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. · !i: 'il ett~r is qeing sent : every co,nmercial entity in.the United States registered with tpe 

Dru~!-, o ,ement Administra~:q . (DEA) tip distribute .controlled substances. The purpos~-of.this · 
letter; i , , Iterate ttie re~pon if(lilities of ~ontrolled substance distril;>utors In view. of 1he prescription, 
dru~t~- ;s~ iproblemtour nation ~tirrently faces. . • . • . . • . : 1 

Bac1; ; 1~ch of y~u is ~n?o~:~dl; awa;~, the ab~Se (nqnni~:ical us~) of contr~:l~d p;esc~ption 
drug~ J ~~rious and growing l;iealth problem in this country.1·1 DEA 'has 'an obligation to combat this 
pr,obl~ . 1 s one of the agency' j ore functions is·to prevent the diversion of cont~olled substances 
Tnto .l~f ~: rmels. '?!=>ngress. C signed Df-:A to carry out thi~ function through enforcement of the 
Conrr,,0. .. ubstancts Act (C , ·anrf DEA r'egul~tions that ifT'lpl~ment the Act · _ ' ·-

.' ·. J f ,, • : • · • I / ':, 
0 

" ' • .. , •• 

. \· l~lySAwas:designed Y, Congr~s to combatdivers!on by prov1ding for a closed.system of 
:iru~!A\ 1i~ytion, in Which all le ij1 jmate haj)~Jers of,i;i:~ntrofled substances n:iust obtain a DEA 
reg is.tr: , t~nd, as a condition ' ! maintaif!irig such •registratio11, must take reasonable steps to · 
~nsu,~~ a lieir registration ls '. t being uJmzed as a-source of diversion; Distributors ~re, of course, . 
;me ~f y components oft~f distribution chain.· If.the closed system is to function proper{y as 
~ongr. ~ 4~visioneq, djstribut {$' must be· vigilant in deciding.whether~ prospective customer can b~ 
:rust~~ .j ~eliver co1trol!ed su s!f·~nces onJV: for lawful purpo~es. This responsibility is critical. as : · . 
:a~,9r _ , ~t=js E:_XPr~s1~ d~cJar ,,__1,.j,~~~~al_distr~ut.!9_n 5!.~ 9-ont._r~lled 2,.u~~~£l~es ~~s a · .., ,-- _ _ 
sill5sti t 

1 

'rancfcJ_etrlfn~ntal·e~e;~ _ori the-li~altli and general ~e~are o1.~e American people:2 

he st tm Scheme and.Leak 10 ·e of Dis ribu rs _o A Re istra t ,: . _ • _ 

. lt. I '"4igh most'~~tributo1· '. i ;are alte~d~ ~ell ~ware_ of the fullowin.g ·1~gaf prindples, they are ·: 
·erter~f . iere as a~d1t1onat ba _ ~r~un~_1or,th1s d1scuss1on. . · · , .. 

!) 1 - kJsA u·se~ the cone p _ of registration as tlie primary means by which manuf-acturers, . ' 
1istri~~ is\ ~ nd pra&titic:ihers a · ! 9ivem 1eg:a1· autho~ty to hand I~ controlled ~ubstances. Registratioh ·

1 

~lso ~ ·i 1 ?s the pt-imary tnce i~~e for cotn,plian~e with the regulatory requirements of the ~SA ~nd 
)EA:li\3 :_atibns, as Congres~ ~ve O~ authority un~e~the Aq to revoke and suspend re~t~trat1ons 
·or fajj4 · t~ pom_ply with tt:,ese t1guiremen.1:S. (Depending on-the circumstances, fail\.lie to comply ;~l~t }1i'~:~~ [~q.uir~~-e~ .\ ~ ight al~?/r;ov:d~-~he basis for- •criminal or ciVil action ~~derthe 

" :, I,J;i, .. ~; ~~. ';''"·~ ··~· : R,po~ '~""'''"~-.Ab: .. ,, ~ .. M ,...,.,, ; LJ COPY 
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' ' ' ~t' re taking an actio~,~;o revoke1a registration; DEA must seNe ihe registr:ant an order to 
~s , whio.h advis~ t regi~trant of its riglit ~o an adm1ni~trat1ve hearing before. t~e agency 

.t~ 24{c)). The CSA a so g,ves PEA discretionary author;ity tq suspend any registratfon 
' e9usly with the rnitial9~ 'of revoeation proceedings in. cases where the agency finds there 18 

~

~pt danger to the p . lie health·and safety (21 U.S.C. 824(d)). 

· rec,ogr,izes that ~)c;,verwhe!ming ~laj~rity ~t regist~red di~trlbutors a·ctJawfully and take 
t measures to pre ·Qt diversien. Moreover, all registrants- manufacturers, distributoFS, 
lks, and practitioner 7'~

1share re$ponsibility for maintaining appropri~ts safeguards agacnst, 
fi~onetheless, give :t e extent:of prescription drug abuse in the United States, along wit~ 
½r us and potentially f thal consequences of such abuse, even just one distributor th~t uses 
r~ istration t o facilitat 

1 
_iversion 'can cause enormou harm. Aoeordingly, DEA will us.e ilG 

to revolce and suspe :registrations in appropriate cases. · · 
?. ~ - • 

e·statutory~ctors -01· must·c6.nsider·in·-deciding--whether-to-revoke-.a ri.Hstributor's~ - · 
i9n1~te set forth in 21 4J S.C. 823.(e) . Listed firs among these factors is the duty of 

lj_S ~o maintain-effecli e controls against diversion of controlled substances •into other 1hao 
~\rrpedioal, scienttfl~, h, , industrfal channels. ,Jn addition, distributors must compJy with 
e s,tate.and local law . . Q:.ongress also gave DEA authority under this .provision to revoke a 
d'r lJ>ased on the 9istn , ilitor's pa~i experien~e in the distrioution of controlled substances and 
r such other factors ~ lipay be ~le~ t to and consistent ~Ith tne pubjic health and safety." 

1 IDEA regulations re ~ire all d1s_trib tors to report suspicious orders of contro!fed 

i~,{ _sp~cififa'.!y! the, '.qulat!o~s. s~te,i~.21 .. ~·-~·R:_ 130.1-74(~) :. , · _ 

f~;rj,e registrant shall . ~sign andtopiiriite ~ 's;,s1e;,;\,; dl~®·.·.e· to.'the reg'istrant : u '. C 
uspiclous orders. o , pntrotled ~ubstances. The registrant shall inform the f ield 

Dfv1sion Office ofth !1'dmlnistratio~ _n his area °! suspicious orders when , : · tlf covered by the r lflranh Sl!sp1crous orders tnof ude orders of unusual size, 

; · · .~a s empti.asls ihat t ~ foresofng reporti~~ r~qufretnent is in addition to , and not'in fieu of, 

i9 ders deviating su . tl1ntially from a normal pattern, and orders of unusual ftequency. 

· ~-rqui~~enl unde: ! i, U.S.C. 823(e) -that a. distrit_>utor maintain effective ~nirofs against 

-.--'t'llrtfrn::1.~, m· radmtj'OrrtOie-po , '~g-af1-s~~iei0t:1S-'Of{jars~s~fie1.1te>H1a-s~-stati:1t&=y•1as~er.islbility..tc..,_ 
,. file diligen~.e to ayold fl ling suspjcious orders that rnight be diverted fnto other than 

egititp. rrni ~dlcar, sdenti~o1 a ~ industria,I channels. · Fallure to exercise such due d ligence coi.Jld , 
1s circ ahces warranf, prov ~ a statute~ basis for revocation or suspension of a distributor's 

egist
1 

i n ~ l · ' · . 
;: I ~i ilar vein, given t et'requirarnant und,er section ei3(e) that a distributor maintain. 

:ffe~ v qr. ols agaipst divers a ·,. a di_striputor may not simply rely on the fact that U,e- pe,rson 
1lacifil'~ ~~uspicious order is ; EA registrant and turn a blind eye to the susplcioup circumstances. 
lga!O:,;. a\~tain.effective con ~Js ~alnst diversi9ri-as sectiofl ~S(e) req~lr,~s. ttie dtstributo 

hou\g! . c\~e dt,i: ~~re i~ <;o ~·~~!ng_ theh~~iti~ac~ of all o~d~ ~r\or .t~ fi)li:~·.. >..' •.·· : . , .-, .. '.~ · ·: 
· ;l ) J,d uon. d1stnbutors a,~equ,red \to file reports o d1str1bu'lions of ceitam ·controfled · · • 

ubs~~Q ~t~ the DEA AR~O , nit, in thi t!me arid manner sp~c fled in the r~~ulatioris_(21 C.F.R. 
3D4.=:\ . ltlie rauure to file AR S rerort,s 1n a complete nd brnely manner 1s a potenhal stab.1lory 
asisifo it. d~ati.on undecsecti 1 

·823(e). Depend/rig on the circ mstances, the failure to· Keep or. 
~irj;d records might a sp be the .basio for civil .fines or c"mioal penal«e)i:l!Sdf.~•~w 

, .... ,:: ·, ;J, u.s~~- ~2_._,, I '. . - \(,._r, ~\_))\I I l 
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$)nvestlgations-~av ·: teveated that certain· ph?rmacfes' Jngageia in .. aispensir1g· contra'lle.d. , 

1s-for ,:>ther_tlian a_ls "jti~ate _mf:cilcal purpose often display.',bne or more-of the following 
nstlcs ,n.;therr pattern p ord~m:ig icontrolled .s\Jbstances: ..• -· • . . . .• . 

; l . 1. Ordering exc~~ ive q~~n.tities of a !i~lted va~lety. of cpf'!troll~d substance~ (~-9- ,· · 
· ; : ordel1ng only-ph n ermine, fuydrocodone, and alprazolam) while ordering .few, if any, 

{ · other d.rugs · · · . . _ · 

~ , 2. Ordering a Ii ·t p variety of controlled substances Tn quantities disproportionate 
. ~ to the quantify of n-controlled met;lications ordered · 

I . ' i . 3. Qrd13ring exce ; ive quanf ities of a .limited variety of controlled substances 
1 . in combin~tion. wi t, e)('cessiv.e quantities of lifestyle drugs . 

ri':leFiAg-#le::s '; -'t:~trotfect"Sri°bstarrcei"rom-multlp-ttniisttitmtt>Ts-;--:-"1
--• -

. I: . 
1
1 
tn t r seeking to ~~ ermine -.yhether a suspicious order is indicative of diversion of 

:ontri:>1 s~bstances to other th n legitlrrjate medical channels may wish to inquire with the ordering 
1harm

1 

ic ~oout the following: 1·: . ,. t I 
': · : j 1. W~at percentap of the pharmacy's business does dispensing oontrolled substances 
.. • , . l constttllte? I} ''. : I· ,2. Js. the pha~a9i omplying with th.e·laws of every state in which it I~ dispensi~ (OP' 

, •• 
1 

\ : _ i lc?ntr:olled
0
_s!Jbstar19 s?_ ! . . .. · . · · . , . · . .. • .U l 

• • : • ·),. 1~ • • /s-t~e pharmf:!C~ ollc1t1ng.,buyets of ,controlled substances v,a the Internet or ,s .the · 
;·: : j (p~armacy _associ~~ with a~ tntern~t site ~hat sol'.cits orde~ _for contr9lled su~~tances? . 
: · • f . · Does tlie phann cy, or lnt~rnet site affiliated with the pharmacy, offer to fac11ttate t.he 

, cq4isition of a pr+~ ription for a controlled substanoe from a practitioner with whom the 
';!Yer has no preT~ sting relationship? . . 

1• • Does the pharrf cy ru prescriptions issued by practitioners based solely 0 11 an 
n-line questionna1r without a medlcal•examination or bona-ffde doctor-patient 

: 1 : ~ ; elatioriship? l; 
\ i !5. Are the prescrlo{ g practitioners licensed to practice _medicine f,:l the jurisdictions to _ -· . : t-ra~t· the .controll.e'r. substances are being shippe_d, if such a licens~ ·is r~quired by ~t~te r 

'. i- 7. Are one or mor~ ractition~rs writing ·a disproportionate ~hare of the prescriptions for 

1ter 
ann 
ntr 
nsl 
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· l ?ontrolled substan~ being fl/led by the pharmacy? . , . . 
, ~- Does the pha~~ 'Y offer to sell controlled substances without a prescription? · 

I !;}. Does the p,harni~ y charg~ reasona/Jle prices forcontrolled substances? 
l - 11 . · . 
, 10. Do.es the phar'; cy ~ccept im;urance payment for plJrchases of controrled 

1 ~ubstance_s made t ;the Internet? · · . · . · 
lj . . . , I •• , r' • 

" guestiqns·are not \ / irclusive: nor will the answer to ·any of these questions ne·cess~rily 
· 1~ther a, su~pi_cious .; . er is indicative of diver$ion to other than legitimate medical 

/~ributors .should ·c · id~ the totality o_f_ try~ ~iroumstances ~hf:n evaluating a~ order _for 
· , stances, Just as D ,will do. when deterrrnn1ng whether.the fllhng of an order 1s 

1t'~ th-e publ ic interes '. ilhin ihe 1meanlng of 21 U.S.C. 823(e) . · · 

~ .l,l / ~S-0-'.J {i:!/O~ .. 'f) . (C a~ \ r·~t\ 
' . · , -~t,r,: · ~ '; ~.,..._" ·:.~',.-; .,,. 
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. Sincerely, 

, ' 
.:J~+T~ 

· Jose°ph T. Ranna'zzi~i ·· -· . 
: - Deputy Assistant Administrator 
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