
our letters of Qctob 
behaff of Sotznx 
Ietters dated Au~st 24 and August 28,2001~~~~~~~~ a 
e ~a~aIs ~~s~~t tc3 2I USC. ?4~(~)(6) 

of tie Federal Feud, Drug, and Cosmetic Act (tie Act)) for its prodgc 
ex and CaIciurrr Citrate. Iett 
ed as disease claims ur he ms, 

a&y skeietal system, espe~~aIly 
. ..maintain normal ~~u~~s~~~~~ levels when 

low cbolesterof die are a~p~~~~ate sauce or lotion claims. 

For efris ceases we are nut persuaded that the conclusion expressed in our August 28, 
is insurrect and we stand by OUT original determination &at the cIaim 
y ymr dient in its original submisskm is a dhease cfasim that subjects its 

to under the drug pm&ions of tie Act. 



Dennis C?ronek 

has au~~~z~d a health claim for calcium 

21 CFR 101.72. 

in QW quest 24,200l letter, we stated that the claim “...maintain normal cholesterol 
ed as part of a low ~hu~~sterul di 
tictiun claim under 21 U.S.C. 

le, FDA stated that 
vention would be acceptable smcme 

f the health maintenance claim used terms 
dise;ase or that c referred to a p~6u~~ at-risk p~~u~a~~~, 
implied disease (see discussian at 65 FR HH8). 

believe that your client% claim is a53. a~~ru~~ate 
nut imply disease treatment3 ~reven~~n, or miti 

the preamble to the final rule that a claim such as “XI 
a healthy bloud sugar 1 

We disagree. We believe that, 
negative role of elev 
s intended to maintain no 

ch~~ester~~ levels is an imp&xl disease claim. 

oint out, a claim that a product is ~rnp~~nt or plays a role in the mainte 
is already normal or within no 

ctiun claim, depending on the cuntext, As we discme 
) the context in which ~~ic~~~ claim is 

wheeze a claim is a disease claim or a s~c~~#~~t~un claim, 
af a claim about a product inten&d tu 

clear that the pruduct is nut intended to have an ef6ect on abxxormal. 
le, the claim “helps main~in chu~ester~~ levels that are 

ithin the normal range” tiom the preamb 
) then such a claim 

daims under 21 U.S.Cc ~4?(r)(~). But, the claim that yu~ client 
such cunt~xt and therefure it dared rnate~a~~y fkum the 

le that was quoted in your letter. In contrast to that claim, your cUm 
fX help bring abuzlt normal chuiesteruI1evcAs. 

et achieves this eff’kct as pa of a low chulesterul dietary p 
clear that the produet% intended 
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chu~~st~~u~ levels that are already witin the normal range.” ~~~se~~e~t~y, we are not 
Aqpst 24,201 letter is in t, and we 

the cholesterol claim is a disease claim that subjects yuw cfieat’s 

~un~ct us if we may be of 

and Dietary ~~~~~ernen~ 
Center fur Fuod Safety 

and Applied Nutrition 

rug EvaiFaatiun and Research, Office of Co 
Associate ~u~ssiuner fur Replatury A 
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ear r. Foret: 

the claim Y.. rna~~ta~n normal fester01 levers w 
w ~~~l~ster~~ di~t~y p~~~r~~ ‘@ ass that this stat~rn~~t 

d to treat;, p-event, or ate eases and is ~~t~~d~d for 
does not meet 

ain that it is a st~~t~~~/fu~ct~u~ claim subject to 

s not agree that claims cone. 

ncy stated that it has na 



al” 
~Q~text of diet lemerit labelings ements in the lab~~~g Emily 

of a Isease or class of 1018). 

ai~ta~~ nu~a~ ~h~~~ster~~ levels when 
is a claim ~~~~e~~ng the 

d since you have ~1. t cited any other clai 

The lab~~ing stat~m~nt you have cite 
er label stat~m~nts or r~pr~sentatiuns that imply disease 

Source naturals falls within the univ~rs~ 
of a~G~~tab1~ s~~ture~f~~~~n cfaims. 

Urals in relation ta its 
or othemvis;e thigh 

~h~~~st~r~~ fevels, t rather s~rn~~y states at the product is untended to ~~~~~~~~ normal 

stic signs or symptoms of a speciftc disease class of diseases, the 

e FDA, a chu~~ster~~ level within a norn3af range is nut a sign or risk 
aintaining cholesterol levels within the ~~~a~ range is essential ta 

on of heart disease 

ture or fu~~tiu~ be ~unsider~d a disease claim 
statement in the lab~~ing of ~~ur~e ~at~a~s B sterol Complex prudent e 
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final r~gulat~Qn c~~~~~ing structure ion claims tile FDA 
maintain ~h~~~ster~~ levels that are a within the normal 

n st~ct~e/fu~~ti~n claim for maintaining ~h~~~ster~~ 
did root state that this would be the only ae~~ptabl~ claim 

ante and that no other similar vocations of the claim would nut 
riate st~~~r~/fun~t~~n claims. ~~nethe~ess~ the claim made by 

its Beta Sit~ster~~ Complex roduct is substantially the same as 
riate s~u~tur~/functi~n claim 

be cited that in the preamble trz the final 
~ern~~t products t FDA stated that the claim “use 
althy blood sugar level” would be considered an 

IWhile the claim made by Source catnaps 
concerns ~h~~est~r~~ levels rather than b 

af ~‘h~althy~~~ 
ntradict its uwn 

of the claim cited abuve and declare 

e are unaware of any disease associate normal ~h~~~ster~l levels. GIaim that 
ai~tains, not ~n~r~as~s or decreases, naval ~h~~est~r~~ vels does not refer to any 

isease or any sign Of s tom of a disease, and therefore c reasonably construed as 

statement made in ~~~e~ti~n with S~t~ster~l product is 
claim remitted for die supplements under 

21 CFR $101.93. 

r~v~de IX fu~her inf~~at~~~ ~~~~e~~ng you c~n~~us~~n that I’. . .ma~~tai~ 
covens when ~~nsurn~d as t of a few cho~est~r~~ dietary ~r~grarn~~ is a 

Until we receive some reason les us ta recancife you 
and its tremble, we c Y 

rn~di~~at~~~ ta this label statement. 

Sincerely, 
CR 

Dennis Id. Gronek 



October 15, 2001 

ear aret: 

that we respond tee> your August 28, 2001 Co esy Letter ~~n~e~i~g claims made far its 
~a~c~~ Citrate product. 

In your letter, you object to the clai “. . .help support and maintain a healthy skeletal 
systems especially during the meno ausal years when bone loss ~~cr~ases.~~ XXI assert that 
this statement is a health claim ab the r~~at~~nsh~~ between calci and ~st~~~Qr~s~s and is 

~re/f~~t~~~ claim. We disagree that this is a health cfai and maintain that it is a 
m%ion claim subject ts 21 U.S.C. ~4~3~r)~6)* 

4~3(r)( l)(B) of the Federal Food, Drug t (““FDC 
is defined as one which ~‘ch~act~~~es the re~at~~nshi~ of any nu~ent ta 
ated ~~ndit~~n. *’ The claim subm~~ed by our clie does not discuss any 

~s~as~ or heal~urelated ~undit~~~, but merely describes the rafe of the sduct iaz helping to 
maintain ;tl*ld support a healthy skeletal system. 

!e .tto the final regulati 
ment products (65 lQVQ, squab 2~~~)~ the FQCI~ and Drug 
clearly states that it es not intend ta preclude claims that refer to 

st~c~r~ or fun~t~~n~ unfess they * isease treatment or 
The FDA also states that mild co ~mmunly ass~~~at~ 

7 
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tages of fife or nurmal ~hysio~og~~a~ processes wiI1 not 
at treating as diseases the c~mrnon* mild systems asso 

stages or prowesses would not bc consistent with the intent of the ~iet~y S~~~~erne~t wealth 
and ~d~~at~on .Aet (~~~S~~A~~) (65 FR X020). Lastly, the FDA states that claims about 

minish~~g the normal s~~tomato~ogy of rnen~~aus~ would be a~~~ptab~~ 
s, if they did not suggest, fur example, prevention or trea~ent of osteoporosis, or 

isease associated with these states (65 FR 1021)4 

the issue is wh tain a hea~tl~y 
stem, espe~~a~~y during 
atment or prevention of a disease, elegy osteo~uros~s. We 
simply refers to the maintenance of hea~ihy skefetaf st It also 

refers to an increase in bone loss associated with men is gj nolyfyjal, ~~~~n 
sym~tu of menopause (and the aging process in gener and does Pzat suggest 
treatment of any disease, including osteoporosis. 

le to the final regulation the the claim ~~rnainta~~ ~~~a 
se, affording to the F 

sal 

e FDA’s positron as pr 

ed 

opted the d~~~iti~n of %steo 
the NH, the term ‘“osteo 
mass, where the i~te~a~ startle of the bone has been eroded to 
trauma will cause the fine to fi-acture easi 

the NEf and FDA, the disease oste~poros~ 
ne mass (which the FDA explicitly ac 

which is so eroded and porous that ev t trauma will c 
So not only must bone mass be affected for the 
o the st~~ture of the bone tissue must be deteri 

osteo~orusis only exists whew bone mass has deteriorated te the extent 
bone is eroded thereby easily causing tiactures. This is 
rease in bone mas or increase in bone x_Oss that is a norm 
and the aging process. 

e IFDA ae~~wledg~s that all persons lose bone with age and that an ~~~rease in 
normal ~onse~~e~~e of the process. (21 CF 

ever, not all persons develop osteopo 
t synonymous with the disease uf osteo~urosis~ and a 
ases bone loss associated with aging is not a disease 

lies that the product is intende 
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tr, the exttent that internal st~ctur~ of the 

n 
isease risk of d~ve~~p~~g 

estimate that only about 23% of American ~~~e~ 
Therefore, s~~~~y because a ~~~~ is menop 

es not mean she suffers or 5541 suffer tiom ~st~~~r~s~s. As s 

er thm the odds that 
oxosis other thm age, 
‘ng md a~~~h~~ intake 

It bust be noted that Suurce naturals does not claim that its Calci 
will ~~~ai~ta~~ normal bane density” or have affect an bone 
~hats~eve~~ Qw client salty states that its 
healthy skeletal especially du~ng the men one loss increases. 
~a~~ta~~~~~ a healthy s eletaf system does not imp 
fact that our climt”s cl includes the stat~~~~t ” 
when bone loss ~ncreases~~ does not imply di 
states the universally accepte 

elates that refer to 
s c~~~~~i~g mi ~~~d~ti~~s commonl 

~cesses, and that ~eat~g 
with nomaX life stages QT processes wauXd not be c~~s~ste~t wi 

DSHEA (65 FR 1020). FDA also states that claims about diminishing the ~~~a1 
sy~~t~~at~~~gy of ~~~~paus~ are a~c~~tabl~ st~~tu~e/f~~ti~~ ms, if they do not suggest, 
f-r example, prevents or treatment of ~ste~p~r~s~s~ or another ass&at& with these 
states (65 FR. 102l>. s described above, bone lass is nut s~~~~~u with Q~~~~p~r~~~~. 

The statement “+ su~~~~ and ~ai~ta~~ a healthy skeletal stem, 
the ~~~~~ausal years n bane lass ~~c~~as~s‘~ does not claim a r&atx;om 

cium and ~steQp~~~s~s. The claim does not ~~~tiu~ osteoporosis mr d 
~~~du~t will treat or prevent that disease. Rather the claim refers ta 

su~~~~ti~g a dually skeletal system and the biological fact that bone 




