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soon possible since it is past the 90-day date. Thank you for your assistance. 



DEPARTMENT OF HEALTH AM) HUMAN SERVICES Public Wealth Service 
Food and Drug Administration 
College Park, MD 20740 

Ms. Kimberly Hudson 
Co-Creations 
P.O. Box 91896 
Long Beach, California 90809 

Dear Ms. Hudson: 

This is to inform you that the notification, dated April 7,2003., that you submitted pursuant to 
21 U.S.C. 350b(a)(2)(section 413(a)(2) of the Federal Food, Drug, and Cosmetic Act (the Act) 
was tiled by the Food and Drug Administration (FDA) on April 10,2003. Your notification 
identified the substance “Bactris balanoidea” as the product that you intend to market as a new 
dietary ingredient in a powdered herbal tea form and in the “Bactris balanoidea herbal dietary 
supplement” form (pill). 

The description of the dietary supplement in the notification states that the ‘Bactris balanoidea 
herbal tea” should be prepared by boiling 1 to 3 tsp of powdered herbal tea in 24 oz of water. 
This volume should be reduced by half, filtered and consumed throughout the day. The 
notification further states that the “Bactris balanoidea herbal tea’%can be stored in a glass 
container and refrigerated for up to 45 hours. The notif$ation states that l-4 pills of the 
“Bactris balanoidea herbal dietary supplement” should be taken throughout the day. “For best 
results, chew and allow it to dissolve in the mouth. Take last dose at least two hours before 
bed.” 

Your notification fails to correctly identify the plant that is the subject of the notification. The 
notification apparently uses the name “Bactris balanoidea” to describe the spiny palm tree 
Bactris major Jacq. var. major which is the subject of the new dietary ingredient notification. 

Your submission does not include reprints or photostatic copies of references to published 
literature that you cite as a basis for your conclusion that a dietary supplement containing 
“Bactris balanoidea” will reasonably be expected to be safe, and does not include complete 
English translations of submitted information. These items should be included in a complete 
submission. 

The safety information submitted consists of three acute studies in which the test materials 
administered to small groups of mice or rats are not clearly identified. The relationship of 
these tested materials to the botanical preparations that are the subject of the notification is not 
stated; it is unclear how the information submitted relates quahtatively and quantitatively to the 
proposed dietary supplement. In addition, the notification includes several testimonials from 
physicians. The materials consumed by the patients are described variously as a “decoction of 
the roots” or “a solution made of the root” or “500 mg of the extract.” In none of these 
testimonials is the material consumed by the patients clearly described nor is its relationship to 
the proposed new dietary ingredient stated.” 
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For the reasons discussed above, the information in your submission does not provide an 
adequate basis to conclude that your new dietary ingredient, >when used under the conditions 
recommended or suggested in the labeling of your pro$uct, will reasonably be expected to be 
safe. Therefore, your product may be adulterated under 21 U.S.C. 342(f)(l)(B) as a dietary 
supplement that contains a new dietary ingredient for which !there is inadequate information to 
provide reasonable assurance that such an ingredient does not present a significant or 
unreasonable risk of illness or injury. Introduction of such a product into interstate commerce 
is prohibited under 21 U.S.C. 331(a) and (v). 

Your notification will be kept confidential for 90 days tier the filing date of April 10,2003. 
After the 90day date, the notification will be placed on public display at FDA’s Docket 
Management Branch in docket number 958-03 16. Prior to that date, you may wish to identify 
in writing specifically what information you believe is ,proprietary, trade secret or otherwise 
confidential for FDA’s consideration. 

If you have any questions concerning this matter, please contact Victoria Lutwak at 
(301) 436-2375. 

Sin*ours, 

Susan J. Walker, M.D. 
Acting Division Director 
Division of Dietary Supplement Programs 
Office of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 
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New Dietary Ingredient Notification 

(1) Co-Creations, PO Box 9 1896, Long Beach, CA 90809, Contact Kimberly Hudson 
(562) 438-9630 Phone (562) 438-1273 Fax or E-mail cocreations@charternet 

(2) The Latin name for this new dietary ingredient is Bach Balanoidea from 

Standely and Steyermark, Flora of Guatemala, (see Appendix 1,6 pages). Bactris 

BaEanoidea ‘s common name is “‘Biscoyol” in Spanish. Gluconat, Xaya-X, and 

Xaya-Y, are brand names not planned to be used in the US. 

(3) “‘Bactris Balanoidea Herbal Tea” contains 100% Bactris Balanoidea dried and 

ground into powder. The “3actrjs Balanoidea Herbal Dietary Supplement” in pill 

form contains 500 mg of Bactris Balanoidea (see Attachment A) Spanish and 

English translation. 

(i) The powder is planned to be packaged, in raw bulk form, as an herbal tea. The 

root of the single ingredient, Bactris Balanoidea is dried and ground into a 

powder. “Bactris Balanoidea Herbal Dietary Supplement” in pill form contains 
500 mg of Bactris Balanoidea. 

(ii) Conditions of use recommended on the labeling:. 

“Bactris Balanoidea Herbal Tea” Directions for BrewinK Boil 1 to 3 TSP of 

powder herbal tea in 2402 of water. Reduce by half and filter than drink 

throughout the day. Can be stored in a glass container and refrigerated for up to 

45 hours. 

‘“Bactris Balanoidea Herbal Dietary Supplement” in pill form Directions: Take 1 

to 4 pills orally throughout the day. For best results, chew and allow it to dissolve 

in the mouth. Take last dose at least two hours before bed. 
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Co-Creations make no claims of medicinal use. Currently there are no commonly 

known medicinal values. 

Our product directions suggest a maximum dose of 2 grams, which is 40% of 

5 grams found to be safe and non-toxic by doctors administering tea and pills 

to more than 300 volunteer since 1991 (see attachments). 

(4) History of use and studies. There have been many studies in the USA, Latin 

America and clinically observed history of use, in Latin America the Netherlands. 

Summary statements of the most relevant studies and observation are attached. 
In addition, there have been animal studies, in the USA, Guatemala, and Ghana. 

In all these studies the animals exhibited no signs of acute toxicity. 

More than 400 people have been drinking “Bactris Balanoidea Herbal Tea, from 
1991 to 1999, and most have switched to tak@g 500 mg “Bactris Balanoidea 

Herbal Dietary Supplement” in pill form (up to 5 grams), from 1999 to present. 

No studies or letters, reporting clinically observed history of use of Bactris 

Balanoidea, observed or reported adverse side effects or toxic conditions. The 

attached studies and statements conclude that Bactris Balanoidea is safe and non- 

toxic for humans in the oral dosages observed (up to 5 grams). Therefore, it is 

reasonable to expect that use of the herb, Bacfris Bahoidea, under 

conditions suggested by our products’ labeling (up to agrams), is safe and 

non-toxic. 
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Latin description of Bactris Balanoidea from Standley and 
Steyermark, Flora of Guatemala, 6 pages. 

Description of Supplement (in Spanish with English translations). 

Summary statement from Dr Louis Zetima Baldizon’s study, from 
199 1 to 1997, with more than 20 patients without reports of 
secondary effects or adverse reactions. (Spanish and English 
translation)., 2 pages 

Summary statement from Dr. Mynor R Villeda E’s clinically 
observed history of use, from 199 1‘ to 1999, with more than 300 
patients, finding Bactris Batanoidea to be non-toxic 

Summary statement from Peter .I. VanDerSchaar MD PhD Director 
International Biomedical Center, Leende Netherlands. He 
clinically observed history of use and encountered no adverse 
effects, from 1999 to present, with dosages of 500mg to 5 grams, 

(Spanish) Acute Toxicity Study on Mice by San Carlos University, 
Guatemala, 4 pages. 

(English translation) Acute Toxicity Study on Mice by San Carlos 
University, Guatemala, 4 pages. Discussion: “The aqueous extract 
of the roots of this plant could be safely used in humans without 
risk of toxicity.“(page 3 of 4) 

Toxicity Report by NAMSA of the USA, 6 pages 
Conclusion: “Under the conditions of the study, there was no 
mortality or significant evidence of toxicity observed in the rats.. . ” 
(page 3 of6) 

Summary statement from Dr. Mynor R Villeda E finding Bactris 
Balaanoidea to be non-toxic in clinically observed history of use, 
from 1999 to 2002, with more than 300 patients, with dosages of 
500 mg to 5 grams. 
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Appendix I 

From 5 TANUL EY AND 5 TEYERMARK: 
FLORA OF GUA TEMALA 

8 ym 0 FIELDIANA: BOTANY,VOLUME-24 

. 

‘. .’ G:?. BACTRIS Jacqnin 
Raforence: Burret, Re$i&.~~ji.. ‘Nti?.‘&: i67, 237, 241. 1934 (in- 

cluding Gudiekz Martius atid Pyenoglyphis Karsten). 
* Low or tall palms, abundantly armed with short or long spines, the sterna soii- 

tary or formilrg dense clumps or colonies, the stems or trunk annulate; leaves 
terminal or scattered along the upper pat: of the stem, equally or unequally pin- 
natisect; the sheath eiongaie, spiny: spathes 3, longerthan the spadix, cymbiform 
or fusiform; spadix simple or simply branched, insert&d among the leaves: flowers 
monoecioue in the same spaditi, sessile, the lowet ones ternate with the middle 
flower pistillate, or the sexss irregularly scattered; staminate caJyx annular, Urceo- 
late, or t-parted; stamens 6,9, or 13, included, the filqmenta subulate, the anthers 
linear, affixed by &he bifkl barn, erect; pistillate calyx vnrious, the corolla longer 
than.the calyx or of the same length, tridenticulate at the apex, the ataminodia 
free and dentiform, or united in a ring; ovary 3-celledi the 3 stigmas short, sessile, 
finally recurved: fruit ovoid, subglobose, 07 oblong, I-celled and l-seeded, theatig- 
mas terminal, the pericarp hard and almost ligneous of fleshy and juicy, the endo- 
carp osseous, 8-pored near the apex or above the middle; seed pendulous below the 
apex of the cell, the raphe reticulate, the endosperm uniform, corneous, the embryo 
opposite one of the pores. 

Ne.arly 200 species are known, distributed dmost throughout 
lropicnl America but mostly in South America. A few species are 
found in Mexicb, and more occur farther south in Central America. 
It is probable that others may be found in Guatemala, but they have 
not been collected. 

Many of the spccics arc more oll‘endvcly armed, wrh;lps, than 
any other Central American plants, and that is saying d great deal, 
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Appendix I 

From 5 TANDLEY AND 5 TE’YER+-UARKr 
FLORA OF&.IATEMALA 

FIG. 98. Radris bahnoidea. a, Apical, median, and lower portions of leaf 
( X ‘/a). b, Fruit, side view (X N). c, Fruit, ventral view (X x). cf, Entire leaf 
( X ~/MJ. e, Fruiting branch with spathe (X */s). 
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From 5 TANDLEY AND 5 TEYERM ARK: 
FLORA OF&A TEMALA 

STANDLEY AND STEYERMARR: FLORA OF GUATEMALA 211 

Bactris Gasfpaea HBK. Nov. Gen. & Sp. 1: 302, pl. 700. 1816. 
Guilielma Gasip~s L. H. Bailey, Gentes Herb. 2; 187.1930. G. z&is 
Oerst. Vid, Medd. Kjoebenhavn 1858: 46.‘1859. Pejibaye. 

Native from Costa Rica to Colombia, and perhaps southward to 
Peru; planted occasionally in Guatemala at low and middle eleva- 
tions; particularly in the North Coast, also in Escuintla and at 
Antigua. 

Trunk sometimes 8 meters hfgh or more: fruits either red or yehow at maturity. 
Apparently only a few plants of the pejibaye are in cultivation in 

Guatemala but in Costa Rica in certain regions they are abundant, 
both wild and cultivated. It is, however,’ unknown ,whether the 
apparently wild plants really are so, or only remnants of former 
plantations. In Costa Rica the palm is sometimes called “chonta,” 
a word of South American (Quechua?) origin. ltn that country the 
pejibaye is one of the most highly valued plants because of its abun- 
dant fruits, which are much sought in the markets during their brief 
season. When boiled, the flesh of the fruit is mealy and sweet, in 
flavor and consistency somewhat suggesting boiled chestnuts (Ccrs- 
&mea) or sweet potato- The very hard wood was used formerly by 
the Indians of Costa Rica for fashioning bows, arrow points, and 
other articles. Like other palms, this is an:ornamental one for culti- 
vation, the chief objection to it being the too great abundance of 
offensive spines on the .trunk, which makes’it unsuitable for planting. 
too close to dwellings. 

Bactris trichophylla Burret,. Repert., Sp. Nov. 32: 113. 1933; 
34: 214.1934. Gfiiscogol; Hwcogol. Figure 39. 

Moist or wet, thickets, often in wooded swamps, 900 meters or 
lower; Pet&; Alta Verapaz; Izabal. British Hondur~as, the type 
from Stnnn Creek. Valley, at 300 meters, W. A. Schipp S368. 

Plants rather large and as much as 8 meters high, eespitose and often forming 
dense clumps or thickets, the stems 3-6 em. in diameter; petioles 60 cm. long or 
more, furhrraceous-toment or glabrate, armed tbelow with slender but stiff, 
blackish spines 4-7 cm. long: leaf blades 1.5-Z meters long, the rachis densely 
spiny below; leafsegments about 25 on each aide, grouped, linear, mostly 30-60 cm. 
long and 2-4 cm. wide, acuminate, e-g-nerved, deep green above, somewhat paler 
beneath and pubescent; upper spathe 24 cm. long, narrow-acuminate, fuscous- 
leproae, not at all tomentose, armed with slerider spines &I6 mm. long: pedun&s 
about 11 cm. long, pale-tomentose, denselyspiny, the branched portion 16 cm. 
long, the branches about 40 and 8-12 cm. long, fuscous-furfuraceous; pistillate 
cdyx 3.6 mm. broad, with 3 very short, acute teeth, the corolla obscurely.&den- 
tate; ripe fruit depressedglobose, mammillate, 1.5 cm. high and broad, glabrous: 
fruiting perianth 1 cm. broad. . 
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Appendix I 

From S TAJVD& EY AND 5 TEYERMARK: 
FLORA OFiWA RFMALA 
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From 5 TAIVDEY AND STEYERMARK: 
FLORA OF6UATEMALA 

STANDLEY AND STEYERMARK: FLORA OF GUh 

This plant>and Bactris baZunoideu.are much aEke in the hL. 
have in common their most outstanding and offensive charach 
which commonly attract more attention than the difTerencea by 
which botanists distinguish them. 330th plants are known among 
the native people, who naturally do not distinguish the pIants, by 
the name “huiscoycil” or “gUiacoyo1,” a Wahuatl term signifying 
“spiny palm.” They are abundant in. the lowlands of Gq$emala. - 

.I - 

ho. 39. Bactria Iricirophylkr. a, Leaf (X */rd. b, ‘Portion of trunk with 
bruiting branch and spathe (X ‘/$. c, Fruit (X 9%:). 

Page 6 of 6 



Attachment A 

This page is confidential commercial infknation--request omissions form internet 

Description of Supplement in Spanish 

Formula Cuali-cuantitativa: 

Cada tableta contiene: 
Bactris Balanoidea . . , . . . . . . , 500 mg 
Lactosa . . . . . . . . . . . . . . . . . . .290 mg 
Pvpk30.. . . . . . . . . . . . . . . e1 48Omg 
Estearato de magnesio . . . . . . 20 mg 
Goma Laca (the coating) . . . . . IO mg 

Especificaciones del producto: 

Forma farmact$utica ......... 
Forma .................. 
Color .................... 
Olor .................... 
Diametro. ............... 
Dureza ................. 
Friabilidad ............... 
Peso ................... 
Contenido ............... 
Presentaci6r-r ............. 

Tableta 
Redonda 

Cafe moteado 
Hierba 
13 mm 
7-9 Kg Fuena 
menor delO.5% 
0.9 - 1 .I gr/tab 
Bactris Balanoidea; 450-500 mgltab 
Frasco plastico con 50 tabletas etiquetado 
(this forn the local market) 

English translation from Spanish above 

\ Each tablets contains: 
Bactris Balanoidea .................. ..SOOm g 
Lactose .................................. 290mg 
Pvp k-30.. .............................. .18Omg 
Magnesium estearato ................. 20mg 
Gum lac (the coating) ................. IOmg 

Specification of products 

Pharmaceutical forms ................ ..tablet s 
Shape ...................................... round 
Color ....................................... coffee speckled 
Smell ....................................... herbal 
Diameter ................................. .13mm 
Brittleness ................................. 7-9 Kg force 
Bitterness ................................. less than 0.5% 
Weight ..................................... 0.9 - 1.1 grltab 
Presentation ............................. labeled plastic and foil container with IO tablets 

(from the local market) 



Attothmetit 0 

Gzstimony by Dr. Luis Humburto Zetino Baldizon 
Regarding the toxicity of the product 
(see English translation on back page) 
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AWachment B 

7kms~ution into Eh$sh 

GUATEMALA, JULY 1999 

TO WHOM IT MAY CONCERN 

DR. LUIS ZETIMA BALDIZON 

I CONFIRM THAT I HAVE ADMINISTERED A DECOCTION MADE OF ROOTS OF 

THE PLANT Bulanoidea backs ON VOLUNTARY PATIENTS TAKTNG QUANTITIES 

VARYING FROM HALF A LITER PER DAY TO ONE AND A HALF LITERS PER DAY. 

MORE THAN 20 PATIENTS HAVE BEEN DRINKING THE SOLUTION FOR A PERIOD 

OF 6 YEARS OR MORE, SINCE 1991. 

THE PRODUCT HAS BEEN USED W ITH CLINICAL EFFECTIVENESS W ITHOUT 

REPORTS OF SECONDARY EFFECTS OR ADVERSE REACTIONS DURING THIS 

PROLONGED USE ALL THESE YEARS. 

FOR THIS REASON I CAN VERIFY THAT THE SOLUTION OF Balanuidea bactris HAS 
DEMONSTRATED THAT IT HAS NO TOXICITY WHILE BEING TAKEN ORALLY 
FOR LONG PERIODS OF TIME, AND IN OUR EXPERIENCE IT DOES NOT POSSESS 
ANY CHRONIC TOXICITY OF ANY KIND. 
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A ftachment C 

Tefimony regurdilg the toxicity of the product 
By Dr. Aynor R. l/illedo E 

July 15 of 1999 

To Whom it May Coacern: 

I, hereby confirm that we have been administering a solution made of the root of the 
tree, species Balanoidea bactris, by having ~ohm@er patients drinking quantities varying 
From half a liter a day to one and a half liters per day on a: continuing basis. More than 120 
patients have taken the solution on a daily basis for a p&iod of five years or more since 
199 I, The product has been used by more than 300 pajients with clinical efkctiveness. 
There have been no reports’of side effkcts or adverse reactions with long term utilization on 
a daily basis during that period of time. For *is reason, I can verify that the solution of 
Balanoidea bacttis has been shown to be non-toxic when ora@ administered over long 
periods of time and therefore, in our iqerieke does not possess chronic toxicity of any 
SOIt. 

*. 

bar 

Colqindo No. 7,564 



Attachment D 

Date: Fri, 28 Mar 2003 19:35:14 +OlOO (West-Europa (standaardtijd)) 
X-Mailer: IncrediMail2001 (185093 1) 
From “Peter J.VanDerSchaar” 
X-FID: BA285063-.5BCE-1 lD4-AFSD-OOSODAC67Ell 
X-FVER: 
X-FIT; 
X-FCOL: 
X-FCAT: 
x-FDIS: 
X-BG: <B~AO~~~B-~ABCI-~~~E-A~~~-~AB~SE~~O~BO~ 
X-BGT: repeat 
X-BGC: #eflW7 
X-BGPX: left 
X-BGPY: Opx 
X-ASN: ANlM3DOO-NONE-0000-0000-000000000000 
X-ASNF: 0 
X-ASH: ANIM3DOO-NONE-0000-0000-000~0000000 
X-ASHF: 1 
X-AN: 6486DDEO-3EFD-1 lD4-BA3D-005ODAC68030 
x-ANF: 0 
X-AP: 6486DDEO-3EFD-1 lD4-BA3D-0050DAC68030 
X-APF: 1 
X-AD: C3C52140-4147-1 lD4-BA3D-0050DAC68030 
X-ADF: 0 
X-AUTO: X-ASN,X-ASH,X-AN,X-AP,X-AD 
x-CNT: ; 

Subject: Re: Fwd: Testimonial 
STATEMENT 

Dear Mr. Kosowsky, 

I hereby testi@ that I have been using capsuIes of 500 mg of the Balanoides Bactris 
extract, for more than 4 years mainly for the purpose of Stabilizing serum glucose levels 
in diabetic patients , type 1 as well as type 2. However, I noticed that this product was 
also active in combating respiratory viral infections, if aqhninistered in higher doses, at 
the onset of symptoms. 

I never encountered any adverse effect, even with the higher doses. 

You are free to use this statement for any purpose you wish 

Sincerely 

Peter J. VanDerSchaar MD, PhD. Director International Biomedical Center, Leende, 
Netherlands 



Appendix 2 

. 

INFQRME DEL TAMIZAJE FITOQUIMICO DE LA 
RAIZ DE Sactris maJot-. var i edad 
major,MEDXANTE CROMATOGRAFIA EN CAPA 
FINA 

INFORMACION BOTANICA SOl3Rfi LA PLAN-I-A 

SXNCNIMW: BactrisaelanoideeOerst., Augustinea ba lanoidea Oerst . , 
Pyrenoglyphis balenoidea Karsten. 

NOM8RES CCMUNES EN GUATEUALA: giiiscayol, viscoyo7, huiScoyoi, 
pahuac. 

NOWRES OOYUUNES EN OTt?OS PAISES: hones (Be1 ice), maray&J (801 iVia), 
maraji (Brasil), 1at.a (Colombia), hufscoyol (Honduras, Nicaragua), 
Jahuacte (MBxico), caAa brava (PanamB), cubar;ro (Venezuela). 

FAMILXA: Arecaceae. 

CARACTERISTICAS BOTANICAS: 

Tallos en racimo, con frecuencia largos y densos, espinosos, de 1 
a 10 metros de alto y 2 a 6 cm. de dlbmetro.. Las hojas 3-10, son 
pinadas, esp+noSas; la vaina, peel010 y ‘raqu$s con muchas espinas 
coktas entremezcladas con espinas m&s largas, negres, de 11 om de 
large; hojuelas 24-48 par lado, ‘lineares, ordenedes regularmente, 
y esparcidas en el mismo plano (rara ver en forma de racimo). Las 
inflorescencias tienen ramas con flores (l-15-77, y 2-4 nun. de 
ancho ; bractea peduncular cubferta en forma difUS8 a moderade con 
espi nas negras, caf&s o amarillas de 2 cm. de lergo; f rutos 
irregularmente elipsoides a ampllamente obovoSdes, de 2.5 a 4.6 om. 
de largo y 1.3 a 3.5 cm. de di&netro, de color pbrpura-nearo, 
mesocarpo jugoso; el periantiodel fruto poseeun an3110 eSt8dnal. 

RANG0 Y HABITAT: 

Parte sur de Mejico (Chiapas, ‘Oaxaca, Tabasoo, Veracruz), Costa 
atlantica y pacffica de Centro America, y a lo largo de la parte 
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Appendix 2 

Analysus of the roots prepared by the 
Un,‘versiity of San Caros in &atemaJa 

2 

norte de Sur Amirica, este y norte de Los Andes, hasta el sur de 
Bol ivSa. pero no en Ecuador y pe.rb; sSempre cerca de aguas 
subterraneas. En Guatemala crece en matorrales secos a humedos, o 
en bosques, frecuentemente en terreno pantanoso, prfncipalnente a 
250 metros o menos, en El Pet&n, Izabal, Banta Rosa, Escuintla y 
Retal huleu, probablemente en la costa pacffica de 10s 
departamentos. 

uses : 
Los f rutos, que t ienen pul pa jugosa, son ut 5 1 izados comrfnmente como 
aliment0 o coma saborizante de bebidas. 

OTROS DATOS : 

Se divide en cuatro variedades (Henderson, 19941, aunque en algunos 
cases 10s Ifmites entre cada una de el las no stempre son claros: 
varfedad major, con inflorescencias que tienen (3-)5-IO{-17) ramas 
con flores, y frutos de 3.3-4.5 cm ‘de large y 2.3-3.5 om de 
di&netro. desde m&j 1 co, Centro AmWSca, norte de Colombia, , 
Venezuela, Trinidad, y las Guyanas. “Variedad megalocarpa, con 
inflorescencias con 11-17 ramas de flares y frutos de 1.5-2 cm de 
longdtud y 2; cm de dfametro, desde el noreste de Venezuela, 
Trinidad, las Guyanas, y el noreste de Brastl. Variedad infesta, 
con inflorescencias con (l-12-5 ramas de fl:ores y frutos de 2.5 a 
3 cm. de longitud y 7.3-2 cm de didmetro, desde Venezuela, las 
Guyanas, 8rasil y Bolivia. Varledad Soc?a7fs, con inflorescencias 
con 8-72 ramas de flores y frutos de 3.5-4 cm de large y 2-3 cm de 
dicirnetro, de Bolivia. 

Page 2 of 6 



Andysis of the roots prepared by the 
University of San cbrlos lit Guutetnah 

3 

RESULTADOS DEL -I=AM.TZAJE FLTOUUXM1:CO DE 
LA RAIZ DE Sactris major, var. major - 

INTRODUCCXDN 

En e? presente informe se describen 10s resultados de1 tamizaje 
fi toqufmico efectuado en la rafr de viscoyol , (Bactris major), 
medfante el metodo de cromatograffa en capa fina, utilizando coma 
fase estacionaria cromatoplacas de sflica gel WF-254 (Merck, 
Darmstadt). Se decidi6 utillzar este mdtodo. tomando en cuenta we 
de todos 10s muchos metodos cromatograficos disponibles en la 
actuelidad, Bste es e? m&s ampliamente utitixado para.el anllisis 
de plantas y productos fttoterap&uticos. Posei las ventajas de que 
el tiempo necesario para demostrar 10s constituyentes de la planta 
es relativamente corto, permite hack analisis semi-cuantftativos, 
proporciona la huella cromatogr&fica de la planta. lo cual’ 8s r5til 
.para evaluar la fdentidad .y pureza, asf ‘coma para detectar 
adul teraciones y susti tuciones, y ademds puede ser debidamente 
documen t.ada . 

RESU. TADDS : 
, 

Principios amargos 

Antraqulnonas 

Acei t&s vol&ti les 

Arbutina 

F? avonoides 

Cumar i nas 

Tani nos 

Compuestos fendlioos 

Terpenos 
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DISCUSION Y CONCLUSIONES 

En base a 10s resultados obtenidos, puede afirmarse que la raiz de 
Bactri’s major, variedad major, contiene 10s; siguientes metaboli tos 
secundarios: por lo menos 11 glicbsidos tlavonotdes, cantidades 
traza de taninos, cinco cumarinas (una de las cuales es no 
sustitufda) y compuestos fenblicos. 

Los flavonoides constituyen uno de 1,os Qrupos m&is numerosos y 
ampliamente distribuidos en las plantas, par lo que no es raro que 
se encuentren en la muestra evaluada. Es to’s compues tos son en su 
mayoria responsables de 10s colores amarililo y blanco de flares, 
hojas y frutos. Se caracterizan por su estructura constitufda pot- 
dos antllos arotiticos, llamados A y 8, enlazados a una unidad de 
tres carbonos que pueden o no formar<un tercer anillo, que en case 
de existir, es llamado C. Dichos ani 1 lps generalmente estan 
sustituidos par varios grupos hidroxilo, con lo cual se convierten 
en fenoles. L 

Los flavonoides se empJearon durante much0 tiempo coma colorantes 
de lana, y actualmente se usan en la conservacidn de grasas o jugos 
de frutas, debido a sus propiedades antioxidantes. Algunos se 
empl ean coma edul corantes , la rotenona coma insecticida, etc. Su 
accibn farmacolbgica es tatnbibn extensa y variada. ASS, pot- 
ejemplo, la rutina y BUS derivados actrfan contra la fragilidad 
capi 1 ar , 10s gl i cbsidos de api geni na se utilizan coma 
espasmolfticos, mientras que otros poseen accidn antihepatotbxica, 
antimicrobiana y fungi tbxica. 

Los tani nos son pal imeros f en6 1 i cos que f orman sol uci one5 
coloidales con el agua. Estan ampliamente distribuidos en plantas 
vasculares, sobre todo en las angiospermas, principalmente a nivel 
de corteza y rafz. Se oaracterizan por reaccionar con protefnas, 
formando polfmeros estables e insolubles con el agua. Desde el 
punto de vista industrial 10s taninos se utilizan para transformar 
la pie1 de animales en cuero. Tambi 6n se ha encont rado evidencia de 
su valor potential coma aQentes antineopl&icos. 

Las cumarinas son compuestos comrinmente presentes en las plantas, 
principalmente en las familias Umbeliferaceae y Rutaceae, pudiendo 
encontrarse en todas las partes de la planfa, desde la rafz a las 
flores y frutos, en donde se pueden hallar ya sea en forma libre o 
coma gl icbsidos. Su estructura qufmica deriva de1 sistema benzo- 
al f a-pi rona, el cual cant iene un ani 1 lo lactdnico hexagonal. 
Generalmente se encuentran formando fenoles. Hasta hoy se condce un 
Qran numero de cumarinas, con multiple& actividades, tales coma la 
accidn anticoagulante y antibacterial del‘ dicumarol, la acci6n 
antibi6tica de la novobiocina, la aguda hepatotoxicidad y 
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carcinogenicidad de les aflatoxinas derivadas de ciertos honeos, la 
actividad estrog6nica de1 cumestrol, la accidn fotosensi bi 1 izadora 
de f uranocumari nas coma el bergapteno y la xantotoxina. Cabe 
destacar tambi en las apl i caciones de las cumar i nas coma 
saborizantes y en perfumeria. 

Tomando en cuenta que tanto 10s flavonoides, tanfnos y cumarinas se 
caracterizan por contener en su estructura:ani??os fenblicos, es 
ldgico que se haya detectado la presencia de Bstos. 

Finalmente 10s terpenos constituyen un enorme rango de sustancias 
derivedas de plantas. Todos se basan en la mOldCUla de1 isopreno, 
y sus esqueletos carbonados se forman a traMs de la uni6n de dos 
o m&s de estas unidades. Varfan desde 10s constituyentes de aceites 
voltitiles -10s mono- y sesquiterpenos volbtfles- (Cl0 y C,$) hasta 
10s triterpenos no volatiles y’ esteroles (cSO) y pigmentos 
carotenoides (c,t), Cada una de las disti,ntas, c?ases de terpenos son 
importantes en el crecfmiento y metabolismo de la planta. y en la 
industria farmaceutica y de al fmentos poseen mu1 tiples 
apl icaciones. 

Licda. Beatriz’gugenia MedInilJa Aldana 
Jefa de1 Departamento de Farmacognasfa y Fitoquimica 

Escuela d8 Qufmica Farmaceutica 
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Report on toxicity 
By The Sun Carfos University in t5uatetnaia 

ACUTE.TO2UCJ’l-Y STUDY OF THE AQUEOUS EXTRACT OF’ THE 
ROOT OF 3akM.s BaZanoidea 

INTRODIJ CTION 

Acut.e toxicity is defined BY a harmli~l clfi:c:t t.J~t is ~,rotlllcecI in a short. period of I i~!lc 
and that resn1t.s from t.lle ex~~owrc: of ~:xpf:rirnentd nnimals (tiice rued rctis); lo ci 

singIf? or rc?pef:it.k chse of a substtu iflex. 

An I.1150 is defined LIH tl~r: calctllatc:d dnsc: of II sul.~stanci? which is cx;>ucted to cause 
the death of 50% .’ tui mnire ~ldfitid eq3crirrl&ntnl a.nilnal ~~op~latiio~. It is 
ctetsrminod frortl the exposure: to the sul~sta~tce by 4jny routs (otiwr thtm hhkliio~~ 

of a significant number from that pogul0liou 1~~. 

Plaut Mnl.crial: 

An nqucous extract WRS pregnred from the cw.r~c powder already grounclcd of the 
roots 13. balaru,i&cz in tk foUo&q~ way: 2.5. 5.0 arid 7.5 grams ol’thc powder were 
separately boi.lcd in 50 ruL of distilled water tu obtain cuncwtrations of (5, 10 nud 
13% of dric:d plnnt material per 100 mL ofwatcr = 5, 10 and 15% w/v). 
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Attachment E 

Toxicify Report by San Carlo5 University 
(continued) 

EXPERINtENTAL PROCEDURE 

Acute toxicity studies and the dctcrmlnntion of LDa were eGal?ated by oral and 
intra>eritoneal adminis+&iorz of’tbe aqueous extract of B. lmlanor&a. 

. . . : 

Oral Administratio&i ’ 

4 groups (3 treated add one control) consisting of 10’ animals each, were &died. 
Treated groups rec&ed a single dose (1000, 2000 y 3000 mgjKg*,‘:p:o.,‘respec~ely) 
of the aqueous extra+ of the roots of B, balanoidea Control ‘group was orally 
treated with distiIleqwater. 

*miligrams of plant material per animal weight in kilograms. i , . . , 
I ’ 

Intraperitoneal aclmirristraiion: 

4 groups (3 treated and one control} consisting of 10 an&ales each were studied. 
Treated groups received a single dose (lCO0, 15’00,ZOOO mg/Kg, i.p., respectively) of 
the aqueous extract of the roots of B. bdanoidea 
intraperitoneaIIy’ administered with physiological solution. 

Control group was 
. 

; 
‘I I 

Evalu+on~of acute, t++kity of the, aqueous extract 

_. ,This s&dy followed the rules established by OMS, OCDE y NIOSH for determination 
of LDso . Animals were housed under controlled . temperature (22 -t--3 * C) and 
humidity. Light-dark cicles were of 12 hours. This animals were supplied with food 
and water, ad-libitum . 

Animal observation for the determination of todcitjt signs was done after 60, 120 
minutes, 4, 6, 10, 24 hours of adminstration (p.0 and i.p.) of the aqueous extract. 

‘I Animals wilI be kept in observationuntil 14 days after treatment. 
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A #ochment E 

Toxicity Report by San Carfos University 
(continued) 

RESULTS 

Intra~eritoneal’admmMr~tion of the aqueous extract of,the plant (1000, 1500 y 
2000 m&/IQ) did net cause the death of any of the experimental animals. 

Doses of 1500 y 2QO0, mg/Kg, i.p. produced a ccntrd depresion in the expcrimenfnl 
animals one .hour. #ter: treatment, as compared with controia. This depresion 
decreased after two ‘hours. The dose of 1500 mg/Kg produced tremors and 
pi!oerection iu treated animals, s& hours after administration of the extract.. 

All animals treated &th doses of 1500 and 2000 mg/Kg, i.p. formed gruops during 
the evaluation period, in contrast to controls. 

None 02th~ animals showgd any toxic sign 14 days after treatment either orally or 
MraQeritoneaUy. 

DISCUSSION 

These results show that the aqueous extract of the roots of B. Gktnoidea is no toxic 
when orally or intraperitoneally administered in mice. 

The aqueous extract of the roots of this plant could, be safely used in humans 
without any risk of toxicity. 
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Attachment i=: 

T0~iciity Report by NAM~A 
Of The USA 

TA004400/S Lab No. 98T 14398 00 

The test article, Herbal Supplement, MMO41916, was extracted in physiologica} saline. This extract was evaluated 
for oral toxicity potential. A single dose of 10 mb’kg of ady weight was gavaged to IO ma. The animals welt daen 
obsewed for up to 14 dap for any signs of toxicity. 

Under the conditions of this study, there washo mortality or significant evidence oftoxicity observed in the rats. 
The test article extract would not be considered toxic at a dose of 10 mVkg by tie oral route iu the rat 

Study and Supervisory 
Personnel: 

Approved by: 

Approved byz 

Jessie L. Hartford 
Gregory L. Cox 
Jar& M. Case 
Jeremy D. Morelock BS 
Aaron ‘I: Skolmowski 
Nicholc L. Costello 
Greg W. Ruppert, BA 
Karen D. Coburn, ALAT 
Brooke A. Wilfiams, MS 
J. Matthew Buchanan, BS, MS 
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TAOO4-900/S 

Of The USA 
Lao NO. m 1 ‘9JTO “” 

INTRODUCTION 

The test article identified below was evaluated for ora1 toxicity baaed on the guidelines of the Federal Hazardous 
Substances Act (FHSA) Regulations, 16 CFR 1500, The purpose ofthe study was to determine the potential for 
systemic toxicity of the material following a single gavage in the rat. The teal arlicle was received on 
November 6,199s. Animals were dosed on November 16.1998, and the observations were concluded on 
November 30.1998. 

MATERlALS 

, The sample provided by the sponsor wzz idemificd and handled a~ follom: 

Test Article: Herbal Supplement 

ldmtification No: MM041916 

Storage Conditions: 

PrepazatiOn: 

Room temperature 

Based on a ratio of 4 g:tO ml, 8 g of tea article was covered with 40 ml of 0.9% 
saline. The test article was extmcted at l? 1°C for 1 hour. 

Sample Disposition: Any remaining sample was discarded. 

Condition of Test Extraa: Clear with dark brown tinr. 

YETHODS 

species: 
S& 
Source: 
Sex: 
Body Weight Range: 
Age: 
Acclimation Period: 
Number of Animals: 
Identification Methods 

Rat (Rartw mrvegic2fs) 
C&CD (SD) BR 
Charles River Laboratories 
Five male, five female 
209 grams to 223 grams prior to fasting 
No particular age was preacrii for this Tess 
Minimum 5 days 
Ten 
Ear punch 

Justification of Test Svstem: 

The rat has historically been used to atablii hazardous substance labeling data The oral route of dosing is 
selected as the strongest challenge for materials that could be accidemally ingested. 
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Animal Manaeement: 

Husbandry: Conditions conformed to Standard Opemting Procedures which are based on the “Guide for 
the Care and Use of Laboratory Animals.” 

Food: PROLAB@ R-M-H 1000 Rodent Diet was provided daily. Food was withheld 16-20 hours 
prior to dosing. 

Water: Fmly available. municipal (Toledo, OH) water was delivered through an automatic watering 
SpSll. 

Contaminants: Reasonably expected contaminants in feed or water supplies did not have the potential to 
influence the outcome of this te% 

Housing: Animals were housed in groups of up to five per sex in stainless s&e1 suspended caga 
identified by a card indicating the lab number, animal numbers, test code, sex, animal code 
and date dosed. 

Environmental: The rOOm temperature was monitored daily. The tempernature range for the rat was 64-79OF. 

The room humidity was monitored daily. The humidity range for the tat was 30-70%. 

Facility: 

Ti~~kiity Report by ~?A~SA 
OfThe USA 

Lab No. 98T iG98 00 

The light cycle was controlled using an automatic timer (12 hours light, 12 hours dark). 

NAi%lSA is an AAAi.AC International accredited facility and is registered with the United 
States Department of Agriculture. Additionally, NAMSA maintains an approved Animal 
Welfare Assurance on file with the National Institutes ofHealth, Offlce for Protection from 
Research Risk. 

Personnel: 

selectiofl: 

Associates involved were appropriately qualified and pained. 

Only healthy. previously unused animab were selected. 
_, 

Exnerimental Procedure: 

Each rat was weighed and the food was removed born each cage 16-20 hours prior to dosing. Bach rat was weighed 
and gavaged with the test article extract (via stainless steel blunt-tipped cannula) at a dose of 10 mllkg of body 
weight. The animalt were then returned to their cages and food was returned &er treatment. 

Animals were obsmed immediately after dosing, at 4 hours, and daily fw up.to 14 days for signs of illness or 
mortality. Body weights were recorded at dosing and at 14 days for survivors. Animals found doad during the 
study or those euthanatited (carbon dioxide inhalation) at tetmination of the study were subjected to a macroscopic 
examination of the viscera. 
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RESULTS 

Individual observations appear in Table I. 

Bodv Weieht: Body weight data wera acceptable. 

Mottalitv: No animals died during the 14 day study. 

fb~kity Report by NAMSA 
Of l-he USA 

lab No. 98-r 14398 00 

Clinical Observations: All animals appeared clinically normal throughout the study. 

Necrousy: There were no macroscopic changes in the viscera at nccropsy that could be attributed to the single oral 
dose. 

Results and conclusions apply only to the test article tested. No tktltcrevaluation of these results is made by 
NAMSA. Any extrapolation of these data to other samples is the responsibility of the sponsor. All procedures were 
conducted in conformance widt good laboratory practice and EN45001~Quality Standards m  Product &vices 
l/96). 

CONCLUSION 

Under the conditions of this study, the test article extract would not be consider+ toxic at a dose of 10 mlkg by the 
oral route in the rat 

RECORD STORAGE 

All taw data pcmining to this study and a copy of the final report are to be retained in designated NAMSA archive 
fik. 
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Attachment 6 
Dr. Mynor R Villeda E. 

la. Avenida 6-12, Zona 3, Cuidad de Guatemala, Guatemala C. A. 
Telefono: (502) 636 5448 - e-mail: myvitleda@yahoo.com 

TESTIMONIAL 

&atemala, 1” April, 2003 

I hereby confirm that I have been administrating an extract of the plant Balanoidea 
bactris, to treat various ailments ever since 199 1. 

The extract had been provided by Mr. Oved Kosovsky, who discovered the qualities 
of this plant, in the form of SOO-mg capsules. 

It was used by volunteers, more than 300 in number. 

There have been no reports of side effects or adverse reactions with long term 
utilization on a daily basis for doses of 500 mg per day up to 5 grams per day. 

(Please note: Retyped for clarity and easy of reading see original sign document 
attached). 
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