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Overdose Deaths Involving Opioids, United States, 2000-2015 
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Orders Reported by Year 

2014 - 1 

2015 - 4 

2016 - 0 

2017 - 18, so far 
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Red Flags 

..... ' 
~ 

79188 F~ernl ReHist•r/ ol. in. No. 218/Tlmrs<lay. 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No, 15-2] 

Jone-s Total Health Care Pharmacy, 
l.L.C., and SNO Heahh Care, L.L.C.; 
~cfslon and Order 

On April 2 . 2015. Adminis trati\' • 
Law )lld •u Cail A. RaodaJJ (huruim1Hur. 
ALJ) lssu cl lh1 nlladmd Rm:ummc n<l c! 
Du i ion. 1 Thu uin. Ute AL foun · Umt 
"Rusponcl nts violat cl rucord ku ll I ug 
UE!4] ui remm:r.t'> hy failing to rer.orn 
wholhf!r J riets Pharmary's hiflnni::il 
inv nt ry w ta n at the op nin or 

l s or busines • o.nd b • failing to 
indicat the number n tab lets p r.r 

p-0ncd ommcrciaJ container. th 
numb 't flab! · hipped in e ch 
i.;ommt!l't:ial conlainor. und thu numb ' f 

or commurcial r:ontain<m> tlml f wcr 1 on 
hood." R.D. at 59 (cili1 • 21 CFR 

man; f Ulc pres ripti ns ou l not be 
~-soh•cd bv U1c phat 1ai.:i:.t.s. J • ut ti4. 

l h , ALf pecmcall y rej led 
Rei;pondcnr ~ut1l •nllun Utat its owner 
(Ms. Cherese Jones \ a simp l • na'fve or 
una\ ar ·of \'arfo indic io f otbcrwi · 
kJH.>Wll lU r d flaw;} lhal th • 
prns1:ri 1>li1 n: bur plmrn1m:y rm. d lm:kon 
n t11iti m I mr.rlicnl pnrpns . .ns \\. J l AS 

its ;nt nti n th<1t ffuring thn relev nt 
lim period, rLorida pbarmaci wer 
eneroll ' "un ware of the .. , c nocpt 
f 'pd llo• 1s."· R.D. al 6 ·- . . Tho ALJ 

\ as Ullpttrsuadu<l b th lustim HI}' of 
R(' .spond,mt ·s £xpuri that phurm ci.s:t~ 
wr-re gcr l!Wllly nm~war of ll1P. r:nn~pt 
f red ags during U1 r lev<m tim 

p rlod. no ing that whil · I e ponden t's 
E.xpcrt toimed to ha c b sod hnr 
upit ion on ruvi •w or Ute A •une:y's 
udminlslruli • 1.lcd.-iuus, ll1 0.Sl~ 
d dsions co.nlrndi cd her tc·t imonJ' · 
I rl. r.fl.-6. . 

Fiuding lhal ll1 Covoram nl msl its 
burd n of oro f. tho ALI then addr ssed 

Hnv in c n ' i deru.d th• re rd i11 its 
rrLit ·Ly including Ros n dcnl' · 

Ex.co Jlions, 1 fl nd that w t.i lu s \•cm] t)f 

il!i r:onhml ions with mspri J l'o thn Li's 
f11r.tu I mrti.ng.~ ;irn not witno\1t mn rH. I 
adopt the 1\LJ' - redibihty findings ann 
onclud U1at mo t flh ALr- fa tual 

fin ings ur supported by a 
propon<l •r-J.J c • of the ·vidcuc '. I further 
condu<l U1nl th• ALi's factual fL11dir1 • · 
s11ppnrt hor log 1 ondusions that: (I) 
R . ponden °1' phnrtnl)rists rlispr.nsr.<ll 
nu mer us oont:roll d sub tan ~e 
prescri pli ns in vi fa t ion f th 
Agcnc ' .orro pondln" ro p ruiib ilit · 
ru l •. s' t: 21 CFR 13UlW4(a): (2) 
Respondent ha.'i nul nc;oopt •d 
rospnn.~ i hilily fnr its misc:onduci; r-inrl 
(3} t t tllrre is :uffitif!l'll ovf'Tlap if\ 011-i 
own rship and nlrol of Jones 
Pharma nd S1 ' 0 II lthcar ·u h th t 
Jon ·5' mfscondu<.:t 'UlJ}l rts the d niaJ 
ti f SND's appl ic.iliun .:1 

Ac ordingl , I ad p the ALI' leg I 
mnrln ir.n1~ fl wl'l.11 :ii; hP.r i mnHri1 
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Computer Algorithms 

~1n itri\ §tntrs ([llurt Llf J\pp_r~tlf' 
FOR THE DISTRICT OF COLDIBU CIRCTJT 

• .!\rgued January 11. 201 7 Decided Jm1e 30. _o 17 

No. 15·133: 

fA TER.S PH RJ tA am At.. t~ . , 
PETmo~':ER 

\. 

DR 0 ENFOR EMENT DMIN "fRA TI N. 
REsPONDEXT 

On Petirion for Review of a Final Order 
f rhe Dnig nfo1 c:menr Admini·rnui n 
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Monitoring Our Customers 

FOR n.nrrnL~TE REI.LASE 

Depa.rtJnentof J ce 

O~ce of Public • .\£fairs 

T esday, Ju y u. ~017 

fallinckrodt :\gr to Pay Record $35 Million S ttlem nt for Failure to R port 
Suspicious Orders of Pharmaceutical Drugs and for Recordkeepi.11g' iolations 

lallinc ·rodt LLC, a pharmaceutical manufacturer and one o" the larg man facturers of generic o~· odone. agreed to par 
53.5 million o se tle a egations that "t '· olated certain p o\isio s of the Contro ed Substances Act (CSA) that are subject to 
ch ·1 penal ies Attorney Genera Jeff Sessions of the Jus ice Depamnen and Acting A.dministra or Chuc · Rosenberg of e 
Drug En orcementAdmin· a ·on {DE.-\) announced today. 

This is the first settlement o its magnitude with a manufacturer of pharmace ticals reso ing natio wide claims tha !! 

compan · id ot meet i obliga•ions o de·ect a d no·i ·DEA o u piciou order o controlled substances such as 
o,:ycodone. the abuse of which is pan oL the current opioid epidemi . These suspicious order monitoring requirements e.xis 
to pre\-e t e. ·cessi\'e sales of contro!l.ed substances. · o.. odone ·n Florida and e e ·here. The settlemen also addre~ed 
;ioaions·n ecompan_-'smanufacturin bachreco:-dsa i pan inHoba Ne ,·Yor· Bo setso alleged io!a. 'ons 
i pact accoumabi 'ty o controlled subsrance.s, and be con: pliance terms going forward are designed o help pro ~ 
again_t di -e .ion of these ~ubstances at critical links, in the contro ed sub_tance suppl ·chain. 

Lln the midst o one o he worsr dru abuse c · ses in America · story1 the Department of Justi~e .as he res nsibili . - o 
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Current Affairs 

Sen. Claire McCaskill on the opioid 
epidemic: pharma "ought to begin looking 
over their shoulder" 
Thr. Ocmo.c1at1c --;cmator issue!> a warning o clJ ug companies that contr ab it d to the opioid Cf1idomic. 

£'f3fpiiiMI 

~r\. Cl re McCa:.k1 I (D MO} :;ay::; rt s l 11"'3 for pha1 macaut1cal compa1 ies lo start '"''Otry1rig 

abo1 t th1;i1 role rn car g the opioid ~pldt!rnic, t e d1Md e<:t drug over~.e criris in US 

.llu~I Rt•uil 
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Current Affairs 

rllL 
Attorneys general from 41 states hit back against opiioid
pumping big pharma firms 
o o e 

8 

P-03645 _ 00009



Current Affairs 

MEET 60 MINUTES DEA 
WHISTLEBLOWER 
Why has the country's opioid problem become a national emergency? A 
high·ranking whistleblower fron1 the DEA explains 11ow the drug industry·· 
and ConJZress--fueled an epidemic 9 
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1r :i 1zi1 Suspicious Order Monitoring 
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