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B _;__'U,s mpartmmt of Jus

Officeof the Adminlstrater .~

IN'THE MATTER OF

PURSUANT i Scins 203 s 304 of e Gt §
i :d-;Siates Code, Sectmns 823 m}é 334

TICE is hereby given to inform AAR Ine. ¢ {
'e&ﬁspenm{m of Drug Eaforcernent Adsnini
‘No. FA2125640, pursuant to 21 US.C. §$z4(gl),-

his miaﬁer ‘because Réspondent s contmued reg;stranon is ulcmmstcnt with the p bl
a :that tea:m is definedin 21 US.C. § 823(1) _ E

n celﬂf“ appeafanée or requést for h&anng m the manner prescnbed by reguiaﬁ
_;01 days from the rzcmpt of this Order. :
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L AARRIC is reglstered with the DEA to handle oontrolled substances in Sch&dul
_under DEA COR No. FA2125640. AARRIC’s registered address is 16970 San
‘Boulevard, Buite 110, Fort Myers, Florida 33908 AARRIC’S CGR expires by its.own

fternm on Jlme 30,2022. SR

20 AARRIC’S DEA COR should be revoked and any pendmg a;:rplmauon shﬂuid be ciem
 -because AARRIC has eommitted such acts as would fender its registration uwmis‘fsizﬁ i1
-with the public interest under 21 U.S.C. $ 823(f). See 21 Usc.§ 824{&) 4).. Frof
February 19, 2018, until at least September 16, 2019, AA satedly ign
obvious red flags of ahuse ordiversion and filled presf thout exe:
corresponding responsibility to ensure that the prescnptmns werg issied’
-miedical purpose, in violafion of fedetal and state law. Given AARRIC's Ton 51
and pervasive violations of legal requirements relating to the practice of pharma
‘AARRIC’s confinued registration constitutes an imminent: daan:gér a8 deﬁnﬁ E v
21 US.C. § 824(d). : '

LEGAL REQU[REMENTS

RRRE: A prescnpuon fora oontrolled substance may only be filled by a pharmacist, acting.
~ theusual course of his professional practice.” 21 C.F.R. § 1306.06. Pharmatistsat
AARRIC were permitted to fill prescriptions “issued for a 1cg1t1mate medical purpo
an individual practitioner acting in the usual course of his professicnal practice.’
21 C.F.R. § 1306.04(a). Although “[t]he responsibility for the proper prescﬁbmg.«ami
- dispensing of controlled substances is upon the prescribing practitioner, . . . @
“corresponding responsibility rests with the- pharmaclst who fills the preser
' “DEA has consmwntly 1m&>rpmted this provxsmn as pmiubitmg a, phannact ﬁ‘e

[ _ omltted aIternatlon in orzgmal} Secnon 1396 04(a} “expressly requxres p tilg ch
IR S - identify and resolve suspicions that a pxescnphon is 1Ilf:gzt1mate Tr_’:m;y Pha
P BRI 83 Fed Reg. 7,304, 7,331 (2018). ,

;pharmacists also must mmpiy thh apphcable Flonda faw. In paruculax, {
. pharmacists mist “review the patient record and each new and réfill p:escgi on
presented for dispensing” to identify, among otlier things, “[o]ver-utilization
- :utilization,” “[t]herapeutic duplication,” “drug—drug interactions,” and “[c]li#ic

. abuse/misuse.” Fla. Admin. Code Ann. r. 64B16-27,810(1). Upon recognizing an
‘thest red flags of abuse or diversion, a Florida pharmacist “shall take appropriste:
Eavmﬂ or resolve the potential problems which shall, if necessary, include censui%aﬁion
with the prescriber.” Id. at r. 64B16-27.810(2). Florida pharmacists must also miain
- patient record system that documents resolution of red flags. ‘Seg id. at r. 64B16-27.80

*Finally, Florida pharmacists must comply with the standards for filling of wnﬁm&d{ :
“substance prescriptions. See id at r. 64B16-27.831 (requiring pharmacists, amorg other
- .. things, to-“exercise[] sound professional judgment” and “attempt to work with the patient

; and the prescnber to assist in detenmmng the validity of the presmptmn“) A F .
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v pharmacy 5 faﬁufe to aomply with Flnnda s prescnptmn Teview, reqwremeﬁts alsol
_constitutes a violation of the federal Controlled Substances Act. See, e.g.;
“Frinity Pharmacy II.83 Fed. Reg. 7,304, 7,329 (2018) (“Thus; [Flonda} phe
- jviaiate Florida Iaw if they fail to identify and tesolve the red flags that
- prospective drug use review set forth in Rule 64B16-27.810: And_;if they:
prescmptwns without resolving these red ﬁagﬁ during this: rewew, then th
.corwspond;mg responsibility 1 tmder 21 C FR. § 1306. 04{&) ). '

. eproﬁles, and the Electmnw-Flonda O!hne Repomng of Cuntm]}ed Sub” A
. Program (“E-FORSCE"Y' teport of prescriptit AARRIC, and ha
- that from February 19, 2018, until at least. Septerber 16, zmg AARR]
filled prescriptions for controlled substances.in violation of bindmg mmumﬁ
: that govern the practice of pharmacy inthe State of Florida. '

CGCKTAIL MEDICATIONS.

6. As dlscusseci above, beth federal and Florida law require- phannamsts 10 1dz
resolve red flags of abuse and diversion. See paragraph 4, supra. One ed
 of drug abuse or diversion i3 when a practitioner preseribes “cocktail med
©Cocktail medications ate combinations of controlled substances: that are: widel
~be abused or diverted, and when taken together create or enharice sbusive o
" effects, but also significantly increase & patient’s risk of death or overdose:
-expert concluded that AARRIC regularly dispensed such cocktaﬂ medicationg:
addressing or resolving this red flag. For exaimple; the DEA's expert noted that AAR]
repeatedly dispensed high doses of opioids (in the form of hydromorphone, @ oxycodon;
'methadone, or morphine sulfate extended release) along with high doses of other. ontral
'nervous system depmssant medxcauans, such as benzedlame;ames (e g., alprazolam

‘and Prevﬁntlﬂn (“CDC”) released guidalmes hlg,hhghtmg the mcreased n __ g
_ Cﬂm’blmng oplmds and benzodlazepmes poses to pauents s i

--iz-the face of unresolved red ﬂags mciudc tha fnﬂowmg

a On at least 18 occasions between Apn] 10 2018,.and Scptember 11,2
filled prescriptions written on the same day by Physician A.N. for Patie
- 120 units of hydromorphone 8 mg (a Schedule 11 opioid), 60'units of mf_ ttihi
extended release 30 mg (a Schedule I opw:d), and 60 units of aiprazolam
:.(a Schedule IV benzodiazepine). _

RSCE is Florfi.i:la’sr.prescﬁption drug monitoting program.
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b. Onat least elght occasions between August 29; 20 18

 filled prescriptions written on the-same day by Ph L. for Pa
112 units of oxycodone 30 mg (2 Schedule I opmd}-,zzs.umts of met
{a Schedule I opisid), and 30 units of aiprazolam 1: mg (@ Schaéule

' henzodwzepme)

. On at least 14 occasions: betwecn September 18, 2018 aad ermber' 1 2*.}
AARRIC filled preseripfions written on the same day by Physician ¥
E.A. for 120 units.of oxycodone 30 mg (a Schiedule IE-apicid), 28 units of morp
sulfate extended release 30 mg (a Schedule 1 opmtd), and 30 units of alprazol;

1 mg (a Schedule IV bmadtazepme} B

and May 2, 201

s On at least 13 occasions betweent. October 4,2018, and S&ptem‘ocr 4, 2@

. filled preseriptions written on the'same day by Physician M.L. for Patient

120 units of oxycodone 30 mg (a Schedule I opicud), 2136 wmite of mi
‘extended reledse 30 mg(a Schedule I upm;d}, and: 39 uaﬂs of alpr;

(8 Schedule TV henzodlazepme) : '

e. Onatleast: seven occasions betwem Jmmary 9 2919 au&August 23 20
. filled preseriptions written on the same day by Physician A.N. for Patient J;
© 120 units of hydmmmphone 8 mg (a Schedule If opiaid), 60 units of morphi
extended release 30 mg (a Schedule 1T opioid), 60. units of al‘ razolar
(a Schedule IV benzodiazepine), and 30 units of temazepam 30
benzodiazepine).?

f. On atleast seven occasions between January 11, 201_9;,:and_ Jllly 5, 2019 AARRI

N extended release ﬁﬁ mg (a Sche:mle: H apnmd), and 69 umts af alpra;wl;_
(a Schedule IV benzodiazepine). :

‘g On at least six occasions between February 19, 2019 and August 28, 2019 AARR
~filled prescriptions written on the same day by Physician M.L. for Patient C.W. for . -
120 units of hydromorphone 8 mg (a Schedule 11 opmld) and 30 units of a!pragolam :

1 mg (a Schedule TV bmzodlazepme) _

4 LGNG DISTANCES

3 Between February 19, 2018, and September 16, 2019, AARRIC regularly ﬁllld &

‘controlled substance prescriptions for individuals who traveled an unusual dista
‘obtain their prescriptions.. The DEA”s expert opined that traveling long distanc
: _abtam or fill a controlled substance is indicative of diversion snd/or abuse, and that sm:h
.+ behavior is a red flag that must'be addressed ‘prior to d;spenmng Sae 22 C. F R

e

20 twoof these occaswnsf—March 7,2019, and April 3, 2019—the prescription. far temazepam was written #ad
- filled.as.60 units of temazepam 15 mg, with the instruction to take a dose of two units, This prescription:

ujvalent.to the other prescriptions for temazepam that Phrysician AN, issued to Pataent TM. and. Mm
tnits of temazepam 30-mg, with the mstmctmn 1o take a dosg of one unit, ;

4
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a
o travelcd over 53-mites round trip to AARRIC prese
units of hydromnrphone g mg Pa‘tlent J .A agam uaveied_ '

ript
140 umts of oxycodone 30 mg and. ZMB units of morphme sulfaie extend >
30 mg. '

60 units of alpmzoiam 1 mg. Patient DK: subsequenﬂy tra\feied nver :

trip to AARRIC to obtain the same prescriptions on July 5, 2019, 2
i prescriptions for 90 units of hydromorphone 8 mg and 90 umi.s osf al"
. _an}&ugust 30, 2019 : .

_’P‘RE)I’“EI{ DOSING FOR PAIN MANAGEMENT

'_ ,; wuh smailer, as-needed doscs of the shm—acung oplmd for bmakthmug,ﬁ pmi).‘ '
Accardmg to the DEA’S expert, thls method of dosmg reduces the amount ﬁf the short



NORMAN CLEMENT



Jan 07 2020 920AM Pharmacology Fax 239-690-9991 page 6

short-actmg opioids, rather than long-actmg oplcxds do not makﬁ pharmaeologl
«and thus are a red flag of drug abuse or diversion.’ :

-10. ijm at least March 5, 2018, t‘meugh at least September 16, 2&19 AARR '

- “filled presoriptions for patients receiving a much greater datly mﬁr[}hm&_ nﬁﬁtgrm
equivalent dosage of short-acting opioids than long-acting opioids, The DE %]
also noted that egch of the short-acting or immediate release. opm;cl prescrip
scheduled four times a day (for Patients EA., S.D., L.H.,, and J, M.y or five t
{for Patient 8.T.) even though the patients were also p:\f:sc;nbed a schedul_
opm:d The DEA’s expett reviewed AARRIC's patient profiles for these ps
E-FORSCE report of the controlled substances that AARRIC dispensed.

.. view, because these prescriptions were illogical froma pharmaceloglcal pezs,pecf;gge

‘therefore raised a red flag. The' DEA's expert furtler opined that AARRT shou
attempted to address or resolve this ted ﬂag of drug abuse ot d_we sion prior 1o ;

- ithese prescriptions, but; on numerous occasions, AARR& > and its pharmacists:

~ doso, Examples of AARRIC filling such improper prescnptmns mc}udc the fol

a On at least 19 occasions between Marcsh 5,2018, and. Augas’g 23 2019, AARMC_ -

. filled prescriptions for Patient .M. for 120 units of immediate release
hydmmorpht:ne 8 mg (equal to 128 mg of morphine per day), but 'only 60
morphme sulfazc extended release 30 mg (equal to 69 mg of: morphme perd

b. On at least 29 pccasions between March 7, 2018, a;nd A‘lgust 21 2019 AAR
-+, filled prescriptions for Patient 8.T. for 150 units of immediale. relﬁaaﬁ oxye
30 mg (equal to 225 mg of morphine per-day), but only 60 units of morphis
extended release 60 mg (equal to 120 mg of mnrphme per da‘y) i

g =()n at Ieast 18 occasions between April 10, 2018, and Septm;bcr 11, 2015

i filled prescriptions for Patient D.H. for 120 units of immediate release.
hydromerphone § mg (equal to 128 mg of morphine per day), but only 60 un
morphine sulfate extended release 30 mg (equal to 60 mg of merphme pef da

d. On at least 15 occasions between August 9,2018, and Segtemwr 4, 2019, A
.- filled prescriptions for Patient S.D. for 120 units of immediate releasé oxyco
30 mg (equal to 180 mg of morphine per day), but only 30 units of morphi
-extended reledse 3¢ mg (equal to 30 mg of morphme par day) :

e "Dn at-least 14 occasmns between August 28, 2018, and S' -'j_mber 11 2&1

.. AARRIC filled prescriptions for Patient L.H. for 120 units.of :lmmedtate |

oxycodone 30 mg (equal to 130 mg of morphine per day), but only 28 units-
morphine sulfate éxtended release 30 mg (equa] to 30 mg, af motfphme 13

agb c;f Patient L.HL's pmscnpmm provided him with only a 28-day suppiy of marpiune sulfateextanded'releas
vithstanding the fact that they provided him witha 30-day supply of oxycodone 30 mg ﬁeve plesg.
C filled the prescnptmns _ 7
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f On at least 14 occasions between. September 19, 2018 and’ September 16 201§
AARRIC filled prescriptions for Patient E.A. for 120 tnits'of immediate wleaﬁe
¢ oxycodone 30 mg (equal to 180 mg of morphine per day), but only 28 units of | - .
- morphine sulfate extended release 30 mg (equal to 60 mg of morphmé‘ er day for
14 dags, as the dcsage was two units pa! day) oo

IMPROPER DoSING OF BEN zommpm:s

s Thc DEA’s expert also noted that Physwmn M.Ls pmsg;nptwns for a}pzazo '
- Patients W., E.A,, and 8.D., described in paragraphs 7(b)~(d}, supra, wese eack
as prescnpﬁons for 30 units of alprazolam 1. mg, even. though Pﬁys:cmn ML's.
ianstmctmn for dosmg was to t&kc only half 3 ‘fabletwthat !s, 1] 5 :ng—-w

"prescnptmns far alprazolam using 1 mg umts wh::re tha mstruetad dosage: was. enl;f
0.5mg. Inthe expert’s view, because these prescriptions were: 1lloglcal frot :___a'
- pharmacological perspective, they therefore raised a red flag. Tﬁe DEA’s. wpert‘ﬂirtﬁer"
[t opmed that the Tikely reason for the use of I mg units instead of 0.5.mg unit
increase the illicit value of these prescriptions for purposes of diversion. The DEA
expert concluded that AARRIC should have attempted to address or resolve this fed ﬁﬁ
of drug-abuse or diversion before filling these prescriptions, but,g on numem LR

AARRIC and its pharmacists failed to do so, : -

w12, The DEA’S expert further noted that, as described in paragraph 7{e), supra, on &
. seven occasions between January 9, 2019, and August 23, 2019, AARRIC fille

_ -‘prescnp‘aens for Patient J.M. for both 60 units of alprazolam 2 mg and 30
- temazepam 30 mg. The DEA’s expert opined that prescribing multiple ben;
L -""tﬂ asingle patwnt consﬁtutes therapeutic duphcation The DEA is.gxpert ex ained

prescnbed prlds, because benmdlazemncs and nple:ds are fesj)imwry B h A
DEA 8 expert concluded that AARR_‘[C should have attempted 10 a.ddress ‘

;of cash paymems for controlled suhstances mstead ofi msurancc payments, e
'§§ 1306 04(a) 1306. 06 Fla. Admm Code Amn. r. 64816-27 810 Acconﬂmg to

* Bach of Patient E.A.'s prescriptions provided him with only a l4-day supply af mmphme sulﬁsw ex‘:;:miedi mi&ase
| mg, notwithstanding the fact that they provided tim with.a 30~day supply ﬁf cxycadcme 30 g Revmﬁgelesg '
RIC filled the prescriptions. ;
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- ;;?rescupugns for the same patient ﬁiled at muihple pharmames Canseq- 23l
§ iis}aym@nts for, mnimlled substance ptescnpnons area red ﬂag of a’buse ot

'-E Main St. p;mm 75 Fed. Rep. 66, 149 66 164 (201 'L )
:acontroiled substances 88 a red ﬂag of ahuse ar dwers;on YEC

payments are espem ally suspm:ous when thc patient bills insm‘msa for f
prescriptions, but pays cash for controlled substance prcscnptwns The DEA?
noted that each of the prescriptions described in paragrap upt
_.;?.far with  cash. The BEA”S expare eanctuded that AARR‘[ should kave attemp

AN view of the foregmng, and based on the, mfannatmn before the Agency a of
nf this’ notice, it is my- preliminary finding, pursuant to 21 U.S,C. §§823(f) and 824
: AARRIC’S contmu&d reglstratmn 1s mconmstent Wlth the pub]w mxerest It ismy

Bﬂdency of these pmeeedmgs_ wauld constitute “an imtninent dange,r ti‘jtirxe pu%l

safety” ‘because of the *substantial likelihood of an immediate threat that death, ser
harm, or abuse of 4 controlled substance will occur” in the absence of this suspensi
R24(d). Under the facts and circumstances described herein, it is my conclusion that
AARRIC’s continued registration while these proceedings are pending constitutes *an
danger to the public health or safety.” See 21 U.S.C. § 824(d). Accordingly, pursi;
pi'owsmns of 21 U.S:C. § 824(d) and 21 C.F.R. § 1301.36(e), and the authority grante
28 CF.R. § 0.100, DEA COR No, FA2125640 is hereby SUSPENDED effective immsd

\Such suspenmon shall remain in effect mml a final detemnnatmn is reached in ﬂwsemed

RE ;‘C’s DEA COR No. FA212564D and any anized order forms

. THE following proceduses are ava?ilab!e: to AARRIC in this matte:: T

oL Wlthm 30 days after the date of receipt of this Order to Show Cause and.
u.s_pension of Registration, AARRIC may file with the DEA a written request for a
the form set forth in 21 CF.R. § 1316.47. See 21 CF.R. § 1301.43(n). If AARRIC faifs tp file
suéh a request the haarmg shall be cancelled in accordance with paragraph 3, belo v
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2 Wlthm 30 days aﬂer the date of receip!; of tlus Order 10. Show Cause and m&ﬂlatﬂ

wived the righi 02 heanng and the DEA may cancel such hearmg, s Yy entér ¢
r In this matier mthout a hearmg based upon the evxdencepmsented to me.. _Se

co t_:emmg this matte;r mciudmg re:quests refcrenced in paragraphs 1 am:l 2 ab@‘

addressed to the Hearing Clerk, Office of Administrative Law Judges, Drug Enfo

Administration, 8701 Morrissette Drive, Springfield, VA 22152, A copy of the 54 al

- be served separately on Government counsel, Paul Dean and Jashua Packman, and b addres

-7 to the Office of Chief Coungel, Dwersmn and Reguiatcry thigatmn, 8701 Mnmssatta 3
- Spnngﬁezd VA22152.

Acting Adrmmstratg:
Drug E.nforcgmgnt Administration

S e Heanng Clerk Office of Administrative Law Judges
Paul A, Dean, Counsel for the Government -
Joshua H. Packman, Counsel for the Government
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REQUEST FOR I-IEARING

. Any person desiring a hearing. with regnrd to an Order to S_h_nw Cause must,
within thirty (30) days from receipt of the Order to snaw Camse;ﬂle a reqwest ,{or a
" hearing in the fal}owing fama‘t‘ ' o

(DATE;

“ DEA Headquarters

: Office of the Administrative Law Judges
. Hearing Clerk’

. 8701 Morrissette Drive

‘Springfield, Virginia 22152

/ Dear Madam:

' The: nnd&rsigned, [Name of person], herehy requests 2 hear:lng n the matter of
- [1dentification of the. pmcaeding] . : _

(A) [State with particulsrity !l:e interest of the persan i in the pru' :

(B) [State with particularity of the ohjeeﬁuns or sssues, i
which the person desires to be heard:} ,

street address, city, atate, and zip cude), and tel!pl‘lane nu athi
{including area code} of person to whom all subsequent umm ar
mailingy in this proceeding should be. fenti] . o

Respectfuily yours,
{Signatme of regﬁatrann

or attorney}

"5‘Note. Pursuant to 21 CFR 1316.47{b), the Administrative Law Judge, upm_x ' e_tg_nes
. and showing of good cause, may grant a ressonable extemmm uf tmm allowin l'm'
response to an Order to Shuw Cause, '




