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Food and Drug Administration
College Park, MD 20740

APR 22 2004

Mr. Pat Hallman
President

Bios Biochemicals
1311 E. Nance Street
Mesa, Arizona 85203

Dear Mr. Hallman:

This is in response to your letters to the Food and Drug Administration (FDA), dated
December 31, 2003, and received by FDA on April 2, 2004, pursuant to 21 U.S.C. 343(r)(6)
(section 403(r)(6) of the Federal Food, Drug, and Cosmetic Act (the Act)) and 21 CFR
101.93(a). The letters appear to be in further response to our letter to you dated January 15,
2004.

Your submission states that Bios Biochemicals is making the following statements, among
others, for the products ViroStat and Defend:

“ViroStat boosts immunity and protects against common pathogens. Make ViroStat
part of your family’s defense against the colds and flu season.”

“DEFEND! boosts immunity and protects against common pathogens. Make
DEFEND! part of your family’s defense against the colds and flu season.”

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 suggest that they are
intended to treat, prevent, or mitigate diseases, namely, the common cold and influenza and
other diseases caused by pathogens. 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)(1)(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), Office of Compliance, HFD-310,
Montrose Metro II, 11919 Rockville Pike, Rockville, Maryland 20855.
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Page 2 - Mr. Pat Hallman
Please contact us if we may be of further assistance.

Sincerely yours,

sl

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-300
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200

FDA, Los Angeles District Office, Compliance Branch, HFR-PA240
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December 31, 2003 S =)

Foodamﬂ)mg:\dmmm

Office of Nutritional Produscts
wamgmnmsmmmsmmw)
Cenufou‘oodSafetywdAppidentmw
200 C Street, SW
waqamgmn,ncmm

| Wuhﬁ&ygvmmtto&reqmtsufmﬁon%ﬂdﬁ)alUSC
Mﬂrxs))dﬁeFedmaled,Dmg,andchctmdmmﬂmwm&e
of 21 CFR 101.93, that Bios Biochemicals Corp., 1311 E. Nance St., Mesa,

ﬂﬁmzmmmgawwmﬂwfonowmg
statements on the label and/or in the labeling:

’ (Iextafchxmon&epm@ct labe%)”VnoStatWYwHeaﬁh,hnmmtyisEssenml
forva&val . i

{text of claimm on the product information sheet)* Immunity is Essential For Survival
lnmmuywcvaythmgyou tmagmed mdmm-c'

Ywumnesyﬁmmoneof&emostmmed,yetelegmsysmmﬂmeam
‘universe. ' With its dozens of members and systems, it surely rivals the internet for
complexity. But, even with all its complexity, we are learning each day new and proven
ways to make it work better - waysﬂ:atgoﬁrhmdﬁchmand(iolden%»
popuhnmmeenhancersofﬁse?ﬂ’ ,

What is mmty myway?

,oweoﬁeau&M&emmsyswm,nnsmyﬁmymﬂmd ' According
mﬁcMMMaMbaokforphymms,meWofﬁemmsymm,‘ﬁs
hdmmgnshmmthehodyas*wlf’m "non-self* and to eliminate those that
are non-self.” In other words, to determine what is “me™ and what is not. Anything that
~ is not “me” is called an “antigen.” Though scientists spend a lifetime and leam only a
tiny part of the immunc sysiem in detail, you can leamn enough if you think of the
Wmummdwmm
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T-cells - onrhuﬂetaﬂhedoor Hedmdeswhobelongsmdmdocsm
B-cells - wise old uncie B. He knows just how to deal with each intruder.
MHC - dear old aunt M. Shecaarecomxchamﬂymembmwnm_wstattmmh
Mmh%mmm&mmmwmmmmmamw—
and a few ferocious family cats. '!‘heygobbiewanyonewhodoesatbeiong—
. butonly if uncle B or aunt M telis them to.
s Cytokines: ﬂ:eyswnyabwt&epheehkechﬂdmataweddmg canymg

. urgent messages like:

o “Somemldontrecognxze;ustwmtuﬁotbegarden”

o “This one is not a member of our family.”

o “Get these intruders out of here.”

%WMVROSTATMMWM

As%a!m&y,mmwwwwuamumnymmaﬂdw&“““ Each
member of the immune system family is ideally suited to its task. And when all work
together with perfection, your immune system becomes unbeatabie VROSTAThas

everything you need to:

Strengthen each member
Improve communication
Increase cooperation
Anékeepadamhﬁaseasweﬁ
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Cc!hdarGoodHeasckeepmg Qmofﬂwkeystounbeatablemunny

We've all seen that families with clean and orderly homes are ofien more efficient than
those who stumble over debris and struggle just to move around. Your immune system
needs space in which to work, but when the immune cells go to work, they often make a
mighty mess. Like a carpenter remodeling a kitchen, or dogs and cats run amuk at an
outdoorweddmg,themesscanqmﬂygrowsohugethatmcanhardlymove
Fortunately, ViroStat has powerful ingredients that “pick up,” “clean up”and sweep up”
ﬂ:emcssataceﬂulaﬂevel pwventmg the ckm&atcan choke your immune system.

Commaunication and cooparatxon - Togesber we cm overcome anythmg

Wheayourummmesymmwacnvawd,cymhaescarymsagcsﬁmncenmceuatan
mzmgme Making sure that cach message is the “right” message and gets to the
“right” cell is as far more complex than any corporate switchboard. Fortunately, ViroStat
,helpsshq)hexdmhmcssagew&eeeﬂsﬂmmedmkmw~gaardmgﬂmmessage
agamstthewolvesaioug&ewaywhﬁeauhcsammnmhmgt&messenger With
Vwoswlmmsystmyoucmbesummatmnfcaﬂypmmgwdmtsm

supportmgymwmm system atcvery level.
Chaﬂeugestoyoutmmesymareeverywhm

® Day care cenm
# Airplane travel



s Public Restooms and gyms
* Movie theatres

* Air and water poltution -
_—*Cafemiasandsaiadbm

\ &’tttwmkmwpsmesaday
) ‘!’obemeyou teatyourhwt. ‘

.waﬁmmpmvesmmmcsysmmmmon
 ViroStat boosts immune system cooperation
ViroStat cleans house ata cellular level
ViroStat enhances immunity ‘
Vmﬁmthchsmmmeeeﬂsm
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.butmiytfyougveataay WYw&mﬁomekeTeehmIogmmﬁywmﬁ
wveac!mwﬂymmwmg&eammmmm If you have
questions, Call Lidtke Technologies. We’ﬁputyoumtmwh with aknowhdgenble
phymwiwmmswerm ,

gw;f of claim on the product information sheet)
Wasmm‘,a‘mmm@ |
Fﬁmiﬁamkwhecmémghmdo~i€ﬁgtﬁ!
fvmmmmmdmwmw Make ViroStat part
ofyou;famﬁy’sdeﬁamagmstﬁewmm&xmn The scientifically tested

VmStatfomula:sxrwforeverydaypmtecm TakecxtranS&atwhenyour
‘ mmsysmwchaﬁengedby

Daymeenms

Bus & airline ravel
Movie theatres

Public restrooms & gyms
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Isn’zm Mly’shu?hwm\mmadéy? ,\
| M’imwww%m@m!

ViroStat ‘

" From the people who care encugh to do jt right!
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’ V:whtmmm@mdpmawnﬁmmpmm MakeVmStatpart
of your family’s defense against the colds and flu season. The scientifically tested
mehwmtfawmydayamm TakecxtraVn-cStatwhenymw

’mmeaysﬁemmchaﬂcagedby
] Dayweeenm ;
» Bus & airline travel
*  Movie theatres
s i’abhcresumms&gyms
Iso’t ymwfann}y’shﬁiﬂtwor&ihreecapsulesaday?
VmStat(Nameoprpicment}
Bios Biochemicals Corp. (bmndm)

mmmmfmm&mfmmmmmmmmmm
accurate and that Bios Biochemicals Corp. hasmbsmuatm&aﬂhe statement is truthful

mdmtmxsleadmg.
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Food and Drug Administration : ' RN
Officé of Nutritional Products o
Labeling mstewySuppimts(Hf‘S-Sl()) o =
mw&:rm&mymwm T
200 C Street, SW .
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BwSux.

mmmygmpmmtm&ewofmmwwxs)(zxUSC
343(r)(6)) of the Federal Food, Drug, and Cosmetic Act and in accordance with the
requirements of 21 CFR 101.93, that Bios Biochemicals Corp., 1311 E. Nance St., Mesa,

Azsszﬂnasoomemdmkeﬁagadnaaysuppmntbm&efonmmg
. statements on the label and/or in the labeling: :

(text of ¢laim on the product labe!)”!)efend' Protect Your Health, !mmunuy is Essential
for Survival ,

(text of ¢laim on thepmd:mmfomwuonsheet “ hmnmuy:sEsseanalForSumval |

immnmtyweverythmgyoutmagmed and more!

\ Ywmmsmnmofmmwmwekmsmm&ewme
universe. With its dozens of members and systems, it surely rivals the intcrnet for
complexity. But, even with all its complexity, we are learning each day new and proven
‘waystomake:tworkbm-waysﬂ:atgofarbcyoadﬁcbmaceawdﬁoidensw~
popular immune enhancers of the 70’s. ; ,

What is iimmmity anyway?

M@weoﬁata&abbm&emmsymmsmtymﬂymmod Aecordmg
to the Merck Manual, a guide book for physicians, the function of the immune system, “is
to distinguish entitics within the body as "self” or "non-self” and to eliminate those that
are non-self.” In other words, to determine what is “me” and what is not. ' Anything that
lsnot“me"tscaﬂedm“m Though scientists spend a lifetime and learn only a
tiny part of the immune systeny in detail, you can learn enough if you think of the

~ mmnesystmasthemmbasofmeandedfamﬂy !
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T-cells - ourbuﬂeratthedoor Hedecsd&swhobebngsandwhodoesmt. '
B-ceiis - wise oid uncie B. nexnows;uﬁnowwmwmm‘niﬁifuéer’
'MHC - dear old sunt M. She can recognize family members with just at touch.
Macrophages, neutrophils and natural killer cells are the Dobermans at the gate -
‘and a few: ferocious family cats. Theygohbleugaaymewhodoesn tbelong—
Mten!yxfuncieBorthteﬂsﬂwmto |
o Lymhne&ﬂ:eysmryabaut&ephee’i&echﬁdmnataweddmg c‘arrymg
iu;gentmwgeskke ‘

0 “Sonwuae!dontrecogmzewstwentmmmegarden

o “'fmsoneisnotamambaofwrfamdy

o ‘Geiﬂaesemtmdexsoutofhue”
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'Hm éoes DEFEND’ boost lmmamtyv
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Aswitha Wuﬁy, the scercts winmmxu{ uwuuuuy m”i‘n’dw and Woﬁﬁ? Euﬂh

member of the immune system family is ideally suited t0 its task. And when all work
Wwa&p«kcﬁmywmmesysmbwmmbemk DEFEND'has .
,everyﬁamgyouaeedm _

Strengthen cach member
Improve communication
lncneasecooperatm ,
And keep a clean i:mse as well

o e o

Ceﬁulqrﬁoodﬂousekeepmg Oneofﬂ:ekeystounbeaiablctmmumty
' We've all seen that families with cléan and orderly homes are ofien more efﬁc:eat&an
thomw!m stumble over debris and struggle just to move around. - Your immune. system -
nmsspacemwhwhtowork,butwhmthcnnmuneqeﬂsgotowork,ﬁacyoﬁmmakea
mighty mess. Like a carpenter remodeling a kitchen, ordegsandcatsnmamukatan '
outdoor wedding, the mess can quickly grow so huge ﬂuuyoumhasdiymove
Fonnnately, DEFEND! has powerful ingredients that “pick up,” “clean up” and “sweep
ﬂlemessataoelkaiaﬂevel pmveunngﬂtecktuermatcanehokeywmme :

syswm ' . .
Commwmcaﬁon and cooperatmn — Together we can overcome anyt!nng . |

W!aenywrmmunesystemxsacﬁvawd,cywmescarrymessages fromcelltocellatan
amazing rate. Making sure that each message is the “right” message and gets to the
“ngbt”wﬂwasfarmoremyiexﬁzananymrpomteswmhboard Fortunately,
DEFEHD?&elpssbepherdmchmessagemmeceﬂsancdtokaow guarding the
message against the wolves aiongﬂ!eway while at the same time nourishing the
messenger. With DEFEND! in your system, you can be sure &atwennﬁcally proven -

mgtedxents are sappbmng your immune system at every level.
Challengw to your immune system arc everywhere

» Day care centers



s Airplane travel
» Public Restooms and gyms . | \
» Movie theatres o S ‘
» Air and water pollution \
# Cafeterias and salad bars

Im’t it worth three capsutesaday
; Tohcmmywreatyourbes&

DEFEND! improves immune system communication
- DEFEND! boosts immune system cooperation |
DEFEND! cleans house at a cellular level
- DEFEND! enhances immunity
BEFEND‘ helps your immune cells thrive

. 5 @ o @

;.. but only if you give ita try. Order DEFEND! ﬁom Lidtke Technologzes and you will
reee:ve a clinically tested product to strengthen your immune system. If:you have
questions, Call Lidtke Technologies. We’ll put you in tauch w&ﬁ: a knowledgeable
physician who can answer them.

(sext of ciaim on ﬁie/\modw:t information sheet)
Protection as surc s a good mom and dad
DEFEND!
Frmnﬁxemop!ewhocmenwghtodounghﬂ

DEFEND! boosts immunity and protects against common pathogens. Make DEFEND!
part of your family’s defense against the colds and flu season. The scientifically tested
DEFEND! formula is great for everyday protecncn Take extra DEFEND! when your
immune system is challenged by: 4 x

Day care centers

Bus & airline travel .
Movie theatres ~
Public restrooms & gyms

* ® &3

Isn’t your family’s health worth three capsules aday?
Don’t let “the bug” get in your system! |
DEFEND!

From the people who care cnough to do it right!
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mmwwmammm MakeDEFEND!

part of yous family's defense against the colds and fiu season. The scientifically tested

Dﬁmmmm&revamymm TakeemDBFEND!wheuyw
by:

immune system is

;.ﬁ

R anmcenms c
. Bm&mimctravel
"'e. Movie theatres :
' 5% qubhcm’estrooms&gyms

\bu’tmfamllysheaiﬂtworduhmmlesaday" .
“ Deiend!(Nmofsuppleuwnt) | L
Bwsmwhenﬁcds(,'orp (Mdaame)

M’Wmﬂamwmmmm&mwhmammw
accurate and that Bios Biochemicals Corp. hassubmmﬂmmemmuuﬂ;ﬁd

mdﬁatuusbding .
Yours truly,



