZĞĐƵƐĞ͗
15
0
0
0
0
3DJHUHYLVHGPD

Statement of Recommendation: (Motion # 2)

Failed

Motion to add Beta-Carotene as petitioned to 205.605(b) for use in infant formula.

Rationale Supporting Recommendation (including consistency with OFPA and NOP):
Beta Carotene is not required for inclusion in infant formula, therefore the committee had
concerns regarding the addition of a synthetic material that is not absolutely necessary. Further,
the ingredient was petitioned for use as an anti-oxident, with the primary function of stabilizing
the lipids in the formula, and therefore acting as a preservative. This provided further
disincentive to list the synthetic.







Committee Vote:
Moved: Tracy Favre
SecondĞĚ: Harold Austin
1
14
0
0
0
Yes:EŽ͗ďƐƚĂŝŶ͗ďƐĞŶƚ͗ZĞĐƵƐĞ͗

3DJHUHYLVHGPD

National Organic Standards Board
Handling Subcommittee
Petitioned Material Proposal
Synthetic Beta-Carotene
August 7, 2012
Summary of Proposed Action:
1. Petitioned for inclusion on 205.605(b) synthetic, non-agricultural addition to “organic”
and “made with organic” ingredients
2. The synthetic version is what is being petitioned but there are natural versions of the
ingredient on the market. Commercial availability may be a limiting factor.
3. The petition mentions for use in infant formula as a nutritional supplement and to
prevent lipid components in the formula from going rancid (preservative) and as a
colorant.
4. Beta-Carotene is necessary for proper development of retinas, and acts as an antioxidant, and in some cases as preservative.
5. Is considered GRAS as a food additive for nutrition. As a food colorant, it is exempt
from certification (colors are not considered GRAS).
6. B-C can be manufactured from a variety of processes including wholly chemical,
from natural sources including fungi and algae, but these methods typically use toxic
solvents.
7. BASF is a key manufacturer of the ingredient
8. Commercially available manufacturing process utilizes toxic solvents and/or solvents
that pose environmental risk to aquatic species if released.
9. One method of manufacture uses relatively benign solvent made from soy and corn
feedstuffs.
10. Only one method from natural dehydrated carrots was discussed.
11. B-C is not required for inclusion in infant formula, therefore the committee had
concerns regarding the addition of a synthetic material that is not absolutely
necessary.

Evaluation Criteria
(Applicability noted for each category; Documentation attached)
Satisfied? (see “B” below)
1. Impact on Humans and Environment
No
 ܆N/A
2. Essential & Availability Criteria
No
 ܆N/A
3. Compatibility & Consistency
No
 ܆N/A
4. Commercial Supply is Fragile or Potentially Unavailable
No
 ܆N/A
as Organic (only for § 205.606)
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Criteria
X Yes

܆

X Yes

X

X Yes

܆

 ܆Yes

X

Substance Fails Criteria Category: [ ] Comments:
Proposed Annotation (if any):
Basis for annotation:  ܆To meet criteria above  ܆Other regulatory criteria ܆
Citation
Notes:
Recommended Committee Action & Vote, including classification recommendation
(state actual motion):
Classification Motion: Classify Beta-Carotene as petitioned as synthetic
Motion by: Tracy Favre
Seconded by: Harold Austin
Yes: # 5 No: # 0 Absent: #2 Abstain: # 0 Recuse: # 0
Listing Motion: Add Beta-Carotene as petitioned to 205.605(b) for use in infant
formula.
Motion by: Tracy Favre
Seconded by: Joe Dickson
Yes: # 0 No: # 5 Absent: # 2 Abstain: # 0 Recuse: # 0
Crops
Livestock
Handling
No restriction

܆
܆
X
܆

Agricultural
Non-synthetic
Synthetic
Commercial unavailable as
organic

܆
܆
܆
܆

Allowed1
Prohibited2
Rejected3
Deferred4

܆
܆
X
܆

1

Substance voted to be added as “allowed” on National List to § 205. with
Annotation (if any):

2

Substance to be added as “prohibited” on National List to § 205. with Annotation (if
any):

Describe why a prohibited substance:
3

Substance was rejected by vote for amending National List to § 205. . Describe
why material was rejected: The committee was reluctant to approve the addition of
a synthetic material that was not absolutely necessary.

4

Substance was recommended to be deferred because
If follow-up needed, who will follow up:

Approved by Committee Chair to Transmit to NOSB
John Foster, Committee Chair

Handling:BetaCarotene

August 7, 2012

NOSB Evaluation Criteria for Substances Added To the National List
Category 1. Adverse impacts on humans or the environment?
Substance: Synthetic Beta-Carotene
Question
1. Are there adverse effects on
environment from manufacture,
use, or disposal?
[§205.600 b.2]
2. Is there environmental
contamination during manufacture,
use, misuse, or disposal? [§6518
m.3]

3. Is the substance harmful to the
environment and biodiversity?
[§6517c(1)(A)(i);6517(c)(2)(A)i]
4. Does the substance contain List 1,
2 or 3 inerts? [§6517 c (1)(B)(ii);
205.601(m)2]
5. Is there potential for detrimental
chemical interaction with other
materials used?
[§6518 m.1]
6. Are there adverse biological and
chemical interactions in agroecosystem? [§6518 m.5]
7. Are there detrimental physiological
effects on soil organisms, crops, or
livestock? [§6518 m.5]
8. Is there a toxic or other adverse
action of the material or its
breakdown products?
[§6518 m.2]
9. Is there undesirable persistence or
concentration of the material or
breakdown products in
environment? [§6518 m.2]
10. Are there any harmful effects on
human health? [§6517 c (1)(A)(i);
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Yes No N/A1

X

X

X

X

X

X

Documentation (TAP; petition;
regulatory agency; other)
Potential exists for environmental
damage due to solvents used in
the extraction process, which are
toxic to aquatic life
The solvents used in the
manufacturing process are not
easily biodegraded and must be
properly recycled, leading to
potential for improper disposal or
spillage. Under proper recycling
there is no environmental
contamination.
Could be harmful should solvents
used in manufacturing be
improperly disposed of

X

Information not available

X

X

X

X

See comments above regarding
potential for environmental
contamination
See comments above regarding
potential for environmental
contamination

X

X

X

X

Some studies have linked betaCarotene with increases in lung

6517 c(2)(A)i; §6518 m.4]

cancer of smokers, but generally
the effects of the ingredient are
considered beneficial
See comments above

11. Is there an adverse effect on
X
X
human health as defined by
applicable Federal regulations?
[205.600 b.3]
12. Is the substance GRAS when used X
When considered as a nutritional
according to FDA’s good
additive, when as a colorant
manufacturing practices?
GRAS is not applicable
[§205.600 b.5]
13. Does the substance contain
X
X
The FDA has established residue
residues of heavy metals or other
limits for heavy metals but there
contaminants in excess of FDA
is no evidence that contamination
tolerances? [§205.600 b.5]
exists in the ingredient
1
If the substance under review is for crops or livestock production, all of the questions
from 205.600 (b) are N/A—not applicable.
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NOSB Evaluation Criteria for Substances Added To the National List
Category 2. Is the Substance Essential for Organic Production?
Substance: Synthetic Beta-Carotene
Question

Yes No N/A1

1. Is the substance formulated or
manufactured by a chemical
process? [6502 (21)]
2. Is the substance formulated or
manufactured by a process that
chemically changes a substance
extracted from naturally occurring
plant, animal, or mineral,
sources?
[6502 (21)]
3. Is the substance created by
naturally occurring biological
processes? [6502 (21)]
4. Is there a natural source of the
substance? [§205.600 b.1]

X

5. Is there an organic substitute?
[§205.600 b.1]

X

X

6. Is the substance essential for
handling of organically produced
agricultural products? [§205.600
b.6]

X

X

X

X

X

7. Is there a wholly natural substitute X
product?
[§6517 c (1)(A)(ii)]
8. Is the substance used in handling, X
not synthetic, but not organically
produced?
[§6517 c (1)(B)(iii)]
9. Is there any alternative
X
substances?
[§6518 m.6]
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X

X

Documentation (TAP; petition;
regulatory agency; other)
Per both the petition and TR, the
ingredient is considered
synthetically manufactured
The most common formulation of
the petitioned ingredient is wholly
synthetic and is manufactured
using a Confidential method,
however there are other methods
using solvent extraction from
naturally occurring sources
The petitioned material is Synthetic
Beta-Carotene
Beta-Carotene is widely available
in red, orange and yellow fruits and
vegetables, leafy greens, some
types of fungus and algae
Beta-Carotene can be extracted
from plants using environmentally
benign solvents from fermented
corn and soybean feedstocks, but
it is not clear whether this process
would be considered organic
As a nutritional additive, BetaCarotene has unique anti-oxidant
and preservative properties, but
the use as a color additive could
be replaced with alternatives such
as organic annatto.
Naturally derived Beta-Carotene is
an alternate source, although
commercial viability is an issue
Beta-Carotene may be produced
by extraction from some fungi and
algae using solvents
Organic annatto could be used as
a replacement for color additive,
but would not address the anti-

oxidant and preservative properties
of Beta-Carotene
10. Is there another practice that
X
would make the substance
unnecessary? [§6518 m.6]
1
If the substance under review is for crops or livestock production, all of the questions
from 205.600 (b) are N/A—not applicable.
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NOSB Evaluation Criteria for Substances Added To the National List
Category 3. Is the substance compatible with organic production practices?
Substance: Synthetic Beta-Carotene
Question

Yes No N/A1

1. Is the substance compatible with

X

organic handling? [§205.600 b.2]
2. Is the substance consistent with

organic farming and handling?
[§6517 c (1)(A)(iii); 6517 c
(2)(A)(ii)]
3. Is the substance compatible with a
system of sustainable agriculture?
[§6518 m.7]
4. Is the nutritional quality of the food
maintained with the substance?
[§205.600 b.3]
5. Is the primary use as a
preservative? [§205.600 b.4]

6. Is the primary use to recreate or

improve flavors, colors, textures,
or nutritive values lost in
processing (except when required
by law, e.g., vitamin D in milk)?
[205.600 b.4]
7. Is the substance used in
production, and does it contain an
active synthetic ingredient in the
following categories:
a. copper and sulfur compounds;
b. toxins derived from bacteria;
c. pheromones, soaps,
horticultural oils, fish
emulsions, treated seed,
vitamins and minerals?
d. livestock parasiticides and
medicines?
e. production aids including
netting, tree wraps and seals,
insect traps, sticky barriers,
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Documentation (TAP; petition;
regulatory agency; other)
Synthetic Beta-Carotene is wholly
synthetic manufactured from
chemical compounds

X

X

X

X

Beta-Carotene is used as a
nutritional substance as a
precursor to Vitamin A
Beta-Carotene is used as both a
preservative of lipids (in infant
formula, for instance) but also as
nutritional supplement
A use of Beta-Carotene is as a
coloring agent but the ingredient
has other uses as described
above

X

X

X

X
X

X
X

row covers, and equipment
cleaners?
1
If the substance under review is for crops or livestock production, all of the questions
from 205.600 (b) are N/A—not applicable.
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NOSB Evaluation Criteria for Substances Added To the National List
Category 4. Is the commercial supply of an agricultural substance as organic,
fragile or potentially unavailable? [§6610, 6518, 6519, 205.2, 205.105 (d), 205.600
(c) 205.2, 205.105 (d), 205.600 (c)] Substance: Name Synthetic Beta-Carotene
Question

Yes No N/A1

1. Is the comparative description

2.

3.

4.

5.

provided as to why the nonorganic form of the material
/substance is necessary for use in
organic handling?
Does the current and historical
industry information, research, or
evidence provided explain how or
why the material /substance
cannot be obtained organically in
the appropriate form to fulfill an
essential function in a system of
organic handling?
Does the current and historical
industry information, research, or
evidence provided explain how or
why the material /substance
cannot be obtained organically in
the appropriate quality to fulfill an
essential function in a system of
organic handling?
Does the current and historical
X
industry information, research, or
evidence provided explain how or
why the material /substance
cannot be obtained organically in
the appropriate quantity to fulfill
an essential function in a system
of organic handling?
Does the industry information
provided on material / substance
non-availability as organic, include
( but not limited to) the following:
a. Regions of production
(including factors such as
climate and number of
regions);
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X

Documentation (TAP; petition;
regulatory agency; other)
Neither the TR nor petition makes
it clear as to why synthetic BetaCarotene is necessary over
natural

X

X

There is some discussion that
there is only one naturally derived
substitute that is commercially
available.

X

b. Number of suppliers and
X
X
Two suppliers are mentioned but
amount produced;
no quantities are listed
c. Current and historical supplies
X
X
related to weather events such
as hurricanes, floods, and
droughts that may temporarily
halt production or destroy
crops or supplies;
d. Trade-related issues such as
X
X
evidence of hoarding, war,
trade barriers, or civil unrest
that may temporarily restrict
supplies; or
e. Are there other issues which
X
may present a challenge to a
consistent supply?
1
If the substance under review is for crops or livestock production, all of the questions
from 205.600 (b) are N/A—not applicable.
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— EXHIBIT 7 —

The Organic Consumers Association v. The Honest Co.
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The Organic Consumers Association v. The Honest Co.
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The Organic Consumers Association v. The Honest Co.
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The Organic Consumers Association v. The Honest Co.
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The Organic Consumers Association v. The Honest Co.
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The Organic Consumers Association v. The Honest Co.
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