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Mr Slddharth Shastrl Gl
Vice President, Product Deve&apmént? G
Jarrow Formulas, Inc. S
1824 South Robertson Boulevard Sl :

Los Angeles Cahfomla 90035-43

- Dear Mr. Shastn

. Food and Drug Administratlon
Coﬂege Park MD 20740 '

~ This is in response to your 'lé‘
: .February 6, 2006 Your lett_ek

d dletary supplement

21USC 321(ff) deﬁnes the enn ary supplemen

: 1dent1ty labeled as a “meal s ,It ;
low-sugar, nutrltrous meal.” In
replacement 1t 1s represented

Instead thrs product appears to§
requirements that apply to conv:
to dietary supplements. Briefly,

CFR 101.9 and claims may be made fo
defined by 21 US.C. 403(r)(1) or2l ’U

conventmnal foods. Addmon 1
- convénﬁénal‘feb:d* must be us

.generally recognized as safe (GRA{S
~ food. A food mgredlent that is not/G :

 be adulterated under 21 U.S.C.
“If you intend to market these pr¢
about the status of their ingre

Additive Safety (HFS-200) 5 W ,. g

|

r : j ave any questlons,
iuld dlrect them to FDA’s Oﬁ' ice of Food
,eh ?Parkway, College Park MD 20’740




Page2 Mr. Slddharth Shasm e i

Please contact us if we. may be of ﬁmher assxstance

Copies:

FDA, Center for Drug Evaluatlon and Research Ofﬁce 'of ( 'em
FDA, Office of the Associate Cqmmxsm er for Regulatc ;

_ Enforcement, HFC-ZOO

~ FDA, Los _Angeles Dlsmct Ofﬁce,(

o sl Walker,MD
.. ' Director A
el DIVIS]OII of Dxetary ,'

'Smﬁe‘l‘cly;yours,q S oh

e f_HFD-:’, 10

i of Complince,




on and FormulationsV
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~ Los Angeles, CA 90035-4317
- 310/204-6936 * 800/726-0886

2o

Food: and Drug Admmlstratlon

- College Park, Maryland 20740
‘ Reference phone #301 -436—2373

' Dear CFSAN:

.of FDA’s regulations, we here

Orders . 800/890-8955
General 310/204-2520
Admrmstratrve 310/204-5132 .

www.Jarrow.com

o »‘F,eiériﬁaryﬁ, 2006

Center for Food Safety and Applted Nutrmon
Office of Nutritional Products, Labehng. and Dretary Suppiements (HFS—B‘ED)
5100 Paint Branch Parkway ' ,

ood Drug and Cosmetlc Act and Sectaon of 101.93 -
we are usmg the fol!owmg statement(s) \

Pursuant to Sectlon 403(r)(6) of the

(1)  Name of Add,r ‘ . %
'Jarrow Formuias 1 824 Seath Robertson Blvd Los Angeles CA 90035

(2) " Text: of the state ent(s)

protems utlhzmg con*r
Active Shm Meal“‘f’f

rsolate rice and: mukfprote S, mult:-fxber comg

vitamins and mlneraﬁs, Thi i

your favorite beve ‘age (:n
. tich chocolate{ﬂ or;

er required. Active S| al w in srmple
ur  does not cont ,n:'any arti icia ﬂaVOTS or
sweeteners (no aspartame or acesuifame) Eay ‘

ing of Active Slim !&f!ea{"*1 contams 42 grams of high
ey, Mrlk and R'ce provrdmg m

can lead to aloss: of rnu
“muscle deve!opment m
(gluconeogenes )r.{:B‘gC
the diet, smce they are

ly than whey to oﬁer a delayed' releeSe of ammo
acxds for sustamed musc e protem synthesrs

MealTM rs Ioaded A 1

precious muscle tie aused by dzetmg and mtense exercise Ammal studres '

demonstrate that G ﬁam" e and Xylitol preserve Iean bodf“ mass dunng perrods

~of physical stress. Gly is used by rapid!
‘ b

lutami
Xylxtol is an aldltoi (a $pe

fo) heips protect agamst

ol )Q;,. ,SL{&

i
s
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\ calone natural plant

' dental canes Lo Han Kuo rs a new exception' /

: sweetener ]
 Fibersol-2® is en edvan'ﬁ od '{djretary soiub!e fibe
carbohydrates Ea of; Active S

- Frbersol-2® W

) postprandla! blood glucos Ievel rhcreases;
glucose sprke aﬁ:er a mea ).

MultlBIendW’;r abi
Meal"M to rmpr ¢ the bo

b ,end' f 24 essentrai vrtammslmmerels added to Actrve Shm ~
us. physrcal
r drtant antmxida, nut ents, euch as

(3) Name of the drelary mgr drent(s) ,f not provrded in i
: statement i ar ; L

i

«lngredrents Actrve Slrm Meal Tn-protem Blen
isolate, Rice Protem fo] 1 ,
“protein), MultiCarb/ T’*'(C mple ca
[complex maltodexirin fiber], Xylitol, rice st
_solubles), fructose, « GOCO: der
Blend (potassium chloride, dicalcit
acid, ferric orthopl ;ee‘ph d-z
~copper g!uconate, vrﬂam

'Vitemin/Mineral :
,ide ascorbrc

id eo_i 'm-molybdate
, Lo Han Kuo (natural sweetener),

i prcohnate vrtamm D:';
,geenan ’and lecithin. -

vrtamln K, sodrum se

@ Namo o the sy

Actice Slim Meal™

m (454 grams)

g -'(5). - The fouowing diéc!armer appears on the Iabel

These statements ha
- Administration. This prodt
Qany drsease SHo

' These claims are limited to and a resulto' T
evidence. S’Jpportmg the functional role- of Se nutﬂents

Respectfuﬂy submrtted

|ddharth Shastri
,Vrce President, Product Development




