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Purple Corn Extract: NDI Apphcatmn
Submitted by Rainforest Botanicals LCC,

August 31, 2005
To:

Division of Standards and Labeling Regulations

Office of Nutritional Products, Labeling, and Dietary Supplements (HFS-
820)

Center for Food Safety and Applied Nutrition

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD, 20740-3835 -

Telephone Number: (301) 436-2371

Submitted by:

Juan Ferreira

Rainforest Botanicals LLC
P. O. Box 770065

Miami, FL. 33177

Ph: 305-235-9880

E-mail: jferreira@rainforestbotanicals.com

Dear Sir/Madam:

The information provided in the following application shows the basis on
which there is reason to conclude that the product “purple corn extract”
(herein, the same product known as Purple X@’)may be reasonably expected
to be safe when used according to label directions.

Apart from web links, attached are copies of all the referenced material
including a report on the acute oral toxicity of the product. =~
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;Aan Ferreira

Product Name:

Purple corn extract (Purple X®)

S‘iyrely, (—\3

Product Distributor:

Rainforest Botanicals LLC (formerly Ashaninka Imports, Inc.)
P. O. Box 770065

Miami, FL, 33177

Ph: 305-235-9880

jferreira@rainforestbotanicals.com

Preduct Manufacturer:

Laboratorios Fitofarma E.1R.L., Av. Nicolas Arriola 2844, San Luis, Lima,
Peru. Web site: http://www.laboratoriosfitofarma.com. |

Food Use of Purple Corn (Zea mays L.)

Purple corn has been traditionally consumed in Perul for perhaps centuries,
since it was apparently used by the Incan civilization.2 Although purple corn
extract (Purple X®) represents a new dietary ingredient in the United States,
it is well known that corn chips made from purple corn have been widely
consumed in the United States, Canada, and other countries, and evidence
suggests that their consumption is increasing. In the past year, exports of
purple corn from Peru have increased 36%.NR3 Peruvian purple corn
kernels are sold in the U.S. and internationally as a raw food,3 in the form of
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flour, as the main ingredient of a dessert, and for preparing “chicha
morada”,4,5 a traditional beverage drunk in Peru for many generations.1

Product Description

Purple corn extract (Purple X®) is a solvent (water-alcohol) extract of the
whole cobs (without the leaves) of a naturally pigmented type of Zea mays
L. from Peru known by the vernacular, “maiz morado” or purple corn. The
form of the extract is a water-soluble powder standardized to contain
proanthocyanidins (procyanidoni¢ value of 12),6 approximately 6%
anthocyanins,7 and approximately 25% total phenolic compounds.8 The
taste of purple corn extract is neutral, the odor is characteristic, and the color
is a deep purple. The carrier for the extract is non-GMO maltodextrin.6

Laboratory tests9 show that purple corn extract contains the following
general components and characteristics:

Ash

Fat

Protein
Sodium
Carbohydrates

Calcium
Magnesium -
Manganese

Zinc

Copper _

pH

Moisture
Anthocyanins
Naturally occurring anthocyanins are largely responsible for the intense
color of purple corn. On a dry weight basis, their content in Peruvian purple

corn is comparable to that of blueberries.10 Individual anthocyanins
detected in purple corn cobs from Peru include C3G (cyanidin-3-glucoside,
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also known as 3-O-f3-D-glucoside or cyanidin-3-O-B-glucopyranoside),
peonidin-3-glucoside, and pelargonidin-3-glucoside.2 The most abundant
anthocyanin in purple corn is C3G,2,11 which is also the most abundant
anthocyanin in blackberry extract12 and blood oranges13 and is also found
in appreciable amounts in red wine.14

Purple Corn Extract (Purple X®) Manufacturing Process
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Suggested Dosage

The dietary supplement containing purple corn extract at a level of 250 mg
per capsule or tablet will be suggested to be taken two times per day.

Usage Recomniendations

Purple corn extract (Purple X®) is intended for use as a dietary supplement
or an ingredient thereof for the purpose of providing a dietary antioxidant.

As a precaution, purple corn extract is not intended for use by pregnant or

lactating women and a statement to that effect will be made in the product

labeling.

Evidence of Safety

A search for evidence of toxicity from “purple corn” and “purple corn
extract” was made in PubMed, TOXNET, EMBASE, and BIOSIS on July 9,
2005. No evidence of human or animal toxicity, mutagenicity or
cytotoxicity to healthy cells were found.

Heavy Metals, Pesticides, and Caffeine

Arsenic, cadmium, lead and mercury were not found in detectable amounts
in purple corn extract (Purple X®) and various pesticides were also not
present in detectable amounts. 16 Caffeine content of the extract was found
to be less than 0.4 mg/capsule and less than 0.1% (wt/wt, based on capsule
content weight).17

Acute Toxicity
No acute toxicity was found from purple corn extract (Purple X®) following
oral administration in four groups of five male albino rats at doses of

446.43-3571.43 mg/kg. Because no mortalities occurred, the oral LDs of
the extract in mice was estimated to be greater than 3571.43 mg/kg.18
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Conclusion

Evidence of toxicity from purple corn or purple corn extract (Purple X®) was
not found. From the long history of use of purple corn as a food, no
untoward effects are expected. At the dosage suggested for use of purple
corn extract as a dietary supplement or ingredient thereof, evidence from
animal tests, tests for heavy metals, pesticides, and caffeine levels indicate
that purple corn extract may be reasonably expected to be safe.

Contact for Queries:

Kenneth Jones
Armana Research, Inc.
#504-10163 Mercer Rd.
Halfmoon Bay, B.C.
Canada VON 1Y2

Ph: 604-885-4713

E-mail: armana@dccnet.com

Kenneth Jones (President)
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) PURPLE )

PURPLE CORN EXTRACT
The Color of Life!

Specification Sheet PURPLE-X Powder Extract

Country of Origin: Peru
Botanical name: ) Zea Mays
Family: Graminea
Variety: Purple

Common name:

Inca name:
Part used:
Form:

Activity:
Method:

Activity:
Method:
Activity:
Method:

Characteristics:

Mesh:

Bulk Density:

Color:
Odor:
Taste:
Solubility:
Moisture:
pH:
Solvent:

Carrier:

Purple corn, maiz mérado.
Moro sara, Kulli sara

Cob

Standardized Powder Extract

25% Total Phénols
Folin Ciocalteau by UV-Vis

6% Anthocyanins
uv-vis

Pmacyaniacnic Value 12
Uv-Vis

Fine powder

200 mesh
0.384gm/cc

Deep purple
Characteristic
Neutral

Soluble in water
Not more than 8%
34

Water-alcohol

Non GMO' Maltodextrine

PURPLE-X is a registered trademark. US Patent Disclosure # 531255

Distributed by Rainforest Botanicals LLC

Phone: 305 235 9880 Efax 702 973 7978 email: info@rainforestbotanicals.com



' Food, Beverages, and Dietary Sxmpi&mem
: ‘ Contract Laboratory Secvices

EUROFINS Cantimitied 1o Uncampramising Sciete and Custamer Suppor
SCIENTIFIC e

December 27, 2001

Juan Ferreira

Ashaninka Impoits

PO 770065

Miami FL. 33177.0065

ALPHA Job # 12211

Sample ldentification:
Alpha Sampie #  01-8176  Zeg Mays Dry Extract, Powder, Lot #ENS2
Date Received:  12-21-01, Time Recelved: 11:45 AM

ALPHA Method;

UV128: Anthogyanins as Anthocyaniding by Ulraviclet-Visible Specirophotornetry {UV-Vis)

Resulis: ‘

ALPHA Sample # Anthocyaring as Anthooyanidins
{Sowthwl]
: 91-8176 , 678

= Q16176 (D) 5.83

{L} = Duplicate ) ’

Chrigting Shaark Juies S

Chemist DHractor; Gﬁen’z %Mce@

-

fi

Alpha Leboratorivs Division
1365 Redwodd YWay » Potalumia, CA 94654
TOTI92.7300 « SDD&ZALPHA + FaxT07.753. 7408
www alphaighs com
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January 21, 2002

Juan Ferreira
Ashaninka imports
PO 770065

Miami FL. 33177-0065

Sample Identification:

e

Committed fo Uncompramising Science and mﬁwsuppm

ALPHA Job # 12386

Alpha Sample #. 018176  Zea Mays Dry Extract, Powder, Lot #ENS2
Date Receivee:  12-21-01, Time Received: 11:45 AM-

ALPHA Method:

AL128: Total Phenols as Gallic Asid ’%m-Ciocaiteu Hetrod)
by Uliraviolel - Visible Spectrophotormetry (LV-Vis)

Resulis:
ALPHA Sample & Fots! Phanols (Foln-Giocaiey)
(% i)
018176 265

Note: Test was run on water extract of sample.

ules Skamarack
- Direcior. Client Services

Aipha Labioratories Division

1365 Redwood Way + Petaluma, CA 94953

707.792.7300. v BO0S2ALPHA ¢ Fux TOV.T92.7305

o
a

s e
www. alphalabs.com M
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