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fetter is bemg sent } every oommercsal entity in.the Umted States regostered with the
Lement Administra (DEA) to distribute controlled substances. The purpose of this
Iterate the responsi bslmes of cantrolled substance distributors in view. of the prescription:
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realth probiem in this country 1‘EZlEAhas an obligation to combat this
ore funclions ist6 prevent the diversion of controlled substarices
signed DEA to carry out this function through enforcement af the
and DEA regulatoons that lmplement the Act.”

\gitfchannels. Congress
fo} 1< Substances Act (C

drug'qa lih qtlon in Wthh all legi xmate handlers of: controlled substances must obtain a DEA
reglstr

At an as 2 condition [off maintaining such registration, must take reasonable steps 1o
.

ansuge pat sheir registration is npt being utilized as a source of diversion. Distributors are, of course, .
one of {he key components of th d(stnbuhon chain,” If the closed system i§ to function properly as
songress e visnoned distributqrs must be vigilant in deciding whether a prospective customer can be

4 {t@ deliver co trolled substances only for lawful purposes. This responsibility is critical, as-
] ',-f‘; qas expressly declared that the illegal distribution of controlled substances hasa
l{ ndaetnfnental eff qf'an the heaith and general wetfare of. the e Américan people:2

itory Scheme and. ngl 0] f Disfribufors 2 Reaist ,t ' Co
f ugh most dlstnbuto are already well aware of the fol(owmg (egal principles), they are

ufors: and praémxohers arel given !ega| authonty to handle controlled substances, Reg:stranon

2RvEs as the pnmary inceritive for compllance with the régulatory requirements of the CSA and

o ; ebbns, as Congress gave DEA authority under the Act to revoke and suspend registrations
to omply with these [¢ qunrements (Depending on the circumstances, failure to comply

= ' latory requnremen i might also prowde the basis for criminal or cwﬂ action underthe 4
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| Btore taking an action & o revoke:a registration, DEA must serve the registrant an order 1o
o usp, which advises the| registrant of its right to an administrative hearing before the agency
A S @ 24(c)) The CSAalso gives DEA discretionary authonty to suspend any registration

usly with the initia oh of revocation proceedings in cases where the agéncy finds there is
j’lt danger to the publjc health and safety (21 U S.C. 824(d))

: L‘i recoghizes that e overwhelming majority of reglstered dismbutors act lawfully and take

es, and prachnoner -ishare reSponsublhty for maintaining appropnate safeguards against

ergig onetheless, giverjithe extent of prescription drug abuse in the United States, along with

idgngerous and potentially I al consequences of such abuse, even just one distributor that uses
A liversion can causé enormous harm. Accordingly, DEA will uae ifs

1 -registrations in appropriate cases.

| A must-consider- mrdecidingwhethertomvoke—a d;stnbutor B | i
«f fidn are set forth in 21 JU|S.C. 823(e). Listed first among these factors is the duty of
dlstn ! »f: o maintain- effectn{e controls against diversion of controlled substances into other than

edtcal scientific, and industrial channels. In addmon dzstnbutors must comply with

j DEA negulahons re

ire all dnstnbutors to report susp:cnous orders of controlled
Spemf caﬂy. the

) ulations state in 21 C FR. 1301 74(b):

The reglsrrant shall %sngn and: operate a system to disclose to'the regnstrant Ej {:0 PY

usplcious orders of|controlled substances. The reglstJant shall inform the Field
Division Office of th Admlmstration in his area of suspicious orders when -
discovered by the registrant. Suspicious orders include orders of unusual size,
orders deviating su nhally from a normal pattern, and orders of unusual frequency.

M u ars emphasis that the foregomg reporting requlrement is in addition to, and not'in lieu of,
= 21, U.S.C. B23(e) that a distributor maintain effective controls against

i1

, g"aﬁ'suspileBS‘OFdars-aﬁsiﬂbuteﬁ—has*a-s{a{tﬂepy-respemslb'll(y—mﬁ
=xerc|s ; 1‘.1e diligence to avold filling suspicious orders that might be diverted into other than
nate rin dical, scientific, a g industrial channels.” Failure to exercise such due diligence couild,

egis; Fign
- S imilar vein, given t e’requnrement under section 823(e) that a dnstnbutor rmaintain.
:ffecﬁv‘ ‘,, ols agannst diversjan, a distributor may not simply rely on the fact that the person
lacing fhe lsuspicious order is & EA registrant and turn a blind eye to the sus;:icnous circumstances.
\gaim, agntain effective confrols agalnst diversion as section 823(e) reqlires, the distributor
&icise due care in confirming the! legitimacy, of all erders prior to fi lling.
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it : dition, distributors ase required ito file regorts of distributions of ceftain-contiolled -
ubs(_ép dsits the DEA ARCOS{Unit, in the time and manner spacified in the regulations (21 CG.FR,
304:33).{ The failure ta filé ARGOS reports in a2 complete and timely manner is"a potential statutory
asis! foff j%;:at(on under section 823(e). Dependinig an the circumstances, the fa:!ure to keep or.
irnish irad records might also be the basis for civil fines or cfiminal penaltl ,(;33 Apa;f/
rovideg U S.C. 842, . 6
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sub§; hes: for other than ale ltamate medical purpose often deplay ‘one or more-of the followmg
chara rﬂsﬂcs in.their pattern ordenng controlled substances:

i

1. Ordering exces ive quantmes of a limited variety of controlled substances (e g

¢ - ordering only phentermine, hydrocodone and alprazolam) while ordenng few, if any,
- other drugs T

;- 2. Ordering a li
to the quantity of

ited variety of controlled substances in quanﬂttes dusproport:anata
n-controned medlcauons ordered
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—controﬁed-snbstance*from'mmﬂpm‘d|stﬁbmum.- P e

I:IllbUtOf seekmg to

etermine whether a suspicious order is indicative of diversion of
ontrol g substances to other n legitimate medical channels may wish to inquire with the ordering
)harm / a i 'out the following: | .
: i |1, What percentage of the pharmacy's business does dispensing controlled substances
I- |constitute? |} :
"12. Is the pharmagy complying with the laws of every state in Whlch itis dnspensc
|controlled substaﬂ} s7 . GP‘
1. 130 s the pharmac! ohcmng buyers of controlled substances via the lntemet oris the '
!pharmacy associa with an Internet site that solicits orders for controlled substances? .
'4 Does the phanmdcy, or lnternet site affiliated with the pharmacy, offer ta facilitate the
cquisition of a pr s iption for a controlled substance from a practltloner with whom the
uyer has no pre-exjsting relationship?
Does the phamg" cy fill prescriptions issued by practitloners based solely on an
n-lme questionnajre without a medical examination or bona-fide doctor-patient
| relatioriship?
i 6 Are the prescnbl g practitioners licensed to practice medncme in the jurisdictions lo
SIepY which the controlle‘d ubstances are being shipped, if such a hcense is requzred by state -
R law?
)
; 7 Are one or moré ractitioners writing a disproportionate share of the prescrlptlons for
| controlled substandefs being filled by the pharmacy?
8 Does the pha a y affer to sell controlled substances w:thout a prescrlpt:on'?
9 Does the phar a y charge reasonable prices for controlled substances?
{ 10. Does the phary nacy accept msurance payment for purchases of controﬂed
, substances made vig the Internst? v
i ! , HE
T questlons are not }f} mcluswe nor will the answer to any of these questions necessarily
terminge 1ether a susmc:ous rder is indicative of diversion to other than legitimate medical

) lder the totahty of the onrcumstances when evaluating an order for
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e lLok forward to conMumg to work in coc)peratmn with distribistors toward our mutual goal ,
of pre (mg the dlvemlon Qf pharmaceutlcal contrblled substances. ¥ s 5
! ‘ i ot § Sincerely, e :
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‘ i .- ER i 17 - .Joseph T. Rannazzisi * -
i B! A ek - Deputy Assistant Administrator
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