


DEPARTMENT OF HEALTH & HUMAN SERVICES - Public HeaitR Service 

Food and Dreg Min m~ltatiat . 
Coliege Park, MD 2D7~ 

/ 

JUN 1 E 2007 

Mr. Michael Matthews 
Wellness International Network, Ltd. 
5800 Democracy Drive 
Plano, Texas 75024 

Dear Mr_ Matthews : 

This is in response to your letter of May 10, 2007 to the Food and Drug Administration 
(FDA) pursuant to 21 U.S.C. 343(rxb) (section 403(r)(6) of the Federal Food, Drug, and 
Cosmetic Act (the Act)). Your notice states that Wellness International Network, Ltd. is 
making the claim "Support healthy levels of .. cholesterol.' 

In the preamble to the January 6, 2000 final rule on stmcturelfunction claims (see 65 FR 
1000 at 1018), FDA stated that claims about the maintenance of normal cholesterol levels 
did not necessarily constitute implied disease claims . We stated, however, that because 
"many people think of cholesterol solely in terms of the negative role of elevated 
cholesterol in heart disease," in order to avoid implying that the product prevents or treats 
heart disease, a cholesterol maintenance claim would have to clarify that the product is 
only for maintenance of cholesterol levels that are already within the normal range. 
Because the claim you are making for this product represents that the product is intended 
to affect blood cholesterol but does not also include a statement about it being intended to 
affect blood cholesterol that is already in the normal range, it is an implied disease claim. 

21 -U.S.C. 343(r)(6) makes clear that a statement included in labeling under the authority 
of that section may not claim to diagnose; mitigate, treat, cure, or prevent a specific 
disease or class of diseases. The statement that you are making for this product suggests 
that it is intended to treat, prevent, or mitigate disease . This claim does not meet the 
requirements of 21 U.S.C. 343(r)(6) . This claim suggests that this product is intended for 
use as a drug within the meaning of 21 U.S.C. 321(g)(1)(B), and that it is subject to 
regulation under the drug provisions of the Act. If you intend to make claims of this 
nature, you should contact FDA's Center for Drug Evaluation and Research (CDER), 
Office of Compliance, IiFD-31 Q, Montrose Metro II, 11919 Rockville Pike, Rockvilte, 
Maryland 20855 . 

f 9g75-6 / ~ 3 LCr 9Y5 



Page 2 - Mr. Michael Matthews 

Please contact us if we may be of further assistance . 

Sincerely yours, 

U&VLJ- 

Vasilios H . Frankos, Ph.D. 
Director 
Division of Dietary Supplement Programs 
Office of Nutrition, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 

Copies: 
FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-310 
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of 
Enforcement, HFC-200 
FDA, Dallas District Office, Office of Compliance, HFR-SW140 



Office of Special Nutritional 
Labeling and Dietary Supplements (HFS-810) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Pkwy 
College Park, MD 20740 

" 

Wellness International Network, Ltd. 

Re: Notification for Statements on Dietary Supplement Labelin 

MAY 3 c 2007 

This notification is being filed on behalf of Wellness International Network, Ltd., 
a distributor of dietary supplement products (hereinafter "WIN"). Its business address is : 
5800 Democracy Drive, Piano, TX 75024. This notification is being made pursuant to 
Section 6 of DSHEA and 21 C.F.R . § 101 .93 . The dietary supplement product on whose 
label or labeling the statements appear is TranquilityT'". 

A. The text of each structure-function statement for which notification is now being 
given is : 

(Statement 1) : Support healthy levels of triglycerides and cholesterol . 

(Statement 2) : Help manage stress and regulate the sleep cycle . 

(Statement 3) : Aid in relaxation . 

B . The following summary identifies the dietary ingredients(s) or supplement(s) for 
which a statement has been made: 

Statement Identity ofDietary Ingredient(s)or 
Number Supplement that is the Subiect of the Statement 

1 . myo-inositol 
2. valerian root 
3 . inositol 



Wellness International Network, Ltd. 

I, Michael Matthews, am authorized to certify this Notification on behalf of WIN. 
I certify that the information presented and contained in this Notification is complete and 
accurate, and that WIN has substantiation that each structure-function statement is 
truthful and not misleading . 

Date Signed : By: 
Michael Matthews 
Director of Regulatory Affairs 



. 

DEPARTMENT OF HEALTH & HUMAN SERVICES ': Public Health Service 

Food and Drug Administration -
- . College Park, MD- .207?3OF 

Ms. Stephanie Roach 
QC Technician 
New. Chapter, Inc. . 
9p Technology Drive 
POI Box: 1947 
'Biattleb4io, Vermont 05302 

Dear Ms: Roach: 

Cosmetic Act (the Act)). 
.pursuant to 21 U.S.C ., 343(r)(6) (section 403(r)(6) of the Federal Food, Drug, and 

_ JUN - 5 2008 

This is in response to your letter (undated) to the Food and Drug Administration (FDA) 

Your letter states that the following statements will made for the product "Coffeel]leiry :" 

"CIvlJaintain healthy blood glucose levels" 
"Maintain healthy cholesterol levels" 
"[P]romote healthy blood pressure." 

only for maintenance of cholesterol levels. that are already within the normal range. The 
same principle applies to claims about the control of blood glucose fevels and blood 
pressure; that is, claims that do not establish that the claims are about blood glucose 
levels or blood pressure levels that are already within normal limits implies that the 
product is intended to treat elevated blood glucose (diabetes) or blood pressure . 
(hypertension); which are diseases . Therefore, because the claims you are malcing for 
this product represent that the product is intended to affect blood glucose; blood 
cholesterol, and blood pressure but do not also include a statement about it being 
intended to affect blood glucose, blood cholesterol ; and blood pressure that are already in 
the normal ranges, they are implied disease claims . 

`5nariy people think of cholesterol solely in terms of the. negative role of elevated 
cholesterol in heart disease," in order to avoid implying that the product prevents or treats 
heart disease; a : cholesterol maintenance claim would have to clarify that the product is 

1000 at 1018), FDA stated that claims about the maintenance of normal cholesterol levels 
did not necessarily constitute implied disease claims : We stated�however, that because 

In the preamble-to, the January 6, 2000 final rule on structure/function claims (see 65 FR 

Other claims, in the context that they are used, imply that other products for which you 
submitted notifications are intended to treat, prevent, or mitigate disease . The product 
"Peppermint Flavor Host Defense Throat Mist" is promoted.to support immune function 
and host defense, and contains the statement "Traditionally used for fighting parasites ." 



Page 2 - Ms: Stephanie Roach, 

synergistic antimierobiat oregano compounds:" 

The product "CoffeeBe;ry" uses the claim "Promotes noimai-.futigal resistance." The 
product "SupereritPcal`Oreganoforce° uses a. claim that it contains a "[S)pectiiim 4380 . 

healthy gliicose levelg and protect against instilut resistance." 
The product. "CoffeeBetry" also uses the claiun"[M]ay assist in the:amaintenaiice of 

diseases; infectious .diseases; and diabetes : These claims do notmeet the requirements of 
21 U.S.C. 343(r)(6) . 'These claims.suggast that these products are intended for use as, 

suggest that they are intended to treat, prevent, or mitigate diseases; such as parasitic . 
disease. or class of diseases. The :statement.s that you are making for thase produots 

21 U.S.C. 343(r)(6) makes clear that a statement included in labeling under the authority : 
of did section may not claim to diagnose; .mitigate, treat, pure, or prevent a specific 

Barbara:O. scbneeman, Ph:D. 
Director 
Office of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

drugs within the meaning of 21 U.S.C. 321(g)(1)(13), and that they are subject to .' 
regulation under the drug provisions of the Act. If you intend to make claims ; of this 
nature, you should contact FDA's Center for Drug Evaluation and Resear¢h (CDER), 
Office of Compliance, fIFD-310; Iviontrose Metro II, 11919 Roclcville Pike; Rockville, 
Maryland 20855. 

Copies : 

FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of 
Enforcement, HFC-200 
FDA, New England District Office, Office of Compliance, HFR NE240 

FDA, Center for Drug Evaluation and Research ; Office of Compliance, HFD310 

and Applied Nutrition 



NOTIFICATION PURSUANT TO 
SECTION 6 OF DSHEA 
AND 21 CFR.§101:93 , MAY = 3 2006' 

7his notification is being filed on behalf of New.Chantei Inc. which, is the 

The text. of each structure-function statement for which notification is now-,being . 

Orestanoforce?"! : : 
supplement product.on whose label or labeling the statements appear is Stioereritir.al ..; 
made pursuant to Sectlon 6:of DSHEA and Rule 21 G:F.R§1Q1.93: The dietary 

, 90 Technotoau Dr. . PD 8ox-.1947. 8tattleboro. VF 05302. This notification is being 
----------Its business address is: _ 

manufacturer of the product(s)iuvhich bear the statements identified in. this notification : 

hydroethanolic water .soluble oregano bleqd, .yielding the widestspecWm, (38) , 

given is : 

(Statement.1): Only Oreganoforce combines.highly concentrated , oregano oil plus a 

which a statement has been made: : ' 
The following, summary Identifies the dietary ingredient(s) or supplement(s) for 

synergistic antimicrobiai oregano compounds. 

Number Supnlement(s)>that is the subiect of the Statement 
Statement Identity of Dietary Ingredlent(s) or . . 

statement is made: 
The following identifies the brand name of each supplement for which a 

1 : Organic oregano leaf 

Statement Brand Name Label or Labelina?' 

Supercrlticai OreganoforoeT^+ 

Ghadter. Inc: I certify that the information pfesentedand contained in this Notification is 
complete and accurate, and that . New-Chaoter. Inc. has substantiation that each 

1, Stephanie . Roach. am authorized to certify this Notification on behalf of-New= - 

structure-function statement is truthful and not misleading : 

0 '1"6 74 

By : 4l'. - T Chi~i~ibi7 
- jiJame] : - .- [fide]. r - 

(16 - (16 (13 1 



This notification is being filed on behalf of New Chauter~ Inc. whi ̀ h is the 
, .mamifactufer of the product(s) which bear the statements identified in.this .noti ca 

business address is: 
"90 TeEtinotoav Drhre: PO Box. 1947 Brattleboro. VT 05302. This notification is being 
;iriade pursuant to Section 6 of DSHFJ{ and Rule 21 C.F.R §.101c93. The dietary 
j6 P blerilent product do whose label or labeli - the statements appear is Coff"Berrfu. ng 

(Statemarit 2), protect call membranes and human plaslna againsfidamaging oxidation 
(Statement<3) : neutralize toxic free radicals . 

_ (CoffeeBerryTM) is abundant :in.potyphenols that: 
(~tatemerit'1} : help preserve'natural antioxidants in the body 

The following summary identifies the dietary ingredient(s) .or supplement(s) for 
1-which a statement . has been made: 

Identity of Dietary Ingredient(s) or 
Statement Sup~le _m_ent(s1 that is the .subiect of the Statement : 

1 . _, Coffeeberry . 
2. Coffeeberry 
3. Coffeeberry- 

The following identifies the brand name of each supplement for which .a 
statement is made: 

Statement Brand Name Label or Labeling 

1 . . CoffeeBerryT"! . Label and labeling 
2 : CoffeeBerry'"'- : Label and labeling 
3. - CoffeeBerryT"" Label and labeling 

:complete and accurate, and that New Chanter. Ino. 'has substantiation that each 

The text of each. structure-function, statement for which notificatiorT is now being 
iven is : ' 

1; Stephanie Roach. .am authorized to certify this .Notification on . behalf of New 
Chanter. Inc. I certify that the information presented and contained in this Notificalion is 

,structure-function statement is truthful and not misleading. 

Bw/6-aayc0 ';e~~ 4G TeGfir~i~ion 
[Name] [Tide] 

Date Signed : la~pr// ~l. . 200--& 

1 

o6-q6 V3 



NOTIFiCAT10N PURSUANT TO 
SEC710N 6 OF DSHEA 
AND 27 CFR §701 :93 � 

made nursuanf to Section 6 of DSHEA and . Rule 21 C.F.R &101 :93 . Tbe dietarv " 
90 Technology Drive: PO Box 1947. Brattleboro: VT 05302. This notification is being : . 
Its business address is : 

supplement product:on whose label or labeling the statements appear is CoffeeBerrv"' . 

The text of each structure-function .statement for which notification is now being 
given is : 

(Statement 2): Research indicates these glyconutpents areessential fof'the various 
complex biological systems to interact and function properly to prevent free-radical - , 

blood glucose levels., 
(Statement 1): ([CoffeeBerry'"'] is abundant in polyphenols that) help maintain healthy 

Supnlenientfs?that is:the.subiectofthe'Statement 

Coffeeberry 
Coffeeberry 
Coffeeberry 

The following identifies the brand name of each supplement:for which'a 
statement is made: 

Statement Brand Name Label or Labelina? 

3. CoffeeBerry?"" Label and-labeling= 

1 : GoffeeBerryT"' , f abel and iabeling , 
2. GQffeeBerryw : Label and labeling - 

This notification is being filed on behalf of New Chaater.9nc. which is the -- 

identity of Dietary Ingredlent(s) or 

The following summary identifies the dietary ingredient(s) or supplement(s).for r 

manufacturer of the'product(s)-which bear-the statements. identified in this notification: ; ; 

damage arid to initiate celiular`repair. 
(Statement 3): Foods with high.ORAC values can absorb and neutralize those 
damaging free radicals and thus!provide critical :proteetion'against thatdamage: . 

which a . statement has been made: 

[, Stephanie Roach. in authorized to certify this Notification on-behalf of New 
Chapter, Inc. I certify that the information presented and contained in this Notification is ' 
complete and accurate, and that New Chapter, Inc: has substantiation that each 
structurb-function statement is truthful and not misleading. 

[tJame) 
By: EJC T"echrni t'joe7 

. . . . ~ T:Ni,I . . . . . 



NOTIFICATION PURSUANT TO' 
SECTION 6 0F DSHEA 
AND 2f CFR §101 :93 

This notification is being filed on behalf of New Chanter lnc. which is the 
manufacturer of the product(s) which bear the statements identified in this notification . 
Its business address:.is : 
90 Technology QriJe: PO. Box 9947�BrattleGoro: ̀ N F 05302. This notification is being. , ' 
made pursuantto'Seetion 6'of DS and Rule 21 C.F.R §101;93. The dietary - '- . " 
supplement product on whose label or labeling the statements appear is CoffeeBercvTM . : 

: The text of each structure=fuhction statement for which notification is now-being ̀ 
given is: _ 

(Statement 1): Provides the extraordinary defense .of more than 5 servings of 
antioAdarit-rich fruits 
(Stateriient 2): These glycpnutrients are,essential for proper immune system-function 
and support of celtular and connective tissue integrity 
(Statement 3) : Shown in studies Whelp maintain healthy cholesterol levels 

The following summary identifies the dietary ingredient(s) or supplement(s)-for -' 
which a statement has been made: 

Identity of Dietary Ingredient(s) ar 
Statement Supalement(sl3hat is the subieet of the Statemen 

1 : Coffeeberry 
2: _ Coffeeberry 
3. Coffeaberry 

The following identifies the brand.name of each supplement for which a 
statement is made.- 

Statement Brand Name 

1: 
2 : 

, 3 . 

- CoffeeBeRyTM 

CoffeeBetryT"" 
CoffeeBerryT"` 

Label or Labefina? . 

Labeling 
Labeling: 
Labeling - 

I ], Stephanie .Roach, am authorized to certify this Notification .on behalf of New ' 
Chanter. Inc. I certify that the-information 'presented and contained in this Notification is 
complete and accurate,.and that : New Chanter. Inc. has substantiation that each . 
structure-function statement is truthful and not misleading, 

By : Z26-'.,x2~A~~ ~n=a:-c-l~ 4e- 7Ti?Jhrnja 
[Name] [Title] 

Date Signed : e!40I'V ,200-4 



This notification is being filed on : behalf of:New Ch9nter.lnc. which is the 
rnanufacturer of the product(s) which bear-the statements identified in thisnotification . 
Its,. business addrew is ' 

: go Technology Drive: . PO Box 1947. $rattfeboro. .li'r' 05302. This notification is being 
rdade'oursuant fo S'etfon & ofdSHEA and RuIe 21"C_F:R S1 07 .93= .The diatarv 

, supplernent producton whose label or labeling the. statements appear is-GoffeeBerrv!"' . 

The text of each structure-function statement for which. notification is how being : 
given is : 

;(Statement 1r- Shown iri,studies to.promote healthy blood sug8cIQveIs . 

;(Statement 3) : Shown in studieS Lo be as effec4ve as estrogen'in .promo6ng bone health, 
= (Statement 2) : Shown in siudies to greatly reduca free-radicaP damage , 

The following summary identifies the dietary ingredient(s) or supplement(s) for 
which a statement has been made: 

NOTIFIC~4T10N PURS`tJ/UUiT TO 
SECTIQN'6 OF DSHEA ̀ 
AND'21:CFR §701 :93 

Identity of Dietary tngrediept(s)-or 
Suiblementfs} that is the subiect of the Statement . 

The following identifies the brand name of each supplement for which a 
statement is made: 

Statement Brand Name Label or Labeling? . 

,Chapter, Inc. I certify that the information presented end contained in this Notification is 
complete and accurate, and that New Ghaoter. Inc. has substantiation that each 
structure-function statement Is truthful and not misleading . 

GoffeeBenyT"" Labeling 
CoffeeBerry"" Labeling 
CoffeeBerryT"" Labeling 

: 1, Stephanie Roach, am.authorized ,to certify this Notitidation on behalf of New 

By: -,6o--a~~ 1.~G' T"c~efirrie 
: / [Name] [Title] [Name] 

Date Signed: %~,~r: / ~~ . 200 zP 



Identity of Distary ingredient(s) or . 

Tfiis notffieation is"being: filed on behalf of. New Clranter. ..lnc. which is the 

Supplement(s) that is the subiect of the:StatemenY 

Coffeeberry, 
: Goffeeberry 
Co,ifeebe`iy 

manufacturer of the ptoductfsj which bear" statements identified~in this notification : - 

supplement product on wh,oseiabel or:labeling the statements appearis C'ofreeBetcv?M ' 
made pursuant to SecUon:6 . of;DSHE~kantf Rule 21 C;F.R :§1q1 ::93iThe dietary 
9Q. Technoloav DP'eve : PQ BoX7947. Brafflebao. VT.05302. This notifilcation is being-` 
Its business address, is: 

Label or Labeling? 

CoffeeBerry?TM Labeling : 
CoffeeBerryTM Labeling , 
CoffeeBerryT"" Labeling _ 

?he followingsummaiy identifies the, dietary ingredient(s) or supploment(s) for ' 

cardiovascular health; 
(Staterr(ent3) : Shown in studies-to slow the.oxidatiori of LDl,sthus promoting ` : 
(Staternent 2): Research indicates helps.promote healthy blood sugar, levels 
(Statementl):Derivatives identified in coffee are substantially more potent that Vitamin C.. . 

The text of each structure-function statement for which.notif catiQn is now .being ' 
given is : , 

which a stateinent has been:made: 

statement is made:' - 
The following identifies the brand : name of each supplement for which a 

Chapter. Inc. I certify that the information presented and contained in this Notification is 
i ; Stephanie Roach, am authorized to certify this Notification on behalf of New 

complete and accurate, and that New Chapter. Inc. has substantiation that each : 
structure-function statement is-truthful and not misleading . 

By: dc_'or sll,~`~J~ .r 'f 
I- [Name] mile] 

Date Signed : ~/6 

NOTIF[CYkTIfSN PUftSlIICAtT T0 
SEGTION 6:OF t~SHEA . 
AND 21 CFR §101.93 



NOTIFICATION RURSUANT TO-
SECTIONr:6 OF DSHEA . . 
AND 24;GFR §!01'-:93 

This notification is )eiricj filed on behalf of New Chanfer.. lnc. which is the 
`manufactuisr of the.product(s) which bear the alltements identified in notification . 
fts bdsliies5 address is : 
90'Fecfino7oqy DrFve.:?O Box 1947. Biatfteboro. VT 05302. This notification is being 
Riade p~i'suant to Section S of DSHEA and Rule 24 G.F:R §1C1.93 . The dietary 
s:upplemeiat product on whose label orlabeling the statements appear is CoffeeBe'Pv^" . 

The: text of each structbre-function statement for which notification is now being 
giVen 

(Statemgnt 1): Research shows it can beg preventative against the damages of' . 
idative stress 

(Statement 2).: Shown in studies to be cell~protective, immuno-modulatory, and to 
promote a he aRhytnflarnma6on response . . 
(StatemenY3): Shown to promote healthy blood pressure 

The following summery identifies the dietary ingredient(s) or supplement(s) for 
! .which a;statemedt has been made: 

Identity of Dietarylngredient(s) or 
': Statement Supplemer~tfsl that is the subiect of the. Statement : 

1 . Coffeeberry 
2. Coffeeberry 

. 3 . Coffeetierry, 

The following identifies the brand name of each supplement forwhich a 
statement.is made: - . 

Staternent - Brand Name. ' Label or Labeling? 

1 . CoffeeBerryTm Labeling 
2. CoffeeBerryT"' : Labeling 
3. CoffeeBetryT"' Labeling ; 

I ; Stephanie Roach: am authorized to certify this Notification on behalf of New 
Chantee~1nb. I certify that-the information presented:and contained in this Notification is 
complete and accurate, and that New Chanter. Inc. .has substantiation that each , 
structure"function statement is truthful and not Misleading- 

'By : 
[Name] 
/~~!?-t11 '~~ 41C T ~hn.o~ari . r ame] [Tit]e] 

'Date Signed: :4d~.Y ~?~ . 200_,e,,- 



NOTIFICATION P,tJRSIli4NT TO 
SECTION 6. OF DSHEA 
AND 41i CFR §141 :93 

This notification is being filed on behalf of tYew Chapter,.tnc. which is the 
mahufactui+er of theproduct(s) which bear.the statemeiifs identified in this. natification . ' 
Its : bUsIriess address Is : 
90 Technology Drive: PO Box-1&47. BrsMleboro.VT 05302: This notification is beiilg 
made puisuant to Section 6-6f DSHFA ataif Rule 2t C.F.R §1p1':93. Thad! Etary 
supplement prod pct vn whose label or labeling'thk statements appear is: CoffeeBeny'"' . . 

The text of each structure-fun.ction:statement for which notirication is now being 
given is : - 

(Statement.l): Research indicates it could have potential to _combat the,hegative:effects. 
of stress . _ 

(Statement 2) : Promotes normal fungal resistance and is an effective means of 
detoffication 
(Statement 3) : Protects celis against o)ddative stress - 

The following summary identifies the dietary ingredient(s) oi& supplement(s) for : 
which a statement has been made: 

identity of Dietary Ingredient(s) or 
Statement Supt) ement(s) that is the subieot of the Statement : 

1 . Coffeeberry 
2. Coffeebeny-
3. Coffeebeiry -: 

The following identifies the brand name of each supplement forwhich a '-
statemedt:is made: 

Statement Brand Name. 

3. 
2: 
1 . 

structure-function statement is truthful and hot misleading.: 

Chavter. Inc. i certify that the information presented and contained in ahis Notification is 
complete and accurate, and thaY.NeW Chanter inc. has substantiation that each : 

Label or Labelina? 

CoffeeBerryT"" Labeling : 
CoffeeBeiry'"' Labeling 
CoffeeBerryT"' ; Labeling 

I, Stephanie Roach, am .authorized to certify this Notification on,i behalf of New : 

: By.~ 
[Name] [fifle] 

Date Signed: a/;.' 



NOTIFICAI`IbN, PURSUANT T0 : 
SFCTION:6 OF DSHFJI 
AND 21 . CFR §701:93 

. This notification is beirigfiled on behalf. of New Chavter: In?- . Which is the 
manufacturer of the prod uct(s).uvhich bear the statements iderntified in this, notification. 

; tis ;bustness address is: 
'90"-Technotoqv Drive: PO Box 1947. Biattfeborci .VT 05302. This notification is being 
"made pursuant to Section 6 of:Q5HFr4 and, Rule. 21 ̀ G.F.R §101:93 . The dietary 
supplemerit producf on whose label or labeling the statements :appear is Coffeet3e 

The text of each structure-function statement for which notification is now being 
Qlve ''Is: 41 

~ 
mentll~ Research iridicates.that nutrients present in.whole coffee fruit may assist 
malntenance-of healthygkicose)evels and protect,againstinsulln resistance and I 

e~a4e-relatsd conditions-Pith 

The following . summary Identifies the dietary ̀ ingredient(s) or supplement(s),fof 
~hieh a statement has been :riiade: ' 

Identity,of D'ietary Irngredient(s) Or 
Statement SupotementlsZthat ._ is the sutiiect oE the Statement - 

1 . Coffeeberry 
2. coffeeberny 
3. : Coffeeberry , 

The following identifies the brand name of each supplement for which a 
statement is made:' 

- Statement Brand Name Label or Labeling? 

1 . CoffeeBerry"" Labeling 
2. CdffeeBerryT""° : Labeling 
3. CoffeeBerryT"" Labeling 

`1, Stephanie Roach: am authorized to certify this Notification on behalf of New 
6haote~; Inc. I certify that the information presented and contained in this Notificetion, is 
complete and accurate, and that New Chapter Inc. has substantiation that each 
structure-function statement is truthful and not misleading. 

By: ~, e .~ 
{rdel [Name] 

Date:Signed :: 2qAor~I ,7e~ 200-4, 



NOTIFICAMON PURSUANT TO 
sECiION:$.OF DSHEA )(AY -3 2006 

' AND 21 CFR 6101 :93 

This notification is being filed on behalf of New: Chaater. inc. which is the 
tiianuPac~rer of the product(s).wliich bear the statemehts identified in this notification . ° 

=1ts izusiness address-¢s : . : 
90 Tectinolonv Drive PO Box.1947, 8rattletioru. VT G15302. This rroti'fcatton is being : 
rfiade.pursiiant#o Section '6 of OSHEA arid Rule 21 G:F.R §10'f.53. The dietary ` 
suppli:ment'pr©duct on whose label or labeling the:statements,appear is f?eooermint 
Ftavon#iost Defenses Throat N(istTm . 

The text of each structute-function statement for which notification is now being 
'given is: 

(Statement 1): Used, by Europeans for more than 2,000 years, from the time of . 
Discorides and befof!?, and' independently revered by-the Haida First Peoples of British , 
Columbia, recent studies havefound this mushroom 6 have powerful inimunoaetive 
e(fects agatnst,airborhe elements . 
(Statement, 2) Traditionally used for fighting parasites, this mushroom has yielded -
s.everal natural proteGtive compounds, including betutinic acids and other constituents -
uniflied ta form an immunoactive matrbc of nutrients : . 

The following summary identifes the dietary ingredient(s) or supplement(s) for 
whicha statement has been made; 

Identity of Dietary.lngredient(s) or 
Statement SuuolemeMts) that is the:subiectbf the Statement : 

1 . Agarikon 
2. Birch Polypore` 

The following .identifies the brand name of each supplement for which a 
statement is made: . 

Statement Brand Name Label . or Labelina? _ 

1 : Peppermint Host Defenses Throat MUM Labeling 
Peppermint Host Defenses Throat Mist~ Labeling 

I; 8teghaiiie Roach. am authorized to certify this Notification oh behalf of New 
Chanter. Inc. I certifv that the information presented ahd contained in this Notification is 
complete arid accurate, and that ' New Chapter. Inc. has substantiation that each 
structure-function statement is truthful and not misleading . 

! 
[fitle] 

Date Signed:_~,or.'l ~~ , 200-,~- 

o~-L/6y3 



NOTfFIdATIOiM PURSfiIINF FO . 
SECTION 6f)F 9SHEA. : 
AND:21 GFR'§101 .93 

This notification iv being filed on behalf of New ChaQte~: lnc_ which is the : 
manufacturer of the product(s) which bear the statemertits identified in this notification . 
Its business address-is: 
90 :Technolonv Drive, FO Box :1947. : Bratflebdra VT 05302. This notification is being, 
`made .pursuant to Section 6'of pSHEAand Rule 21`C.F.R §101.93 . The dietary , 
supplement product on whose libel or:labe8ng the statements appear is Pebberrntnt . 

The text of each structure-function statement for which notification is now being 
given is: 

Flavor Host Defensen TlhroaE MistT"!. 

(Statement 1): BorRe from the Chlnese Acacia tress, this mushroom, . an elegant display 
.of grace and beauty, has long-been admired and heralded by Asians for fhousands of .` 
years as The Mushroom of lminortality.? 
(Statement :2): The way of life is synergism of allies: In this vein, we combine the most 
potent of mushrooms to help support immune function and host defense. 

The followingaummary identifies the dietary ingredient(s),orsupplement(s) for : . 
which a statement has been made: 

Identify of Dietary Ingredlent(s) or 
Statement Supplement(s) that is_the subiect of the.Statement 

i : Red Reishi 
2. Red Reishi 

The following identifies the brand name of each supplement for which a 
statement is made: 

Statement Brand Name 

1 . Peppermint Host Defense® Threat Mist7"" Labeling 
2. Peppermint Host DefenseNJThroat MistT"" Labeling 

I ; Steohanie Roach, am' authorized to certify this Notification on behalf of New 
Chanter. Inc. Pcertifythat theinformation : presented and contained in this Notification is 
complete and accurate, and that New Chapter, Inc. has substantiation that each 
structure-function statement is truthful and not .misleading . 

By : (24~~ /l 
[Name] [Title] 

Date Signed; 4~,~ '1 a& 200_/, 



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Admlnistction 
College Park, MD 20740 

MAY - 3 2M 

Mr. James Komorowski 
Vice President, Technical Services 
& Scientific Affairs 

Nutrition 21, Inc. 
4 Manhattanvilie Road 
Suite 202 
Purchase, New York 10577-2197 

Dear Mr. Komorowski: 

This is in response to your letter of April 14, 2006 to the Food and Drug Administration 
(FDA) pursuant to 21 U.S.C . 343(r)(6) (section 403(r)(6) of the Federal Food, Drug, and 
Cosmetic Act (the Act)) . 

Your letter states that the following statements will be made for the product Chromax 
chromium picolinate : 

"Promote healthy cholesterol" 
"(S]upports healthy cholesterol .. . ." 

ln the preamble to the January 6, 2000 final rule on structurelfunction'claims (see 65 FR 
1000 at 1018), FDA stated that claims about the maintenance of normal cholesterol levels 
did not necessarily constitute implied disease claims . We stated, however, that because 
"many people think of cholesterol solely in terms of the negative role of elevated 
cholesterol in heart disease," in order to avoid implying that the. product prevents or treats 
heart disease, a cholesterol maintenance claim would have to clarify that the product is 
only for maintenance of cholesterol levels that are already within the normal range. 
Therefore, because the claims you are making for this product represent that the product 
is intended to affect blood cholesterol levels but do not also include a statement about it 
being intended to affect blood cholesterol levels that are already in the normal range, they 
are implied disease claims . 

21 U.S.C. 343(r)(6) makes clear that a statement included in labeling under the authority 
of that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific 
disease or class of diseases . The statements that you are making for this product suggest 
that it is intended to treat, prevent, or mitigate diseases. These claims do not meet the 
requirements of 21 U.S.C. 343(r)(6) . These claims suggest that this product is intended 
for use as a drug within the meaning of 21 U.S.C . 321(g)(1)(B), and that it is subject to 
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Page 2 - Mr. James Komorowski 

regulation under the drug provisions of the Act If you intend to make claims of this 
nature, you should contact FDA's Center for Drug Evaluation and Research (CDER), 
Office of Compliance, HFD-310, Montiose Metro II, 11919 Rockville Pike, Rockville, 
Maryland 20855 . 

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 

Copies : 
FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-310 
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of 
Enforcement, HFC-200 
FDA, New York District Office, Office of Compliance, HFR-NE140 



- IT 

~ ~(yutrition21 2- U 

April 14, 2006 

James R. Komorowski, MS 
VP, Technical Services & Scientific Affairs 
Direct- 914701-4519 
Fax -914696-0860 
Email: Jkomorowski@nufrition2l.com 

APR 2 4 2006 

" 

1 . Chromium is an essential trace mineral for a healthy metabolism 
2. Optimize your insulin function 
3 . Optimize your metabolic health 
4 . Control carbohydrate cravings 
5. Fight weight gain 
6. Maintain heart health 
7. Promote healthy cholesterol 
8. Helps maintain healthy blood sugar metabolism 
9. Chromium is also a vital part of your natural mechanism for regulating blood sugar and activating 

various enzymes for energy production . 
10 . It also supports healthy cholesterol and heart health 
11 . Promotes healthy blood sugar 
12 . Supports overall cardiovascular health 
13 . Helps increase energy 

Nutrition 21, Inc . 

Office of Nutritional Products 
Labeling and Dietary Supplements (HFS-810) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5100 Paint Branch Pkwy 
College Park, MD 20740 

Re: Chromax® Chromium Picolinate 

Dear Sir or Madam: 

Pursuant to Section 403 (r)(6) of the Federal Food, Drug, and Cosmetic Act (FDC Act) and to Food and 
Drug Administration regulation 21 CFR § 101.93, Nutrition 21, Inc. is providing marketing notification of the 
following product and labeling claims . 

Name of dietary supplement: Chromax® chromium picolinate 

Distributor: Nutrition 21, Inc. 
4 Manhattanville Road 
Purchase, NY 10577 

Dietary ingredients: Chromium picolinate 

Statements of nutritional support: 

4 Manhattanville Road, SuRe 202 " Purchase, NY 10577-2197 - Phone 914 701-4500 " Fax 914 696-0860 " www.nutrition21 .com 

" ~ lN~~ 



Nutrition 21 

(Chromax 04f14106) Page 2 

I certify that the information contained in this notice is complete and accurate, and that we have 
substantiation that the statements are truthful and not misleading . 

By 
ames Komorowski, M.S . 

Vice President, Technical Services & Scientific Affairs 



DEPARTMENT OF HEALTH & HUMAN SERVICES Pubtic Health Service 

l=ood`and Driig Administration 
College Park, MD 20740 - 

z Z 
JUN 2 1 @02 

Mr. Ira L . Goldberg 
President 
Source Naturals, Inc . 
23 Janis Way . 
Scotts Valley, Califomia 95066 

Dear Mr. Goldberg : 

This is in response to your letters of February 2, 2002 and May 13, 2002 to the Food and 
Drug Administration (FDA) pursuant to 21 U.S.C. ,343(r)(6) (section 403(rx6) of the _ . ._ . . . ., . . . . . . . 
Federal Food, lirug, and Cosmetic Act (the Act}). ` 

28 A9 :15 

The product Policosanol Cholesterol Complea uses the claim " . . :help maintain M_. .m,~ 
cholesterol levels within the normal range." In the preamble to the January 6, -2000 final 
rule on structure/function claims (see 65 FR 1000 at 1018), FDA stated that claims about 
the maintenance of normal cholesterol levels did not necessanly constttute iniplied ` _..__ ._~.~. E. .~..~~~ . 
disease claims . We stated, however, that because manypeop7e M n~C of cboTesterol 
solely in terms of the negative role of elevated �cholesterol in heart disease," in order to 
avoid implying that the product prevents or treats heart d.., . {sease, a cho~Iesterol mamtenance ' , . 
claim would have to clarify that the product is only for maintenance of cholesterol levels 
that are already within the normal _range. The claim for your product contains no such. 
clarification, however. Therefore, FDA considers it to be an implied claim to prevent 
coronary heart disease by preventing the development of elevated cholesterol levels or 
reducing elevated cholesterol. 

The product Gluco-ScienceT"' uses the claim . Products that support healthy blood sugar v.n-.ws . %Aaac_s Y u A °va"}. .v-. n.34' w levels . . . . ..In the preamble to the January 6, 2000 final rule on slruc~`ureJfiuiction claims 
(see 65 FR 1000 at 1018), FDA stated that cl&ims about. the maintenance of normal 
cholesterol levels did not necessarily constitute implied disease cfaims . We stated, ., . . ., , 
however, that because "many people think of cholesterol solely in terms of the negative 
role of elevated cholesterol m heart disease." in order to avoid implying that the product 
prevents or treats heart disease, a cholesterol maintenance claim would have to clarify 
that the product is only for maintenance of cholesterol levels that are already within the 
normal range. The same principle applies to your claim about control, of blodd sugai 
level; that is, a claim that does not establish, 014t the claim is about blood sugar level that ~ ~r. ,u , 
is already within normal limits implies that the product is intended to treaf elevated blood 
sugar of diabetes, which is a disease. 
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21 U.S.C. 343(r)(6) makes clear that a statement included in labeling under the authority 
of that section may not claim to diagnose, mitigate, treat, cure, .orprevent a specifio 
disease or class of diseases The statement, that you are making for this product suggests 
that it is inten8ed to treat, prevent, or mitigate a disease., '1'his claim does not meet the . _ 
requirements of 21 U.S.C . 343(r)(6). This claim suggests that this product is intended for 
use as a drug within the meaning of 21 U.S.C. 321(g)(1)(B), and that it is subject to 
regulation under the drug provisions of the Act. . If you intend to make claims of this 
nature, yon should contact FDA's Center_ for Drug Evaluation and Research (CDER), 
Office of Compliance, HFD-310, 7520 Standish Place, Rockville, Maryland 20855 . 

Please contact us if we maybe of fiuther assistance . 

Sincerely, 

Fore 
Direttor 
Division of Compliance and Enforcement 
Office of Nirtdtion.alProducts, Labeling 
and Dietary Supplements 

Center for Food Safety 
and Applied Nutrition . : . 

FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300 
FDA, Office of the Associate Commission_er,f_or Regulatory Affairs, Office of 
Enforcement, HFC-200 
FDA, Los Angeles District Office, Office of Compliance, HFR-PA240 

Copies : 



: Statements beinq made in the labelinq of_Gluco-SciencT"' : 

February 02, 2002 

Food and Drug Administration 

Source Naturals, Inc. 
Scotts Valley, CA 95066 

Office of Special Nutritionals (HFS-450) 
Center for .Food_Safety and Applied Nutrition 

Washington, D.C. 20204 
200 C St. SW., 

RE: Notifcetio~f Nutritional uptzort Statements 

Dear Sir or Madarn : . ,_ 

the manufacturer of Gluco-ScienceT"' : , . . . .,.,~. .-, : .-. . ...., .: 

I hereby notify the Food and Drug Administration (FDA) of the use of statements of 
nutritional support in the labeling of Gluco-ScienceY"" a -dietary, supplement. Source Naturals® is 

(1) Products that support healthy blood sugar levels are projected to be among 
the industry's top five growth areas. 

(2) This Bio-Aligned FormulaTM supports multiple body systems: 
Giucoselcar4ohydrate metabo.lis[n, insulin/pancreatic activity, heart and circulatory system, 
nervous system, and vision : 

To the best of my knowledge, and based upon information and belief present at the time 
of the execution of this notice, l certify that the. above information is accurate and complete. 
Source Naturals possesses substantiation that the, statements are truthful and not m~sleading . 

Ira L. Goldberg 
President, Source Naturals, Inc. 



Source Naturals® 
23 Janis Way 

Scotts Valley, CA 95066 

May 13, 2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
200 C St. SW., Washington, D.C : 20204 

RE: Notification of Nutritional Sunnort Statements 

Dear Sir or Madam: 

RECE EVI 
JUN 1 4 2002 

BY: 

I hereby notify the Food and Drug Administration (FDA) of the use of statements of nutritional 
support in the labeling of, Policosanol Cholesterol Complex a dietary supplement . Source Naturals$ is 
the manufacturer of Policosariol Cholesterol Complex . ' 

Statements being made in the labeling of Policosanol Cholesterol Complex : 

(1) 

(2) 

(3) 

(4) 

To the best of my knowledge, and based upon information and belief present at the time of the 
execution of this notice, I certify that the above information is,accuratiZ~d complete . Source Naturals 
possesses substantiation that the, statements are t.ruthful and not rnisleading . 

President, Source Na lso 
Ira L. Goldberg 

Bio-Aligned Formula supports multiple body systems: heart, blood vessels, nervous system, 
thyroid, liver and gastrointestinal tract . ' f- - 11 

1 
Provides 500 mg of curcumin, the amount shown in research to reduce _serum, lipid peroxides 
and help maintain cholesterol levels within: the normal..range. 
The antioxidant . green tea inhibits LDL oxidation and promotes healthy blood vessels, according 
to animal and in vitro. studies . _ 
Myricetin, a powerful antioxidant, inhibits LDL oxidation, according to in vitro research . 

j 


