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| il i] etter is bemg sent } every oommercml entlty in. the Umhed States registered wath the
lorcement Admnmstraho (DEA) to distribute controlled substances. The purpose of this
i { lterate ihe respon xb'htles of controlled substanoe distributors in view. of the prescription

re funcﬁons is't6 prevent the diversion of controlled substarices
ssigned DEA to carry out this function through enforcement of the
-and DEA regulations that Implement the Act.’

Congrees to oombat leGl'Slon by prowdmg for a closed. system of

% as one of the agency’ | (
nnels. Qongress
ubstances Act (C

' maintaining such regnstrabon. must take reasonable steps 1o
t being utilized as a source of diversion. Distributars are, of course, .

components of distrlbutjon chain.’ If the closed system is to function properly as

uongfr jvisioned, distributqrs must be-vigilant in deciding whether a prospective customer can be
rusted g deliver corjtrolled subis ances only for lawful purposes. This responsibility is critical, 2s. :
Songres }}as expressly. declar d that the lllegal d|stnbution of controlled substances has a - & s

ll nd‘detnfnental eff 3{'on the Fea= Ith and general welfare of the Américan people:2

> -.; oy 5o emea a. -v* BJ of ' stributors as ,l‘- ..'-rl B e

i, ugh most dlstnbuto' are alfeady well aware of the followmg lega! principles, they are
eiteraf €re as additional bag] ground for this discussion. ;

lf SA useé the conce p of neglstrat;on as the primary ineans by whnch manufaciurers,
{istribug nd prac%htuohers ane given Iega] authorty to handlé controlled substances. Regisiration '
1lso se ‘[ as the primary inceft itive for compliance with the régulatory requirements of the CSA and
JEA e ‘ i a‘tibns as Congress gave DEA athorify under the Act fo revoke and suspend registrations
or fajlu ‘,\' to comply with these quirements (Depending on the circumstances, failure to comply
vith, thegs ight alse provsde the basis foreriminal or cml action underthe
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revokeia registratian: DEA must serve the registrant an order to
registrant of its righit to an administrative hearing before the agency
50 gives DEA d!scretlonary authority to suspend any registration

 § ef«tote taking an acttoy}a
sho usg, which advises 1

gl -;share reSpons«blldy for malntaining approprrate safeguards agalnst
divergidn! Nonetheless, givenithe extent of prescription drug abuse in the United States, along with
danigerous and potentially § thal consequencesé of such abuse, even just one distributor that uses
Q EAfregistration to facilitale Hiversion cén causé enormous harim. Accordingly, DEA will uae its
f reglstratsons in appropriate cases.

A must: conslder-indecldingwhether torevoke—a distnbutor‘s‘ ) A

- .- maintain effective contmls against diversnon of controlled substances into other than
edical, scientific, nd lndustnal channe]s in addltlon. distributors must comply with

i s Speccﬂcally, the re ulations stata in.21.C.FR. 1301 74(b) '
irh ‘ i sxgn and operate a, systemh disclose to the reglstrant - Ej {0 PY

ntrolled substances The regfstrant shall Inform the F[eld

: trant Suspicious orders include orders of unusual size,
ntxally from a notmal pattern, and orders of unusual frequency

: fovegotng tepaorting reqmrement is in addition to, and not'in lie ot

21 U.s.C. 823(e) that a distributor maintain affective contrals against

. ! '(

rti l'susptclwwﬁers—aﬂstnbutwhas—a-statutew—respensxmmw(;«__

? ling suspjcious orders that might be diverted into other than
;i industrial channels.’ Failure to exercise such due diligence could,

cist ue diligenee to avold
natg medical, sclentuﬁc,

i EA reglstrant and tuin a blind eye lo the susptcuous circumstances.
rols agalnst diversion as section 823(e) requires, the distributor
iy mg the'legitlmac.y of all orders prior to ﬂlhng TR e

p.
Y.

..rje fallure to filé ARQ S reports in a complete and tlmely manner isa potentsal statutory
cation undersecti n 823(e). Depending on the circumstances, the failure to keep or

i | ' y
ish. réd records might also be the basis for civil fines or ctiminal penaltie y'.«
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subst‘ bes:for other than a Je
charadld ri‘sﬂcs in.their pattern

Mo

o] mate med!cal purpose often d|splay ‘one or more-of the followmg
D brdenng controiled substances 4

:. - other drugs

.+ 2. Ordering a li t d variety of controlled substances in qUanﬂt;es d|spropomonate
\  to the quaantity of i

. 3. Ordgring exces ive quan@itt_es of a limited variety of controlled substances

determine whither a suspicious order is indicative of diversion of
an legitimate medical channels may wish to inquire with the ordering

jtnbutor seekmg to
(bstances to other
‘, sout the following: |

111, What percentage of the pharmacy‘s business does dispensing controlled substances
- |constitute? / ‘

2. Is the pharmag omplying with the Jaws of every state in wh:ch itls dlspenSI
Lk ‘controlled substarces? . OP‘
/ is the -

3.-Is tt}e pharma OllClhng huyers of confrolled substances via the lnternet or
S [T [pharmacy associated with an Infernet site that solicits orders for controlled substances?

kT !4 Does the phanmdcy, or Internet site affiliated with the pharfmacy, offer ta facilitate the
I cquisition of a pr s ription for a controlled substance from a practit(oner with whom the
: uyer has no pre-exjsting relationship?

‘ F Does the pham‘c Acy fill prescriptions jssued by practitioners based solely on an

n-line guestionnajre without : a medical examination ar bona-fide doctor-patient

elationship? :

] 6 Are the prescribing practitionsrs licensed to practice | medlclne in the jurisdictions to

e LR E wb(ch the controlldF substances are being shipped, if such a license s required by state -
: law7

' 7 Are one or moreg sractitioners writing a disproportionate share of the prescnptions for

Il | 1 controlied substanggls being filled by the pharmacy?

8 Daes the phantiagy offer to sell controlled substances w:thout a prescrlption?

9. Does the pha a y charge reasonable prices for controlled substances?

‘ ’10 Daes the pharmacy accept insurance payment for purchases of controned

8 the lnternet? 3 :

|ncluswe. nor will ;he answer to any of these questlons necessarily
er is indicative of diversion to other than legitimate medical

sider the totality of the circumstances when evaluating an order for
will do when determining whether the filling of an order is J
bithin the.meaning of 21 U.S.C. 823(e). :
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elLok forward to con* xmng to work in cooperatlon with distribistors toward our mutual goal ¥ ’
of pve =l tlng the diversion qf p armaceutical oontrblled substances. i
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