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, ~~te talcing an actio~: revokeia registration: DEA must serve the registrant an order o 

sho ' ws , whic.h advises. l~ . registtaMt or its riglit to an administratlve hearing before the agency 
(21· ! .€ . 24{c}). The CSA la ~o gives PEA discretionary author;lty t<? suspend any registration 

an ,f l e t danger to the p bhc health ~rid safety (21 U.S.C. 824{d)). · 

· - . rec_ogniz.es that ~!overwhelming ~ajority ~·f reglst~red di~trlbutors a~t .lawfully and take 
app.r ~t . rneasures lo pre ' ' qt dtversi~n. Moreover, all reg srrants - manufacturers, distributors, 
ph~ . :·~.and practitioner ;-i. hare re$pon$ibility for malntelning approp~te safeguards against. 
diver 11 '~onetheless, give l e extent of prescription drug abuse In the United States, along with 
the! . . . . r us and potentially f thaf con~equences of such abuse, even just one dis~butor thi:it uses 
its t;) . r, lstratlon to racilital _iverslon cE:1n cause enormous harm. Accordingly, DEA will u~e [ls 
aut~o I f; revoke snd suspe . 

1 
:registrat;ons in appropriate cases. · . . · 

,! . ~ ·statu~ryiactOls u ·. . must·conslder·in1iecidln~ whether4o-ravoke-a alstributot's· - · 
i ~are set forth in 21 W S.C. 62S,(e). Used first among these factors is the duty of 

o maintain· effecti e controfs against diversion of controlled $Ubs~nces ·into other than 
: edloal, scientifi~. Ii . •ndustriat ,charmels. ·In addition, distributors must comply with 
~~tate .and local law. ~ongress 1a1so gave DEA authority under this provision to revoke a 
or, ipased on the pistr , t!Jtor's pa~t experie119e In the distrloution of controlled substances ·and 
i~ucti other fa.ctors ·~~~ay b. e r~l~~ant to and. consistent ~Ith ttie public healt~ and ~afety.'' 

· ~ IDEA regulations re ire all di~trihutors to report suspicious. orders of controlled _
1
s Specifieally, the r · ulations state in.21.q.F.R. 130,.14(b): ~ 

'i., ~ r~~1strant.shai1 ~::;ig~ a~~r~e;~ta ~·.'s~ste~'u) discloi~ t~ 'the reg'sstrant ~ L,_i·C 
ispioious orders o pntrolled :Substances. The regfsti-ant shall Inform the Freid · 

Division Office of th iAdrninistr~tion in his area of suspicious orders when ~ · 
df~overed by the r 

1 i~trant~ sµ~pioious orders Include orders of unusual size, 
b ders deviating su tntially from a oomtal pattern , and orders of unus~al frequency . 

. ~a emphasis itiat t ~ fo~otn~ teporti;~ ~quirement is in addition to, and oar in lieu ~f, 

. 'Tquir~~enl unde~ ·\ 
1

1 ~.RC. ~23(e) that a. distributor maintai~ effective co.ntrols ~gain9t 

_.,...,...it.,;,,...., , ..._. "CR:k!:itfmrtOTeJJO , • t~~efeijS-OJ'dets~stri0t:rl0Mias-:a~ta.~JY...f~Gl'ilsieiUty...t0.-
Ue dillgen~.e to ayold ~ling susp'cious drders that might be diverted into other than 

, a . ces warrant, prov ? a statut_ory basis for revocation or suspension of a distributor's 
eglsf I 1 ., , • • • 

i: I i ifar VE!ln. given t e requirem:ent unqer sect.ion 823(e) that a distributor maintain· 
:ffecilv · dh, ols agaipst divers b ' ~ e. di.stri.butdr xnay not sfmply rely on the ~act that the person 
1laci~ :? 11s~spicious order is . \ EA r~i~!fant and turn a. blind eye lo the suspiciou;:; clrcumS1ances. 
\galr:l\ ; ·a·ntain. effective con . Is against dlversiQn'. as section 823(e) ree\0ir.~s. tl'.\e distributor 

. l j d.d lion, distributors a[. required ~d file reports of distribution~ of cettain·controlled . . '. 
ub~~n s~tb the DE.bi ARCOS , nit1 in tflef. time arid rnanner specified in the regu.lations (21 C.F.R. ' 
304.:~· . Ti:tle r~11ure to me AR S reP.0$ In a compfete and tirr,iely manner is~a potential ·statutory 
asis!fQ !~d~ation under-secti1~ ·823(e), Depending on the circumstances, the failure to·1<eep or: 
1rni~:~ , , ~l~d records might a sp. be the .Basis for civil .fines or criminal peoaltie[:d«of'1~e~9 
rovi~,e . f?' U.S.C. $42. . . . _ l l p'J 1 ( 
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~;investlgatlons- ~av ~reveaJed that certain pharmacies' Jngagoo in··aispensictg controlled. ·:~ 
'~S1for ·Other tJian a Je 1fimate medfcal purpose often display.°.bne or more-of the followirtg . 
rl'stlcs in.~heir pattern 'tl brderit:lg fconlrolled ~1,1bstances: . .•. . . . .. . \ : . . .. . . . . . . . . . . . 
; · 1. Ordering exc ~ ive quai:tities of a limited variety of controlled st.ibstances (e.g. , · 
l : ordefin·g only ·phl' ~ermine, lay~rocodone. ar:id alprazolatn}' while ordering .few, If any, 
; - other d.Nijs · . 
i • •• . 

;. I 2 . Ordenng a Ii i~ ~ variet,Y of controlled substances in quantities disproportionate 
· I' to the q1,.1a11tity of , n-controfle·a medications ordered · 

· ; 3. Qrd~ring e:xce ; ~ve quan!ities of a .limited variety of controlled substances 
. i in comb~n~tion.wi r ex~siv? 'q~a~tities of lifestyle drllg~ . . 

i : · ~ · ~-El.efiR~-th ·· I! ~tr~11ed-sobstance"frorrnnalUJJlenUstr1b1Jtors~·"-- · -- ·· -

1 '. triblltor seeking to!. ermine whether a suspicious order Is indicative of diversion of 
ybstances to other n legitlrrjate medical channels may wish to inquire with the ordering 

~tiout the following: •. · · 

. : 1· 1

1

:1 . What percent R of th~ ppannacy's business does dispensing controlled substances 
.: ' · I. constitute? ll · · · 

'.·r 

1 

'. ! · 2. Is the pha~a~i omplying with th~·laws of every state in which it I~ dispensi~ 
1 \contr:olled sµbsta ~ s? ~ · . · · . . _ 

·, ;,_ : · .~ · . ~ :. ls · t~e pharm~c: · olidting. ~buye~ of ~ontr.otled sub~tances via the tnternet or is _t ·e · 
; · l (p~armacy associ. ' With arr: ln~ernet site that solicits ordef? for contr9lled substances? 

;·; '! , i· ~: Does Uie pharJD cy, or lnt~rnet site affiliated with the pharmacy, offer to facilitate the 
jacqtJiSition Of a prT~ ription fc?r a controlled substance from a practitioner with wham the 
!buyer has no pre-ex sting rel~tionshlp? : · 

', ~.' Does the pha~ cy ~ll pr~criptlons issued by p·ractitioners based solely on. an 
: . '. 1 n-line questionn81 , witho1.4t 'a medical· examination or bona-fide doctor-patient 

1 · elatiorishlp? l i .. · . 
' I • :, " \ l !'.), Are the prescri~~ g practitipners licensed to practice .medicine h~ 1he jurisdictions to . 

_... , ~hi;11.the.controlle'r ubstances are being shippe_d, if .such a licens~ ·is required by ~t~te ... 
II 11 1aw. . . " 

, 1· y. Are one or mor~; ractitfoners writing.a disproportiohate share of the prescriptions For 
• ¢;ontrolled substand:~ being ti)led by the phannacy? . · 

a. Does the pham\~ y offerto sell controlled substances without a pre~r~ption? · 

l
, ~ . Does the p,harr1a y charg~ reasonal:>le prices for controlled substances? 

~ 10. Do.es ihe phar~: cy ~cceP.t insurance payment for p~rohases of controfled 
I ~ubstance~ made ( ~he Internet? · · . · . · 
]: ' • 1 I ' ' • .. -r •• • • ' 

. . questl~ns ·are not~) i,-icluslver nor will lhe answer to any of these questions ne·cessarilY 
:terriii ' . ~ther a: slJ~picious_B er is indicative of diversion to other than legitimate medical 
ann~I' rs}ributors .sno'utd ·c . id er the tot.ality o.f. t~e circumstances ~hen evaluating an order for 
ntrolJS . stances, just as D Will do. when detennining whether. the flllina of an order is · 
nsls~ t !t, th·e public interes 1 Uhln the~meaning <>f 21 U.S.C. 823(e). · 

. . 1 . . (~ ~~ --, v 
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~- tbok forward to oon ~· ~ing to ·~·vo~~ ;n ~ope~tion.w~th distribi,Jtors iqward ou'r mutu?I go~I 
n(lng the div.ersion· 9f · arma~elltical contrblled substance~ . . · . • · . . 
! •: 1 • • ~ ' I ' • • 

. '. 1· j . .. , ,. . . . . . : . . . 

· {: ·a f 1 ! ~ ·sincerely. 
. !I J I 
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