
DEPARTMENT OF HEALTH & HUMAN SERVICES Public He$Q ,Fervice 

Food apd ;Drug Administration 
College Pprk, MD 20740 ’ 

JUL-21 2c103: ” “’ 

Mr. Margaret E. Kilroy 
Quality Assurance Technician 
New Chapter, Inc. 
22 High Street 
P.O. Box 1947 
Brattleboro, Vermont 05302 

Dear Ms. Kilroy : 

This is in response to your letters of June 20 and 24,2003 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 submissions state that New Chapter, Inc. 
is making the following claims, among others, for the following products: : 

Cold and Flu” - ‘--*---~“.~.. _-__ -. 
“Enhances immune resistance durmg cold and flu season;s-Dm- - 

Aloe Vera 200TM 
Promotes wound healing; ” 

Green & White Tea 
“. . .Lu Yu explained that tea cured.. . .pains, and depression; ” 

Immortal MushroomsTM 
“. , . support individuals undergoing radiation treatments; n 
“Ideal for nutritional support during chemotherapy and radiation. ” 

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 these products 
(including the product name “Cold and Flu”) suggest that they are intended to ,&eat, 
prevent, or mitigate diseases, namely the common cold and influenza, injuries, pain and 
depression. These claims do not meet the requirements of 21 U.S.C. 343(r)(6). ’ These 
claims suggest that these products are intended for use as drugs within the meaning of 21 
U.S .C. 321(g)(l)(B), 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 Research (CDER), O ffice of Compliance, HFD310, Montrose Metro 
II, 11919 Rockville Pike, Rockville, Maryland 20852. 
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Page 2 - Ms. Margaret E. Kilroy 

Please contact us if we may be of further assistance. 

Sincerely yours, 

Susan J. Walker,‘ M.D. 
Acting Director 
Division of Dietary Supplement Programs 
Offrce 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-300 . 
FDA, Offke of the Associate Commissioner for Regulatory Affairs, Office of 
Enforcement, HFC-200 

TDA~ew England DiZtriTf ,~ffic~~;=C~~pli~ce, HFRNE240 
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NOTIFICATION PURSUANT TO 
SECTlON 6 OF DSHEA 
AND 21 CFR §I0193 

This notification’ is being filed on behalf of ,New Cba~fer Inc. whi 
manufacturer of the product(s) which bear the statements identified in this notifkxtiin. 
Its business address is: 
22 HErrh St. PO Box 7947. Bmtileboro, VT95302, This notification is being made: 
pursuant to Section 6 of DSHEA and Rule 21 C$.R $101.93. The dietary supplement 
product on whose label or labeling the statements appear is Immortal Mushroomsw. 

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

(Statement 1): For profoundly enhanced immune functioning, for vigor and physical 
stamina, for lung health and athletic performance 

(Statement .2): Considered the ultimate longevity tonic, supports cardiovascular, kver 
and nervous system functioning. 

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

Statement -- 
-. . --. ,.- 

ldentii of Dietary Ingredient(s) or 
Number Suppletier& that is the subjeti of the Statement 

1. Vitamin C, Ginger, Reishi Mycalia; Shiitake Mycelia, Reishi EExt&, 
Maitake Extract, Shiitake Extract, Cordyceps (dong-chong-zia-cao) 
Extract, coriolus Extract 

2. Reishi 

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

Statement 
Number Brand Name Label or Labelinn? 

:: 
Immortal MushroomsTM 
Immortal Mushroomsm 

Label 
Label 

I, Margaret Klrov, am authorized to certify this Notification on behalf of m 
CXaDfer. inc. I certify that the information presented and contained in this Notific&ion is 
complete and accurate, ahd that New Chader, inc. has substantiation that each 
structure-function statement is truthful and not misleading. 



NOTIFICATION PURSUANT TO 
SECTION 6 QFiDSMEA 
AND 21 CFR ~101.93 

This notificatiorj is being filed on behalf of New ChaDfec Inc.. which is th$ 
manufacturer of the product(s) which bear the statements identified in this noQfi$ation. 
its business address is: 

22 Hiah St. PO Box’7947.8mff!eboro. vT05302. This notification is being ma’de 
pursuant to Section 6 of QSHEA and Rule 21 5.F.R 9101.93. The dietary suppbment 
product on whose iat+ or labeling the statements appear is lmmotial Mushrodmsw. 

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

(Statement 3): Recent Japanese research demonstrates that this mushroom upl@ts 
multiple parameters of’immune function including T ceils and natural killer ceils; +d also 
assists normal blood sugar metaboiism. 

(Statement 4): Recognized as synergistic with Reishi and Cordyceps, the freeze &ied 
proprietary LEM e&act is potency assured for immunobalancing orally active ’ 
poiysaccharides. 

The following summary identifies the dietary ingredient(s) or suppiement(9) for 
which a statement has been made: 

statemwlt Identity of Dietary Ingredient(s) or 
Number Su~~leynmt($) that is the aubieirtof’the Statement 

3. Maitake 
4. Shiitake 

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

Statement 
NWYibef Brand *Name Label or Labelma? 

3. iinmortai MushroomsTM Labet 
4. Immortal Mushrooms” Label 

I, Marsraret Kiirov. am authorized to certii this Notification cm behalf of & 
Cha&ec inc.. I cer#fy that &te information presehted and contained in this Notifidation is 
complete and accurate, and that New Chapter. inc. has substantiation that each 5 
structure-function statement is truthful and not misleading. 

Date Signed: & 24 ,2OOz By: 
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NQTIFiCATION PURSUANT TO 
SECTION 6 OF kHEA 
AND 21 CFR §jOl.93 

This notification is being filed on behalf of ‘New C%a~ti fm.. which is the 
manufacturer of the product(s) which bear the statements identified in this notification. 
Its business address is: 

22 riicrh St, PC Box 1947. B&f/&om. VTO5302. This notification is being made 
pursuant to Section 6 of DSkEA and Rule 21 C.F.R s101.93. The dietary supplement 
product on whose label or ‘labeling the statements appear is bnmortaf Mushrcjomsm. 

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

(Statement 5): Believed responsible for added endurance and vigor of gold medal 
winning Chinese Olympic team. 

(Statement 6): Ideal to nutritionally support individuals undergoing radiation treatments. 

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

Statement Identity of Dietary Ingredient(s) or 
Number Suwlekenff M that is the subject of the Statement 

5. cordyceps 
6. coriolus 

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

Statement 
Number Brand Name Label or Labelina? 

5. Immortal MushroomsW Label 
6. Immortal MushroomsTM Label 

I, Maroaret Kilrov. am authorized to certify this Notification on behalf of N_‘eiw 
Chaoter. Inc.. I certify that the infomation presented and contained in this Notiic#ion is 
complete and accurate, and that New Chaster. Inc. has substantiation that each 
structure-function statement is truthful and not misleading. 

Date Signed: & ?q ,200x B 
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NOTlFlCATlON PURSUANT TO 
SECTION 6 OF GSHEA 
AND 21 CFR §f01.93 

This notification ,is being filed on behalf of New Chader, Inc.. which is the , 
manufacturer of the product(s) which bear the statements identified in this notification, 
Its business address is: 

22 Hioh St. PO Box $947. Braff/e&ro. VT O!X%?. This notification is being made 
pursuant to Section 6 of DSHEA and Rule 21 C.P.R §101.93. The dietary supplement 
product on whose label or labeling the statements appear is Immortal Mushrooms”. . 

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

(Statement 7): Supports immune function and noted by Dr. Morishige MD, PhD, te 
maximize tonic mushroom effiicy. 

(Statement 8): Powerful~ and, multifaceted immune system enhancement 

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

---- -- ._-_-- ~ _-.. _.. . . . . . . ~” --- --- ~- ---.-- .--_ _-. ____ -_.- ._ .- _- -__-__ _ 
Stat+ment ldentii of Diiry Ingredi&M(s) or 
Number SucMementEsl that is the subbed of the Statement 

7. 
-- -- -.“iti.tiTfi.c..~- .._. ._ __._.___. ..~ 

8. Vitamin C, Ginger, Reishi Mycelia, Shiitake Mycelia, Reishi 
Extract, Maitake Extract, Shiitake Extract, Cordyceps (cIo& 
thong-ziiao) Extract, coriolus Extract 

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

Statement 
Number Brand Name Label or Labelina? 

7. 
8. 
9. 

Immortal MushroomsTM Label 
Immor@l MushroomsfM Label and Labeling 

I, Margaret Kilrov. am authorized to certify; this Notification on behalf of m 
Chaoiec inc.. I certify that the information presented and contained in this Notification is 
complete and accurate, ;and,that New Chap&% /nb. has substantiation that each i 
structure-function sttitement’is truthful and not misleading. 

Date Signed:& a#’ ,2003 By: 

/JX.le] 



NOTIFICATJON PURSUANT TO 
SECTION $ OF DSHEA 
AND 21 CFR fi101.93 

This notiication ,is being filed on behalf of ‘New Cha&er, Inc., which is the 
manufacturer of the pmduct(s) jvhich bear the statements identified in this notification. 
Its business address is: 

22 Hioh St, PC Box 4947. &&fMom. W05.302. This notification is being made 
pursuant to Section 6 of DSWEA and Rule 21 C.F.R glOl.93. The dietary supplqnent 
product on whose label or labeling the statements appear is immortal Mushrook”. 

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

(Statement 9): Ideal for nutritional support during: chemotherapy and radiation 
treatments. 

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

Statement ldentii of Dietary Ingred@H(s) or 
Number SuDpiement(sl that is the subject of the Statement 

9. Vitamin C, Ginger, Reishi Mycelia,. Shiitake Mycelia, Reishi ; 
Extract, Maitake Extract, Shiitake Extract, Cordyceps (doe 
thong-zhcao) Extract, Cotjolus Extract 

The following identifi’es the brand name of, each supplement for whiti a 5 
statement is made: 

Statellld 
Number Brand Name Labet or Labelinn? 

10. Immortal MushroomsTM Labeling 

I, Margaret .Kilrov. am authorized to certQ this Notification on behalf of /J/e& 
Chapter. Inc.. I certify that the information presented and contained in this Notific&tion is 
complete and accurate, : and that New Char>ter. Iti. has substamiation that each : 
structure-function statement is truthful and not miileading. 

Date Signed: &M dv , 2002 EIyw 0 
0 [Namei 

[Title] 
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NQTIFICATIQN PURSUANT TO ! : - -‘--.“--~,u- A: ..L:;,, I : , : , .,-“.-” . . 
SECTlON 6 OF PSHEA 
AND 21 CFR Qb04.93 

This notifi&ion ,is being filed on t&l& af New Chap&c Inca s&Q 
manufacturer of the product(s) which bear the statements identified in 
Its business address is:, 
22 H&h St. PO Box 1947. Brdftleboro. WQ!5302., This notiication is being made 
pursuant to Section 6 of DSfiEA and Rule 21 C.F.R $101.93. The dietary suppferhent 
product on whose label :or labeling the statements appear is Green & White Tea. i 

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

(Statement 1): Delivers unique, synergistic white :tea antioxidant polyphenols 

(Statement 2): Profound cardiovascular and cellular protection 

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

Statement Identity of Dietary Ingredi;ent(s) or 
Number Supplement(s) that is the subieti of the Statenient 

I. White Peony ‘Tea 
2. White Peony :and Green Sencha Tea 

The following identifies the brand name of,each supplement for which a 
statement is madei 

Statement 
Number Brand Name 

1. Green & White Tea Label and Labeling 
2. Green & White Tea Label and Labeling 

Label or Label&w? 

I, fvlarsaaret Kilrov. <amauthorized to certify thii Notification on behalf of Ne,w 
Chapter, Inc. I certify that the information presented’and contaiied in this Notiirtion is 
complete and accurate, and that New Matier. inc. has substantiation that each ‘ 
structure-function statement is truthful and not misleading. ’ 

Date Signed:&-@  $0 By: ,2605 
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NOTIFICATION PURSUANT TO 
SECTION 6 OF DSHEA 
AND 21 CFR siO1.93 

This notification;is being filed on behalf of New ChaD,ter Inc.. which is the ; 
manufacturer of the product(s) which bear the statements identiied in this notiiqtion. 
Its business address is: 

22 Hiah St. PO Box 7947, Bratileboro, VT 05302. This notification is being made 
pursuant to Section 6 of DSHBA and Rule 21 C.P.R 5101.93. The dietary supplement 
product on whose label or labeling the statements appear is Green & White Tiea: 

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

(Statement 3): In 2737 B.C., a Chinese medical text exalted tea as a health tonic,! and in 
780 A.D. the Chinese tea master Lu Yu explained that tea cured aches, pains, and 
depression. 

(Statement 4): In 1211, Eisai ‘Myo-an, the founder of Zen Buddhism, praised tea as an 
elixir to promote good health and long life. 

The following summary identifies the dietary ingredient(s) or supplement(s) for 
-which a statement hasbeen~madez---=-, - .-- . . .” . 

Statement lc+t@ of Dietary Ingredipnt(s) or 
Num.ber Sutwlementkj that is the sLbiedt of the Statement 

3. White Peony and Green Sencha Tea 
4. White Peony and Green Ssncha Tea 

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

Statement 
Number Brand Name Label or Labelina? 

3. Green &White Tea Label and Labeling 
4. Green & White Tea Label and Labeling 

I, Maroaret Kilrov. am authorized to certify this Notification on behalf of Ne_w 
Chapter, Inc.. I certii that the informationpresented and contained in this Notif@ation is 
complete and accurate, and ,that New Chader, Ink has substantiation that each 
structure-function statement is truthful and not misleading. 

Date Signed:, ~VU ti By: , 200% 
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NOTIFICATION PUF$SUANT TO 
SECTION 6 OF PSXEA 
AND 21 CFR~@l01.93 

This notification is being filed on behalf of New Chaotec Inc.. which is the : 
manufacturer of the product(s) which bear the statements identified in this notjfi&tion. 
Its business address is: 

22 Hiah St. PO Box 1947, Brattlebom, VT 05302. This notification is being ma#e 
pursuant to Section 6.of DSHEA and Rule 21 CIF.R s101.93. The,dietary supplement 
product on whose label or labeling the statements appear is Green & White Tek 

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

(Statement 5): By the end of the 20* century, scientists identiiid hundreds of beneficial 
phytonutrients within the tea leaf that were shown to dramatically enhance immune and 
cardiovascular functioning and prolong healthy life. 

(Statement 6): In 2003) New.Chap~er@’ takes the world’s finest certified organic white 
and green teas, extracts them at the perfect temperature, and delivers in concentrated 
form their full range of unique polyphenols for all to enjoy. 

_____ .--~,-Xbe,fojl~wing .summaryidentifies the dietary ingredient(s) or supplement(s) for 
which a statement has been made: 

Statement Identity of Dietary Ingredient(s) or 
Number Supplementis) that is the subieck of the Statement 

5. White Peony and Green Sencha Tea 
6. White Peony and Green Sencha Tea 

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

Statement 
Number Brand Name Label or Lab&inn? 

5. Green & White Tea 
6. Green & White Tea 

Label and Labeling 
Label and Labeling 

I, Mar-claret Kilrov, am authorized to certify this Notification on behalf of /J/s& 
Chanter. jnc.. I certii that the information presented and contained in this Notiication is 
complete and accurate,‘and: that hfew Cha&e~ Itic. has substantiation that each 
structure-function statement’ is truthful and not misleading. 

Date Signed:& @  ,200a By 

3 



NOTIFICATION PURSUANT TO 
SECTJON 6 OF DSHEA 
AND 21 CFR Qy101.93 

This notification is being filed on behalf of New Cha&er Inc.. which is the. 
manufacturer of the product(s) which bear the sptements identified in this notifkjation. 
Its business address is: 

22 Hicrh St. PO Box /94X. Bratileboro. VT 05392. This notification is being mage 
pursuant to Section 6 ‘of DSMEA and Rule 21 C:F.R 5101.93. The dietary supplement 
product on whose label or’labeling the statements appear is Green & White Ted. 

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

(Statement 7): Scientists have long associated this longevity with, in part, the Japanese 
people‘s regular consumption (often over 10 cups a day) of tea. 

(Statement 8): Researchers at the Saitama Cancer Center Research Institute r&or&t 
in 2000 that people who drank more than ten cups a day of tea experienced sig&icantly 
better heart and immune system health than those who drank under three cups’aiday. 

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

Statement Identity of Dietary Ingredient(s) or 
Number SupPlemw&s) that is the subiect of the Statement 

7. White, Peony and Green Sencha Tea 
8. White Peony and Green Sencha Tea 

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

Statement 
Number Brand Name Label or Labelinn? 

7. Green & White Tea 
8. Green & White Tea 

Label and Labeling 
Label and Labeling 

I, Margaret Kilrov. am authorized to certii.this Notification on behalf of New 
Chader, Inc.. I certify that the information presented and contained in this Not*$%on is 
complete and accurate, and’that New ChaHer, Inc. has substantiation that each 
structure-function statement is truthful and not misleading. 

Date Signed:& @  , 200& By: 

4 
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NOTIFICATION PURSUANT TO 
SECtlON 6 OF IkEA 
AND 21 CFR §101.93 

This notification is being fikd on behatf of jVew Cba~ter, Inc.. which is the ’ 
manufacturer of the prbduti(s) which bear the siatements identiied in this notifk$tion. 
Its business address iq: 

22 Hiah St. PO Box $947. f&W&om, VT 05302. This notification is being made 
pursuant to Section Q of DSHEA and Rule 21 C.F.R Ij101.93. The dietary suppldment 
product on whose label of labeling the statements appear is Green & White Tea: 

The text of eachstructure-function statement for which notification is now t@ing 
given is: 

(Statement 9): Green and white teas are known $ contain the highest concentraten of 
health-promoting antioxidants. 

(Statement 10): Increases thermogenesis, energy, and fat metabolism 

The following summary identifies thedietary ingredient(s) or supplement(s] for 
whicha-staternent&as&en~ ._____-_____ -.- __~~ __. _-._ _ . _, _ __-_- __..-. ’ 

Statement Idwvtity of Dietary Ingredient(s) or 
Number Swwlementkl that is the subied of the Statement 

9. White Peony and Green S+cha Tea 
IO. White Peony and Green Sepcha Tea 

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

statement 
Number Brand Name Label or Labelina? 

9. Green & White Tea Label and Labeling 
10. Green & White Tea Label and Labeling 

I, Mamaret Kilrov. am authorized to certify’this N@ifiqtion on behalf of F&J 
Chapter, Inc.. I certify that the’ information presented and contained in #is Notif@tion is 
complete and &curate, and that New Chap&x Inc. has substantiation that each 
structure-function statement is truthful and not m$leading. 

Date Signed:& Mp zd ,200A By: 

5 



NOTIFICATION PURSUANT TO : j 
SECTION 6 OF DSHEA 

” ‘..‘w..z i, _.,. 

AND 21 CFR $101.93 
i; JN ,7 4 x03 ‘; II 

This notification is being filed on behalf of New ChacXkw, /f~~&vhich is the 
manufacturer of the product(s) which bear the statements identified in this-ioX@tkx---.- ---j ‘.“* i 
Its business address is; i. _ -,., _ i*yIII ---------___cI 
22 H&h St, P 0 Box 7&7, Brati/ebo#. VT 05302 This notifiition is being made: 

--.--.~: 

pursuant to Section 6 of DSHEA and Rule 21 C.F.R g101.93. The dietary supplejment 
product on whose label or labeling the statements appear is Cold and Flum. 

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

(Statement 1): Enhances immune resistance during cold and flu season 

(Statement 2): 10 beneficial probiotics cultured in immune-boosting organic fruits, 
vegetables, and herbs 

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

Statement Identity of Dietary Ingredient(s) or 
-Number--------Supplement.(s) that is the subiect of the Statement 

1. Americah Elderberry, Spinach, Parsley, Okra, Oregano, Cumin, Ginger, 
Arabinogalatin, Milk, Nutritional yeast, and Bacteria (L. casei, 
L. Piantanrm, L.saikarius, Lacidophilus, Lrhamnosus, S.thennopl@us, 
8. bifiduhq 8Mantis, Nongum, B.brew) 

2. American Elderberry, Spinach, Parsley, Okra, Uregano, Cumin, Gijlger, 
Arabinogalactan, Milk, Nutritional yeast, and Bacteria (L. casei, 
L. Plantaium, Lsalivarius, L.acidoph#us, L.rhamnosus, S.the~opl#iius, 
B.biiYdu~, B.infants, Blongum, Bhretre) 

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

Statement 
Number Brand Name Label or Labelina? s 

1. Cold and FluTM Label and Labeling 
2. Gold and Flu- Label and Labeling 

I, Mat-caret Kilrov, am authorized to certify this Notification on behalf of &WJ 
Cha&er, Inc. I certify that the information presented and contained in this Notific+ion is 
complete.and accurate,’ and that New Chapfer, Inc. has substantiation that each 
structure-function statement is truthful and not misleading. 

Date Signed:& m ,200& B 



j i _,, -..__ 

NOTlFlCATlON PlJlk$UANT TO 
__ i, ----- _____ J’ ” :A _L s 

SECTION .6 Oi iDSHEA 
: - -. --_, __ i 

‘I, , : 

AND 21 CFR fjr101.93 ,$ ’ : 
: i ;.,! ,p JN I 4 203 ‘_ : 
, 

This notification is being ftied on behalf of New ChaoW, k. ~ichiis~~~-------.---~~~~.“:’ 
manufacturer of the product(s) which bear the statements identified i&this-net&$t$n. i ! 
It+ business address is: 
22 H&Y/I 5%. PO Box 7947, Brati/ek?om. VTO5302. This notification is being made 

--.- 
-------.,” 

pursuant to Section 6 of DSHEA and Rule 21 C$.R $101.93. The dietary suppleent 
product on whose label or labeling the statements appear is Aloe Vera 200”. ’ 

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

(Statement I): Induces glutathione detoxification enzymes 

(Statement 2): Delivers soothing polysaccharides to support healthy GI functioning . 

(Statement 3): Our exclusive 2OO:l concentrate of Aloe Vera is: Freeze-dried and 
certified organic 

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

*_~~_-~,_.“-____ . )_ - . . .__  . -  -_ 

Statement IdentIty of Dietary Ingredient@) or 
Number Supplement&) that is the subiect of the Statement 

1. Freeze dried~Aloe Vera juice concentrate 
2. Freeze driedAloe Vera juice concentrate 
3. Freeze dried Aloe Vera juice concentrate 

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

Statement 
Number Band Name Label or Labelina? j 

1. Aloe Vera 200TM Label 
2. Aloe Vera 2OOm Label 
3. Aloe Vera 200” Label 

I, Maroaret Kilrov. am authorized to certify this Notification on behatf of &k&v 
Chapter, k~c. I certify that the information presented and contained in this Notit%$on is 
complete and accurate, .and‘that New C!?apfec /r/c. has substantiation that each 
structure-function statement is truthful‘and not misleading. 
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N O T IFICA T IO N  P U d S U A N T  T O  
‘- .’ : 

S E C T IO N  6  O F  D S H E A  
A N D  2 1  C F R  fjtO 1 .9 3  

j: b  Juf. 4  4  2 0 0 3  s?  :.. 
L  ._  - ..- _ _ ._ . ...l*_  1 _  

Th is  n o tif ication, is b e i n g  f i led o n  b e h a l f o f ‘N e w  C h a p &  & + ~ & ich is th e  
m a n u facturer  o f th e  p iodukt (s)  wh ich  b e a r  th e  s ta tements  i d e n tifie d  i n ~ ~ ~ “6?Hi I& io rk - -~  
Its bus ine is  add ress  is: 

2 2  H iah  sf. P O  B o x  1 9 4 7 , f3rat t leboro.  V T O 5 3 0 2 . Th is  n o ti f icat ion is b e i n g  W a d e  
p u r s u a n t to  S e c tio n  6  o f D S W A  a n d  Ru ie  2 1  C .;F.R 5 1 0 1 .9 3 . T h e  d ie tary  s u p p k n e n t 
p r o d u c t o n  w h o s e  labe l  o r’labe l ing  th e  s ta temer& a p p e a r  iS  A loe  V e r a  2 M P . 

T h e  text  o f e a c h  s tn$ture- funct ion s ta tement  fo r  wh ich  n o ti f icat ion is n o w  & e i n g  
g i ven  is: 

(S ta tement  4):  O u r  exc lus ive  Z O O :1  c o n c e n trate Q f A loe  V e r a  is: E q u i v a l e n t (I ta d e t) to  
two o u n c e s  o f f resh ju ice.  

(S ta tement  5):  O u r  exc lus ive  2 O O :l c o n c e n trate o f A loe  V e r a  is: A  w h o l e  leaf  extr$ct, n o t 
s imp ly  th e  inne r  gel .  

(S ta tement  6):  O u r  exc lus ive  2 O O :l c o n c e n trate o f A b e  V e r a  is: E x t remely  p o te n t3  
c o n ta in ing  9 5 %  o f th e  to ta l  na i tura l ly  occur r ing  po lysacchar ides .  

m ---- T h e  :f@ i@ tin g  -s~ rn rna r3F- iden t i f i e~~~ i~~~) -  o r  s u p p l e m e n t(& ) fo r  
wh ich  a  s ta tement  h a s  b e e n  m a d e : 

S ta te m e n t Id e n tS ty o f Dietary  In g r e d i e n t(s) o r  
N u m b e r  S irP ; H e m e h tkl‘th a ’t‘is th e  sub jec t  lof th e  S ta te m e t 

4 . F reeze  d r ied  ‘A loe’V e r a  ju ice c o n c e n trate 
5 . F reeze  d r ied  IA loe  V e r a  ju ice  conc@ rate 
6 . F reeze  d r ied  ,A ioe  V e r a  ju ice  c o n c e n trate 

T h e  fo l l ow ing  id@ fies  th e  b r a n d  n a m e  o f: e a c h  s u p p l e m e n t fo r  wh ich  a  
s ta tement  is m a d e : 

S ta te m e n t 
N u m b e r  B r a n d  N a m e  L a b e l  o r  L a b e l i n a ?  

4 . A loe  V e r a  2 0 0 T M  L a b e l  
5 . A loe  V & a  2 0 0 W  L a b e l  
6 . A loe  V e r a  2 0 0 ” L a b e l  

I, M a r Q a r e t K ikov. a m  a u tho r i zed  to  certi fy th is  N o ti f icat ion o n  b e h a l f o f A & &  
C h a p ter,  Inc.. I cert i fy th a t th e  in fo rmat ion  p r e s e n te d  a n d  c o n ta i n e d  in  th is  N o tifi@ tio n  is 
c o m p l e te  a tid  accurate, ,  a n d , th a t N e w  C h a p ter,  kc. h a s  substant ia t ion th a t e a c h  1  
st ructure- funct ion s ta tement  is truthful a n d  n o t m is lead ing.  

D a te  S i g n e d : b u  $ 4  ,2 0 0 5  B y : 



NOTIFICATION- PURSUANT TO 
SECTION 6 OF DSHEA 
AND 21 CFR §1~1.93 

This notification is being filed on behalf of ivew Ck&eE Inc., which is the! ” 
manufacturer of the product(s) which bear the st$ements identified in this notifk#ion. 
Its business address is: 

22 t-&h St. P 0 Box $947.. Bmffleboro, VT 05302 This notiication is being made 
pursuant to Section 6 of OS+@4 and Rule 21 C.F.R 5101.93. The dietary supplement 
product on whose label or labeling the statements appear is Aloe Vera 260”. * 

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

(Statement 7): Promotes wound healing 

(Statement 8): Reduces inflammation 

(Statement 9): Supports immune function 

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

Sated&--------- - j --l*ntityqf+-~ie~~~p&&)*~~~~ .~ . - -- _“_.. _. ” 

NUllilXW Suaple,mentk) that is the subiect of-the Statement 

7. 
8. 
9. 

__ Jcreeze dried Aloe Vera juice concentrate _-.- ._- 
Freeze dried Aloe Vera juice concentrate 
Freeze dried Aloe Vera juice concentrate 

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

Statement 
Number 

7. 
8. 
9. 

Brand Name Label or Labelinsr? 

Aloe Vera 200W 
Ajoe Vera kI0” 

Labeling 
i Labeling 

Aloe Vera 200” Labeling 

I, Margaret Kilrov. am authorized to certify this Notification on behalf of & 
Chamfer. inc.. I certify that the information presented and contained in this Notif@on is 
complete and accurate, and,that New Chapfer, Irk has substantiation that each 
structure-function statement is truthful and not misleading. 

Date Signed&W $f$ ,200& By: u&&&&F w 
0 [Name] 

PitIe] 
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