
DEPAR- OF HEALTH & HUMAN SERVICES Public Health Service 

Ms. Gladys Valencia 
. Director 

l HerbsForever, Inc. 
501 S. Harvard Boulevard, #2 
Los Angeles, California 90020 

Dearnds. valencia 

This is in response to your letter to the Food and Drug Administration (FDA), dated 
September 16,2003, pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal Food, 
Drug, and Cosmetic Act (the Act)). Your submission states that HerbsForever, Inc. is 
marketing the products Hair Plus, Maha Masha oil, Sirodhara oil, Flexn oil, Silflna oil, 
Brahmi Hair Oil, Almond Oil, Kapha oil for various cxtemal or topical uses. 

The products are described as “For external use only’ (Hair Plus, Maha Masha oil, Sirodhara 
oil, Flexn oil, Silfina oil, Kapha oil), for “‘use as Herbal scalp skin tonic” (Brabmi Hair Gil), 
or as a “superb natural moisturize, very beneficial to dry skin” aud ‘“useful for Hair, Skin and 
Body massage ifused externally” (almond oil). 

These products do not appear to meet the statutory definition of a dietary supplement 
contained in 21 U.S.%. 321(ff), and therefore, can not be marketed as dietary supplements. 
We explain the basis for our opinion below. 

‘Ihe term ?lietsry supplement” is defined in 21 U.S.C. 321(ff). 21 U.S.C. 321(ff) provides 
that the term means a product (other than tobacco) intended to supplement the diet that beam 
or contains a vitamin, a mineral, an herb or other botanical, au amino acid, a dietary 
substance for use by man to supplement the diet by increasing the total dietary intake, or a 
concentrate, metabolite, constituent, extract, or combination of any of the above ingredients. 
21 U.S.C. 321(fI) further states that dietary supplements are intended for ingestion in a form 
described in 21 U.&C. 350(c)(l)(B)(‘) 1 or in compliance with 21 U.S.C. 35O(c)(l)(B)(ii), are 
not represcnted as conventional food or as a sole item of a meal or the diet, and are labeled as 
a dietary supplement 



Page 2 - Ms. Gladys Vale&a . 

An article that is applied externally to the skin is not “intended for ingestion.” As stated 
above, the definition of diem supplement in 21 U.S.C. 321(f3) states that a dietary 
supplement is a product “intended for ingestion.” The term “‘ingestion” has been addressed 
by the court in United States v. Ten Cartons. Ener-B Nasal Ge& 888 F. Supp. 381,393-94 
(E.D.N.Y.), affd 72 F.3d 285 (2d Cir. 1995), which states: 

The ordinary and plain meaning of the term ?.ugestion”means to take into the 
stomach and gastrointestinal tract by means of enteral administration. b Stedman’s 
Medical Dictionary (4th Lawyer’s Ed. 1976) (defining ingestion as the “introduction 
of food and drink into the stomach.“); Webster’s Third New International Dictionary 
(1976) (defining ingestion as “the taking of material (as food) into the digestive 
system.‘)... 

The interpretation of the term “ingestion” to mean enteral administration into the 
stomach and gastrointestinal tract is also supported by the language of the statutory 
sections immediately preceding and following section 35O(c)(l)(B)(ii). Section 
35O(c)( l)(B)(i) states that the vitamin must be intended for ingestion in tablet, capsule 
or liquid form. Each of these forms denotes a method of ingestion that involves 
swallowing into the stomach. Section 350(c)(2) states that a food is intended for 
ingestion in liquid form under section 35O(c)( l)(B)(i) “only if it is formulated in a 
fluid carrier and is intended for ingestion in daily quantities measured in drops or 
similar small units of measure.” This elaboration of “liquid form” also denotes 
ingestion by swallowing the fluid 

Therefore, because the term “ingestion” means introduced into the gastrointestinal tract, 
products that are intended to be used topically are not subject to regulation as dietary 
supplements because they are not “intended for ingestion” and arc drugs under 21 USC. 
32 l(g)(l)(C) because they are articles (other than food) intended to affect the structure or 
function qf the body. 

, Please contact us if we may be of further assistance. 

Sincerely yours, 

Susan J. Walker, M.D. 
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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Copies: 
FDA, Center for Drug Evaluation and Research, ‘Office of Compliance, HFD-300 
FDA, Office of the Associate Commissioner for Regulatory Afhirs, Office of 
Enforcement, 33Fc-200 
FDA, Los Angeles District Office, Compliance Branch, HFR-PA240 . 



501 S. Harvard Blvd., #2 Tel: (213) 427-3500 
Los Angeles,CaIgornia 90020 Fax: (213) 383-3076 

Email:Vijayshantikumar@yahoo.com 

Sepl6,2003 

Dr. Elizabeth Yetley 
Office of Special Nutrition (HFS450) 
Center of Food Safety and Applied Nutrition 
FoodaudDrugAdministration 
200 c sheet S.W. 
wasbingtoq DC 20204 

Re: Notification of Product Claims 

Dear Dr. Yetley: 

This letter serves as notification of the nutrition support labeling statements beiug made 
by our company in connection with our line of dietary nutritional supplements. A list of 
the products and their respective nutritional support statements aud ingredients are listed 
in the attached Exhibit “A”. 

Herbsforever certifies that the information contained in this notice is complete and 
accurate, and the cornmy maintaius documentation to substantiate that its product 
claims are lxutbhl and not misleading. 

If you have any questions, please fee4 fke to contact me and I will do my best to answer 
your questions. 

u!db v& 
GladysValeucia 
DilQCtor 
Herbsforever, Inc. 
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. EXZZZBZT"A" 
HEXBSFOREVER, WC. 

Garlic 

Circulatory Effects & Anti-oxidant. 

Supports a healthy circulation, digestive & immune system. Blood and lymph cleanser 
Nerve & Bone Tissue rasyana (Rejuvenate) VayuKapha rasyana.* 

A Dietary Supplement Research studies indicate that consumption of Garlii helps to 
maintain healthy cholesterol and blood pressure level which is already within the normal 
limits As a rejuvenator inclusion of Garlic in diet offer another step to good health.* 

Note: Garlic is hot in nature, as per Ayurvedic theory (Indian Herbal System). Woman 
during menopause period should avoid or take less Garlic. 

Ingredients: Garlic (Alllum Satlvum) 

Sesame oil 

Ingredients: Cold pressed fixed oil of Sesamum indicum seeds The finest Sesamum 
seeds are mechani~lty cold pressed (at a temperature below 45OC) and then filtered. 

Sun flower oil 

Ingredients: Cold pressed fixed oil of Helianthus annus seeds 

The finest Helianthus annus seeds are mechanically cold pressed (at a temperature 
below 45 0 C) and then filtered. 

Castor oil 

Ingredients: Cold pressed fixed oil of Ricinus communis. 

The finest Ricinus communis seeds are mechanically coki pressed (at a temperature 
below 45 0 C) and then filtered. 

Mustard oil 

Ingredients: Cold pressed fixed oil of Bras&a juncea seeds. 

The finest Brassica juncea seeds are mechanically cold pressed (at a temperature below 
45 0 C) and then filtered. 

A Natural Herbal Hair Rejuvenator Natural sweet fragrance. 



. 

For external use oniy. 

Use: As Herbal scalp skin tonic. All the herbs used in Hair pius has safe hi&tory of usage 
in Ayurveda (Science of Iii) for rejuvenation and nourishment of heakhiir hair and 
scalp.- 

Naturally supports healthy hair for young look. 
Note: This herbal oil is more beneficial to use with our other product Hair Gain which is herbal 
supplement to enhance fast effective results. 
Ingredients: 

Sesame Oil (Sesamum indicum) Processed with decoctions of 
Jasmine, Emblica Officinalis ,Centella Asiatica, Bacopa mom&xi, Terminalia beleka 

Terminalia chebuia,Lawsonia alba, Licorice, Musk Root, Cyperus rotundus, Cuseuta 
reflexa, Eklipta alba , Citruks colcyntbis (Indrayark Bitter apple) , Indigofem tintocria , 
Abrus precatorius (Indian licorice Gunja) ,Berberis ark&@ (indian barberry) ,Pongamia 
Glabra, Azadtrachta Indica , Inula racemosa ,Cardamom, Curcuma z&aria, 
Rubia cordifolia , Sida cordifolia Seeds , Psoralea coryl%olia, Indian Sarsaparilla 
(Hetidesmus indicus),Lemon (Citrus medka) oil. 

%lack salt 

Helps to Promote Healthy Digestive System & Gastrointestinal Trad; Supports Digestive 
fire & Food Absorption. Helps to maintain Healthy liver functions Beneficial to eyes- 

A Dietary supplement: Sanskrit name: Krishna Lavana commonly known as Kala Nimak 
or 13lack Minerai Natural &It. 

The mineral salt exist in nature in natural way (also known as Rock salt) is mixed with 
herbs AmJa (Embfica OfIkinalk ), Terminal% chebula and heated red ho? ik 
purification as per Ayurvedic way (Indian Herbal System). After pudfication, It is made in 
powderfbnn. 

As par Ayurvedic lierature (Indian Herbal System) Black salt which is Natural Mineral 
Organic salt is superior and healthier than ordinary chemicat salt whii is prepared by 
drying and purification of sea water. 

Maha masha oil 

Natural Herbal Joint and muscle oil. 



For external use only 

Maha Masha oil: Highly recommended for old Vatta and Kapha ciosha conditions as per 
Ayurvedic theory of Tridosha: Vatta (air), Pitta (fire), Kapha (water). 

Note: This product is highly recommended to use with our other product Joint Health, 
which is herbal supplement to enhance fast effective results. 

This Maha Masha oil is an original receipe according to the original text of Ayurveda thousand 

ye& old. - 
Ingredients: 
Sesame oil Processed with decoction of: 
Withania somnifera 
Kachur@edoaria) 
Cedrns deodara 
Sida cordifolia 
Pluchealanceolata 
Paederia fotida 
Sarcostigma kleinii 
Populti ciliata 
Clerodendron serratum 
Ipomea digitata 
Cumin 
Verbascum thapsus 
Boerhaavia diffusa 
Lemon 
Asperagus racemosus 
Black cumin 
Ferula assafoetida 
Foeniculum vulgare 
Tribulus terresteris 
Piper nigrum 
Plumrago zeylanica 
Rock salt 
Meda 
Polygonatum cirrihifolium 
lilium polyphyleurn 
Kshirkakoli 
Microstylis mucifera 
Microstylis wallichi 
Hebenariaintermedia 
Licorice 
Santaloid desminus 
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D e n d r o v i u m m a c r a e l  
cow’s m ilk 
B lack g r a m  

S i rod  ha ra  oi l  

N a tu ra l  H e r b a l  Nerv ine  &  B o d y  m a s s a g e  oi l  

Fo r  ex temal  u s e  on ly  

K A S H IR B A L A  is th e  g u a r a n te e d  or ig ina l  Ayurved ic  oi l  rec ipe  as  p e r  Ayurved ic  text 
books . It h a s  b e e n  u s a d  in  A y u r v e d a  ( t housands  o f years  oki )  fo r  b o d y  m a s s a g e  
( A b h y a n g a  &  Nasya)  .- 

S lowly a n d  w o n d e r fully, th is  n a tu ra l  h e r b a l  oi l  wil l  g ive  y o u  a  Re lax ing  fee l ing .  
In g r e d i e n ts:S e s a m e  oi l  ( S e s a m u m  i nd icum)  K h a r e ti (S ida  Cord i fo l ia)  (P rocessed  
in  s e s a m e  o i l )Camphor  ( C a m p h o r a  o ffic’ m a r u m ) o i l & Iilkfat 

Ha i r  ga in  

N A T U R A L  H E R B A L  H A IR C A R E  

P r o m o tes  h e a l thy  lust rous hair .  As  a  u n i q u e  b o d y  tonic,  s u p p o r ts v is ion a n d  h e a l thy  b ra in  
fu n c tkxiing.” 

Dietary s u p p l e m e n t A ll th e  h e r b s  u s e d  in  Ha i r  g a i n  h a v e  safe  history o f u s a g e  in  
A y u r v e d a  ( Ind ian  H e r b a l  Sys tem)  fo r  r e j u v e n a tio n  a n d  n o u r i s h m e n t o f h e a l th ie r  ha i r  a n d  
scalp.” 

This  H e r b a l  Ha i r  R e j u v e n a to r  F o r m u l a  S u p p o r ts n o u r i s h m e n t o f ha i r  r o o ts a n d  scalp.  
S u p p o r ts b l d o d  c i rculat ion to  ha i r  fo l l ide.  He lps  to  m a inta in  g r o w th  o f th i ier ,  h e a l th ie r  &  
l o n g e r  hai r .  S u p p o r ts h e a l thy  ha i r  fo r  y o u n g  look.* 

N o te : Th is  p r o d u c t is b e n e ficial to  u s e  with o u r  o th e r  p r o d u c t Ha i r  p lus,  wh ich  is h e r b a l  ha i r  oi l  to  
e n h a n c e  fast e ffect ive results. 
In g r e d i e n ts: 
E m b lica o ffcinal is,Term i n a E a  be ler ica ,TermiA ia  chebu la ,Iro n  ox ide (Loh  B h a s m a ) , 
L icor ice ,E cl ipta a lba  

G h e e  

Helps  to  i nc rease  M a r r o w , S e m e n  &  O jas (Im m u n e ) . S u p p o r ts h e a l thy  vision, V o ice, 
In te l l i gence  a n d  B r a i n . It t ranspor ts  n u tr ients 8  e n e r g y  to  al l  t issue layers*.  

G h e e : Iu b r i G a tes  a n d  m o iste n s  th e  m e m b r a n e s  a n d  t issues. He lps  in  th e  p r o p e r  flo w i n g  o f 
wastes a n d  tox ins  f rom th e  b o d y . P e r s o n  with s t rong  d iges t ion  c a n  u s e  m o r e  g h e e  o r  less 
in  case  o f w e a k  d igest ion.  



. . 

A Dietary Supplement: Shatavari is cool herb by nature as per Ayurvedii theory of 3 
doshas (literally means vat&air, Pi-fire, Kapha- water). Useful in both male and female 
for healthy reproductive organs and urinary tractA herb of choice useful for menopausal 
woman and lactating females. Shatavari has been safely used in Ayurveda (Indian Herbal 
System) for thousand of years for fertility and vitatii. This Ayurvedii Rejuvenative herb is 
used in many tonics and nurmerous Ayurvedic herbal formulas. 

Innredients: 
Shatavari (Aspamgun racemosus) 

Flexn oil 

Natural Herbal Joint & Muscle Oil 

For external use only. 

Slowly and wonderfully, this natural herbal thick cream will give you a warm, stimulating 
feeling* 

Note: Use of this product is highly recommended with our other product Joint Health which is 
herbal supplement to enhance fast effective results. 

Inaredients: 
Turmeric (Rhizome) 
Ginger (Rhizome) 
Turpentine oil (Pimu Long8olia) 
Sesamum oil 
Liquid ParaBin 
Camphor 
Eucalyptus oil 
Capsicumoil ’ 
Gandapuro oil (Gaultheria Fragrantissma) 
Peppermint (Mentha Pipe&a) 

Silfina oil 

Natural Herbal Skin Care. Promotes Skin Heralth. 

For external use only: All the herbs used in Silfina oil has safe history of usage in 
Ayurveda (Indian Herbal System) as pitta balancer for healthier smooth skin.* 

Silfina oil is highly recommended for the people who have high Pi (fire) as per 
Ayurvedic theory of Tri dosha vatta (air) Pii (fire) Kapha (water). 

Note: This herbal Silfina oil is more beneficial to use with our other product Blood cleaner 
which is herbal supplement to enhance fast effective results. 

Inaredients: 
Curcuma longa 
Mustard seed oil (Sarson) (E&as&a juncea) 
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O h  e u r o p a e a  
A zad imch ta  M ica 
B rass ican igra  
cassiatora 
P sora Ie a  coryl i fo l ia 
Lmvson ia  A b a  

B rahmi  H a ir O il 

A  N a tura l  He rba l  Ha i r  R e j u v e n a tor.  N a tura l  s w e e t f ragrances  

U s e  A s  He rba l  sca lp  sk in  tonic .  A ll th e  he rbs  u s a d  in  th i i  o i l  h a s  sa fe  h istory o f u s a g e  in  
A y u r v e d a  (Sc ience  o f l i fe) fo r  re juvena t ion  a n d  n o u r i s h m e n t o f h e a l th i i  ha i r  

N o te : Th is  he rba l  o tt is m o r e  b e n e ficial to  u s e  w tth  ou r  p r o d u c t Ha i r  G a in  wh ich  is ha rba l  
supp lemen t  to e n h a n c e  fast  e ffect iw results.  

In  A y u r v e d a  fo r  p r o m o tin g  intet t i ience, improv ing  m e m o fy a n d  revitattt o f th e  f ive 
s e n s e  o r g a n s . A  spec ia l ly  p r e p a r e d  p a s te  o f th e  e n tire p l a n t ts m a d e  wi th S e s a m e  s e e d s  
in  fo r m u l a tin g  th ts fa m o u s  olt. 

B rahmi  o fte n  cat ted th e  fo o d  o f th e  bra in .  U s e  in  A y u r v e d a  to  ca lm  m ind  a n d  Pac i fy  P tt# a . 

In c m d i e n ts: 
S e s a m e  s e e d  ( S e s a m u m  ind icum) ,  O il p rocessed  wi th B r a h m i ( B e c o p s  m o n n i e r t) 

(Equa i  q u a n tity o f B rahmi (  B a c o p a  m o n n ter i )  is p rocessed  in  S e s a m e  oi l )  

N e e m  O il 

C o k e  p ressed  f txed oi l  o f Azad i rach ta  indict  s e e d s  in  a  b a s e  o f W i n e d  S e s a m e  oi l  

T h e  ftn e s t N e e m  (Azad i rach ta  ind ica)  s e e d s  a re  mechan ica l l y  co td  p ressed  (at a  
te m p e r a tu re  b e l o w  4 5  0  C)  wi th re f ined  S e s a m e  oi l  a n d  th e n  fttte m d . 

Bas i l  o i l  

E s s e n tia l  o i l  by  s team dist i l lat ion fm m  th e  twves a n d  flower ing  tops . 

T h e  sanskr i t  n a m e  o f Ho ly  bas i l  is T u tsi. Th is  sac red  p l a n t ts che r i shed  in  every  H i n d u  
h o u s e  fo r  h e a l thy  b o d y  a n d  soul .  

A l m o n d  oi l  

Coldpressed l i xedo t lo fa tmondsseeds is r i ch inv i tamtnA&E.Asuperbna tu ra l  
mois tur izer ,very b e n e ficial to  d ry  sktn. A l m o n d  O il is h i g h ty r e c o m m a n d e d  fo r  th e  p e o p tes  
w h o  h a v e  vat ta cond i t ions  as  pe r  A y u r v e d t theo ry  o f T & & h a  vatta (air)  P i (f ire) 
K a p h a ( w a tex).  



The finest sweet almonds (Prunus amygdalus) seeds are mechanically coki pressed (at a 
temperature below 450 C) and then filtered. 

Almond oil is one of the traditional oil in Ayuweda, useful for Vatta. In India it is taken 
traditionally, with hot milk good for brain as rii natural source of vitamin A. Take away 
dryness of skin and inside the body as a natural lubricant Almond oil is useful for Hair, 
Skin and Body massage if used externally. 

Kapha oil 

Supports healthy Relaxing feeling in weather and environmental changes conditions. 

For external use only 

As per Ayurvedic theory of Tri Dosha (Vatta- air, Pit&fire, Kapha-water). Kapha 

element increases in the body during the beginning and end of the winter seasons. 
People with lack of interest in food regularity, sweet and watery taste of mouth, heaviness 
in stomach and chest are assumed to have high Kapha element in the body. 

All herbs contained in Kapha oil have a safe & long history of usage in Ayurveda (Indian 
Herbal System) for many centuries. 

Slowly and wonderfully, this natural herbal oil will give you a relax and warm, stimulating feeling.* 

Inaredients: 
Peppermint (Mentha piperita) 
Camphor oil (Camphora officinarum oil) 
Ajowan oii (Ptychotis Ajowau oil) 
Liquid pamfEn 
Nbtmeg oil (Myristica fimgrans oil) 
Nilgiri oil (Eucalyptus Globuhw) 
Turpentine oil (Pinus longifolia) 
Sesame oil. 

Ashwagandha 

Ayurvedic Rejuvenative Botanica. 

Helps to improve Physical and Mental ability. Supports Energy, Stamina and Vilii. 
Natural tonic provides overall health” 

A Dietary Supplement : Sanskrit name Ashwagandha litterly means Horse vital&y. Thii is one of 
the most famous herb in Ayurveda (Science of lit). Some studies have shown that this herb is 
more superior and effective than korean Ginseng, has been safely used in Ayurvedii (Indian 
Herbal System) for thousand of years. This Ayurvedic Rejuvenatiie herb is used in many tonics 
and formulations” Wii Recommended daily dose, you may begin to notice benefits in as lii 
as few days. 


