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Teay Ll 123-Xenon Yot for Hanun e

In Jate F ey, 1979, MminRe shvounced n Propered e nenainat
Boned e . ey, ]n(‘(-!‘;‘r_»‘:u’"z](“)‘]) of N)’]FHU}'J‘«). Yirconnin fer the
R Lbed nng 'Y Gven Uhmalhordreqd negoneition, 1‘:‘(‘.-’!14.'.10!'!1, ra--::n*!zaging.
-”’:"H"‘TH{ rerisd «3-'livc\--,7, for human URt, of 1%3-Xanion (NR clrnrly
LESLED B T, B for NMunmay, Ure,"  Cited wera exomplen of bu)k containep
re-inteling ann sule nn we)l un re-packaging of 8ligvots of {he
R EID TSR P Erede” enn into nonller cmltoinm-s(vinla) intendad forp
“ee in human Yung: scanning procedures,

I understnng that you wny ve conridering miticetion of thia
fire(d,e,, lovering the totnl do)yr emount), I urge you NOT to do so
and 1 hereby offorp you additiong) information whieh may Bupport
Pefition nnd/oy rebut Npytp defense of their aotiona, Bopofu]ly some
of Lhin informatdon is new to You. You should find 1t germane to the /
iusue of the fine'n feverity,

1 ew told that RP1's licence ¢leurly speocifion thot they nRy

CSLY porsens "bhuman-upe" 123-Xonon, Thip iz proper as they are licenger
NS modiep) diatributors and, thnrororn, the etrong assumption that the
"timate unepr §n human should ba jUBtifiahly mede.  Purthormore
“nd this {a important; There moteriale were claarlr not only RECZIVED
by RPT iy vielation of that licenre, but were DISPENSED on proncrietion,
Of o drav, for HUMAN USE. The S0-cnlled "pharmscist ‘s preropative
wilor {he Food, Deyp and Cocmetic Act permitting vome to convert
veriour chemienln plang derivetiven, nnq asrorted com;undo into drugs
for husan use jn appliceble Lere, Ttems lubelled PO SON or CHENIU
CiPE or RRALYTICAL REAGERT € _VVVERINARY USE can, under the law, when
gi’i”ff:ffﬁffﬁgjCtﬁxflu:ﬁgofg g}ugs Iorih?mnn Concumption an une QLTI
rndin#ct§vé‘n} ;thorQ{Fn 11b01¥ nx tnde; }hg ]nw“not ARY product

-+ * A TAC, 1 ed IOT roR HULAN VUSE can bocome auiéubl

o lumen use, Examine the hoeorde  HFY, by $mniiea warrant: u
thin 122-Xonoy, ruitable for humng use, a’usg foL which 1o Yy Guarante

ieel)y Excrupep, wan npooif- & 5
-4
Begaune 3 have no ficcenr to Ni'1vy reply to the ny é
¥ ey € PYoporod fine "
h?v? o iden what possible oxcuge they pave to tha USNR& that wnr;ag¥a ® B
"Mitipation, Thus, my wido-rnn.ing COLLGNLA. Planga boor in mind, - &
{gryt'?nd fu{vm?ut,]thut the fine im fon 8 Posteasion ang distribution 32
tosition, nbundyns Y proven pnd mi)tiple in acq €. lowe
aleo consider the fD]low)'ngx ’ # Ry Plecne EE%
' o
1) !”"ij"}” &nd doctors aecepted thepe yinla end bullk Contoiners mai
Y 0D FATTH they, they vere suiteble fop huzan e, Any
ﬂ}]gantxpn tynt the recipient 4 in “hy viey nhardy respongt -
PiYity with NPT 4, A totnl frlgehooq, I refer yon to cang '
You huneg on, the Federa) Yoouq Diug ang Conmetie Act, both at o
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the federal and 2tut~{ANY stote) lovel Yo prove my peint, X am e
not an atte;reresd v211 notl snow Joe Witk &sao Fuctetionae- Tbtt?:<a25g
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iz heddth Bay Naveiddey alVerkely £ofiotha hd thore wASEEL
FEIEIFEt Verpting Lo Eastarindrts if° ¢he 433=Yopon, = Ruter ot
Us 2entesinnvion of 131-15a1ne wo'1ld deliver 100 rade to

¢ human thyroid(bszed on the prrtitioning and obsorption

ef »n effective 10 ei)1iCuric dose of the 1%3-Xenon £08).

This would be c¢nly 0.7 nmilliCurie of 139=-Toding--an smount

10 ona can mccurstely meesure in ¢ npucleor wedicine department

dore eslibretor.

kPl deliberately ordered and received snd distriduted

materinl not for humsn use, They had(nnd hnve) a long-
rinnding FUE:EJEn“F?IFtTFKnLip with suppliers of non-human-use
12%-Yenon eond indeed continued to distribute this verz game
solerdsl in the Milwsulee nrea into April, 1979 cven though
the citation was jnsued nbout ten wecks previously, Proof
“vnileble to you on roagquert, In my opinion, thig is

floirant disregard for FRC'e licensing «utbority,

“I'T hae lied to the hositule concerned ufter the fine was
pitioinced publicly, ecleiming there was rome mirunderstanding

end that the rateriul was distributed to "industris)l concerng”
-=thin i, of course, contrury to faect,

1 deliberately re-packuyed the spurious 13%-Yenon in "spent"
hew “uelund Nuclear-1abelled certridge-vials und was pold

& New Unpglend msterial. This is "advlteration” nnd "misbrandi:.
end "ceunterfeiting” under the foderal Foédd DPrug and Cosmetic
Act, Thig is most serious ss the receiving depoy tment has
ASOLUTELY no way of knowing the materinl ie not for hnman
Vee--ipndeed, the 1sbelling dndicates luuwan unage is AP 'ROVED.

“roef on reguast,

"I'I's 1epa) counrel has verbelly dintisidnted wedicel usors in G
Fil nukne pyea, threatening lnwruits,ete.  Proof on request,
Their futeny vere 3x .o Viyriwoe oprnaition to nitigotion of t)

fine,

il bur bean cited for nimilurp offenren et othor locntiona--
in Texsr snd in Phicaco(olmhurat), IMincig--to ny Jnowledpe,
In fzet, the Chicagpo freility, RIC Licenre #19,q30un_oqﬁp' has
Yot to have ite citetionn processed, The inspection wuns made
STIand972-2Pe W 1929 rnd shows SEVER vio)utionsg including
sunother 122-YXenon vielstion firilar to one vndeyr present
dizenosion pgeitet the B)usulee facidity, mhe rano regpionml
monaper, Er, AN, Zim ey, contrels ihe parchaning policics

of both Zccations, Procf on reqQuest,

A pheveneint=n. ocivte forreyly employed Ly EPT han inforned

re thatl the 95%-Yenen practice dirneu: sed here drteg bLock many
Yeore b runy LT loestions scroen the nustion, yud thot ny
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Sx]ﬂ r‘;g ua.:m‘ cd(\”:}r‘(’v ¥ill influence their docisiene, Your docirion
- o T er—P 0oy gr.xco of the wvrons deing, Theorcfove, rlecee, de
REDNE !"""Jnuc]';lp : ere practices, as dacovered, must be puniehed
S Jhnr o ‘(.1- it will becone nore prevalent jn sucleny phum.ncv,
NG by s Gaverse {\ublicl..y end cven furtlier harrsnsment of the

J Lha ul"jﬂfOJ‘ ‘#d publie, Etrong setion now will e a AQoteryant,
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