
April 2,2003 

c&k-03-007 

Bill Gray, M-D. 
Bill Gray Medical Corporati~ 
20600 B LoruitaAvcnue 
s3ratogay CA 95070 

Dear Dr. Gray: 

The Food and Drug Administration mA) has reviewed your web&c at InterW address: . ilwww.~v 
(Hineopatldc) 

.na and has d&ezxnined that your Dr. Gray’s Smallpox Shield 
pmparatiott of VarioIinum ldminiptlvlvl as sugar pallets satuacd with 

remedy is a biologic, as d&cd in section 351(i) of the Public Health Sarvicc Act (Pe Act) 
(42 USC 2621 and a drug uudcr section 201(g) of the Fcdcral Food, Dmg, and Cosmuuc Act 
(the Ad) [21 USC 321(g)] because it is in&udod for uai in the pmvonticua of disease. 
Varialinuxn is not rccom by the Homcopathic Pbumocopotir of the United States. On 
your web&# this ptuduc;t is purported to pzvveut smallpox and is compa24 extcn!3iVcly to 
the vac8ine for dpo%. 

Exan~pim of the claima observed OR your&web&e include: “. . .praven~ smallpox despite 
direct exposure;” “. , , pfovbn in snuillpox qridemics throughout the world? ‘I.. ..its saftty and 
effectiveue3s are unas3ailable.. .;., “. . . efB8tivf3 in pramting oid6 a-t3 of the vauiiue:’ 
‘There is no danger in taking it more oftea thau recOnunondCd;p “, . .it is of no M t0 
Emily members in any way,” “-. . rnxuunsfacnrrsd,pa~,aadshippedby-- 
Laboratorie3.. .; ” “Cornplately ssfi? by FDA;” ‘This l&oratory 8pechh% in homeoparhic 
#roducts and is monitored routiuely by the FDA.. .F “...&cdve and safb in preveu&~g sids- 
effects of vaccination,, , ;” 6’. . . of&dive and safe in pmting smallpoq even in caretakWS 
with close canta&” &., . is sad% iu chill prefplant worn poop10 with histow of eczema, 
and people with ADS or who have been immunosupprassd;” ‘LBecauge it is prsvcartive and 
compk%cly eafk, there is no riced for a usual dootor’s visit.. .;” “. . .not only pmtects eficientiy 
against smallpox itself but also to cffmts of cowpox vacehatioxg” ‘%I addition to ptcvanting 
smallpox, it validates immunity by cceatiw nou-tivity to vaccilation.. .ia both human and 



Pa.go2-D&ray ‘. ,,. 

animal models;” and “. . - it is nontoxic - qzompletely effctiw against Variola major and 
I i3gsinst cowpo%q%xtion.” .* 

Phse be advised that in o&r to intiduce or deliver for introduction a biologic into 
interstate cammer~t, a vrrlid biologics liceaso must bt in &T&t. Su& licenses am issued ~IY 
after a showing of sa&ty and cffitmy for the prodrrct’s inteadtd use. While in the 
development stage, bidogic products m& bc distributed for olinical use in humns only if tic 
aporwr has on file an acapted investigational ucw drus application as qxGhd by tke 
regulations (21 CFR Pan 3 12). Bxemptions &om the requkments of demo?x&a& saf‘sty 

? and efficacy for drug products arc granted under BdCtion SOS of&e FD&C Act. Based on a 

i 
review of auf files, FDA has ZIO ink&ion that your product is the subject of am approv%d 
biologi:ics licansc sppiiaation @LA) or invest&,&A new drug applicaton (ND). 
Thetcfore,your~ofproductforwhichavolid~~orINDisantine&ctaad 

j Which are at vsri- with the pm&on6 of 21 CFRPart 312, mprescnt violaxions of the PHS 
ActandthePL)&CAd(thcAo$)aad~yr~tia~eAOcsloys~mchr~as -. 
provided by law. 

It appcm that your pmduct is for sale to U.S. citizens because dw cMacckout pa&’ of your 
website pzwidm specific shipping cbrges fbr U.S. hippiq. Your w&site also states that 
Dr. Gray’s Srmdlpox Shield @xneopa&ic) %xnady is avaM$e only by presorlption,” and 
that this ptestiption is provided through your website fbr a fk Once the prescription is 
obtincdtbrou~yourwebsite, thoco~maypu&ascyourruncdy&rectlyf%omyou. 

msUlt in rcguWxy action such as seizure adot injumtiou witiut f&her notice. 

Please notify this office in writing within 15 w$cing days of receipt of this Mter of any titeps 
you have takien or will t&c to coneot the noted violations and to preve#t theirr~ence. If 
corrective action oaunot be completed wIthin 15 working days, state the rasun kr the delay 
and the timetit.binwhich the corrections will be completed. Youfrssponse shoulclbe sent 
to the U.S. Food and Drug AdmGmdou, Cum fiw l3iol’ogics Evaluation and Rem&, 
1401 RoclwiUc Pike, Suim 200 N, Rockville, Mkyland 208524448, Atteution Mr- Sfmen 
Mmiello, Erector, Office of Compliance and Biologics Quality. 

Off6e of CompIimce and Biologics Quality 
Cemer fbr Bidogics Evaluation and Remarch 


