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~ . ' \~ ~d:avjs 
thl"~ srn•rt m«:licin~ 

• Brief overview of SOM Initiative - Actavis 

Agenda 

• Review of ARCOS data specific to Oxy 15mg and Oxy 30mg 

0 High level presentation of SOM Process - Amerisource 

• General discussion around opportunities for collaboration 
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fr\Aeeting Participants 

A r\f~e•rh;ourr«ht:1iaeir~er'l .. .. ~ ... • .... ~- t .•. ,tl I 

•✓Ed Hazewski - Director, Corporate Security and Regulatory Affairs 

v Steve Mays - Senior Director, Regulatory A ff airs 

•/Elizabeth Campbell - Senior Counsel 

•/ Chris Caselenuovo - Counsel 

•-r Rita Knepley • Counsel iJ,<};i; fi'Af.( ~G ~ c,/,a,J 

fl· ,~; ~-~.- :: ~ ~ n-i .. .,.. 
1 ·1,,~· ,.i,:u" D •• ~ ~, ,I!.. c 

• Nancy Baran - Director, Customer Service/Controlled Substance Compliance 

• Michael Clarke - Ethics & Compliance Officer 

0 John Duff - Sr. Director Legal 
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Suspicious Order Monitoring 
Requirement 

"' The registrant shall design and operate a system ta disclose to the 
registrant suspicious orders of controlled substances. The registrant 
shall inform the Field Division Office of the Administration in his area of 
suspicious orders when discovered by the registrant. 

S.tnspkkiu~ ondierf~ 1r,1chJJde~ 

.. Orders of unusual size 
0 Orders deviating substantially from a normal pattern 
0 Orders of unusual frequency 
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SOM PitfaHs 

System Challenges & Responses: 

• "Threshold" based systems are not sufficient 
• "Cutting" orders to a volume that puts the order under a threshold is not 

acceptable. 
o DEA has stated on this topic, "That is like saying a little bit of diversion is 

okay. " 

!n 1lestigative Challenges ft Responses 
• Potentially suspicious orders must be reviewed before shipment occurs. 

Investigation must be fully documented. 

• Well defined and sufficient "due diligence" 

• Confirm the legitimacy of new (and existing) customers. 
0 Balance: Motivation to quickly clear legitimate orders vs. regulatory need to 

hold/cancel/report on orders that are truly "suspicious" 

• Reporting on orders as suspicious \-vill not absolve the registrant of responsibility 
if the registrant knew, or should have known, that the controlled substances were 
being diverted. 
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AC"°f A.VIS = Tota[ SOM Solution 

1. Enhanced SOM systems & pror:esses (D'irect Sales) 

• Engaged Cegedim Compliance Solutions - 2011 (former DEA consulting team and 
Ph.D. statisticians) 

o Implemented an enhanced statistical model into existing order management system 

• Model developed based on an extensive review/analysis of historical data 

• Model is fully retuned yearly based on a more current sample of data 

2. Knov1 your CU':;tomer- due diUgence 
• New Account Review Process 

0 SOM process review with existing customers 

o Compliance Acknowledgment Form 

• Site Visits during 2012 - more in-depth review of SOM Process 

3, Knovv your custorner's customer (Indirect Sates} 
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Legal/Regulatory 

• Adviah"Qon overell Federal/State 
0EA Regulations 

• Notifyir'Q DEA Or SusplcioUs Ord or 
ActiYlly 

• Ceas.Ontst Customer loUer 
• Morilori!ll lndusoy dntlopmonts 

rt!\lt.dtoSOM 
• CounseRrig bosJnoss on SOM risk 

mllgotlon 

SOM "' Overall Process 

SOM steering committee 
• Responsible for overall management o/ SOM Program 
• Monthly SOM r&.iew meeting 
• Address business critical Items as needed 

Order Monitoring 

Ensure tho dally order p,ooeulng 

(manual Ind 1ioctJonic) for 
controlled drugs ftow1 through the 

·sOMmodof 
• Monogo d~ay SOM procos&, 

apedfc to diroct sales 
• 1nv.Og;ito•Ofd1r1orlnl'ertlt"1nd 

documffl. 1\ncflflO• 
• ReNnne orden. that meet critl!rfa 
• E.sca(,te orders thot m,y be 

1utplcloi. In nature lo 
management 

• &lablf,t, and molnbin dato 
porameteta foe ttems within SOM 
conCroll'9 

• Periodfca!fy r&iunc stltiltical mod~ 
• Partner with our 3Pl (\JPS) on dally 

management of ttielr SOM process 

Know Your Customer 

• New custom« approval PfoctH 
• Customer C,,tw end exislin.g) site 

vilft5, alidlts anc(bed(groond 
lnvesdgafon:; 

• Monftor lndfred: S•!• (lcnowyour 
CUit:0ml!rs' eustDmer) U!illir-Q 
Va!UCemric and EDI data el 

aogregateteYet 
• Mbm1ge onoolro 111n activity. 

spadffe to 11le ol COf'llrollod v, non
cortrollld drug, ll I custome< far,i ty 

'""" • Rwiew8/ldanalyza,AIN:of 
caoln>llod drugs by slate and by 

WIIOmer fllrily 

Review and edjust customer 
ror,c.ast bated on pa:.t trends, 

customer lnpUl t.nd lndU$11y 
d~namlc:i 
Por1odlc customer cooference eds 
1o onsure ongoing ffiortnK& and 
compllencere'tiM 

DEA Intelligence 

• Uelst with Fednl/Stat, authorftl• 
regatdl~ Controlecl Substances 

• DEA Ulgislative and Admm.tmfve 
Ujldoles on SOM Prue-

• O'si.emfnetlng lmefl'igeiioe on 
Olver1ion ~•nds in the U.S. and 
Globo!fYtoSCj,l \eom 

• lnveatigH.'ana of Suspk:i(ouc Order1 
In con;unction \lrith Sales end 
Martl;eting end Legel 

• ControKed Drug Dlvenikln Tralnir11 
and Edueafon 

~(~i.~rit\~"="1}~~~~-":f:'i~.~'(¥:filt;J~·hf{t;r,J~~f ~i: -~;. tt•~~-; t:4 
·~ o:;: - . ; _ • - ,,...~ - . . - ... r i:•::..,::;.-.. • • • 7 
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12 rii.9r:,th . 
Hfstorv ·. . .. ::.• ~-

Current Month 
.SJr~ngth 

SOM ·Parameters· 

. : Yes 

No 
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No 

SOM - Process Flow 
Direct Sales 

Fail 

Pass 
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Monitoring Indirect Sales 

" pharmacies that receive a specific product from mult1ple wholesalers. 
0 above average sales of a specific product at the pharmacy leveL 
0 pharmacies that order ONLY a high-risk product. 

::· ' Major · 
·wnolesaler/ · 

- ~.Distributor 
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Suspicious Order Monitoring 
Indirect Sales Process Flow 

?~i~f~·•·, - --Ve~---< 
a.:::.:::'· . 
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TOP 50 PHARMACIES 
,r:ft"~ Sales of Oxycodone 30mg 
\ir-:.' =r~}l~ ~ January 1, 2012 -June 2012 ·, ~, K.s;;, ,#C:§ 

1htnl: vm1rt m~icJrr.t (not all of June being repor1ed at lhe time lhese statistics were repol1ed) 

NOC 287911 

Tool 

Rri 
e.,,,OcA 

ew.-,N11r~ 8U,e(•CI¥ - lip T«rlPh - Wtde,deo'js) 
N"4!oo< (!lE,\ 

ARCOS) 

OOOCITY PIAAMACY lle7◄ KNOXYUE TII 37919 921,100 8,211 ABC -IIJR/,IINGIWI 

000 CITY ""'RMACY f 618 KNO>MllE m J/932 27&,200 Zlll2 ABC • BIRMINGH.w. 

5 SFG6~ FOOOC[IY PHWotACY- KNO~W..LE TN 31919 m.~ Z27• ABC • 8mMINGHA.fl 

• AV~ Yt'flDSOR PHAAII.ACY 
EAST 
SRUNSW<:K 

NJ 00016 193,000 ,.,. ABC · IETHL.E:HEU ~d 
\\tdt., .. '1. 

II FR1'35255 ROCKY'S MED SHOPPC, U.C 80GAJ.USA IA 70<27 15t800 

12 AX3221IIO KEANSBURG ORtJG, KEANS9l.lRC NJ om, 1'8,100 

15 ll863'3l58 8£LEWCRUG KHOX\1UE TN 37917 138.700 1,3'7 ABC • ll;a!IINGW,M 

17 ,,.,_, HOPK~S Pa.RUAcY Plt.AIJElPIM PA 19l2ll 13<!,000 1.JU 
ABC • TllOROFARE ord 
IM'lo11,.,..,, 

20 F>tl825313 
HUMANA PHARMACY INC a3A 
RIGI-ITSOURCE 

WcST Cl-ESTER OH - :32,000 l,32S 
ABC • THOROFARE ind 

'M'lol&Hli!!rf,t 

21 BH◄ie6>09 t£AL1HMSE PHAAIIACY TAIJ,A FL 3301◄ 132.900 1,329 ABC ·ORIANOO 

26 BS711979' SKl,YOO,l. PHAAWICY PERTHAMeoY NJ .... , 128,8(1) 1.206 ABC , Bc.ltU:HEM 

,e 9016fmB DISNEY """RMACY SERW:ES Pov.£LL TN 37840 H;.700 ,.,~1 Aec • BIU.IINGIW.1 

'!I 8™03657 E. HARTUAN LLC C&\ CEA!. 0,,UGS NWM.LE TH 37111 110.600 1,106 
ASC • PAOOAClf Ind 
y-.,.,,i5 

" ii~~ OYPASS PHARMACY, IIC l!E(;J(LEY IW =• 107,&X> 1,1175 ABC· RICH.\IONO 

'° AH273l0:.S 
Ftil.Rl.lACY 

t«lll.YWOOO Fl W2I 101.600 ,.ot& Af!C , O'\!AHOO 
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Buye(s DEA 
Rank Hunter 

A892#4g/ 

28 FJ1305689 

42 BMB71ll692 

TOP 50 PHARMACIES 
Sales of Oxycodone 15mg 

January 1, 2012 - June 2012 
(not all of June being reported at lhe time lhese statistics were reported) 

NOC 287811 

Tolal 
ActavisCB 

Bolles 
BuyetsNam, Buye(sCily Stall Zi> TotalPils 

(DEA 
Vmolesaler (s) Jan 1 · June 30 

ARCOS) 
2012 

BERNIE'S PHARMACY ANCHORAGE AA 99508 127,600 1,276 ABC-Seal!le 1355 

BYPASS PHARMACY, INC BECKLEY W>I 25801 105,800 1,058 ABC-Richm:md 985 

FOOD Cf!Y PHARMACY #674 KNOXVILLE TN 37919 88,000 880 ABC • Bhringham 920 

UPSTATE PHARMACY CROSS CREEK GREENVILLE SC 29605 72,800 728 ABC - Morrisvile 850 

FOOD CllY PHARMACY# 616 KNOXI.EY TN 37932 69,600 696 ABC - Brrringham 348 

JK SERVICES OF SARASOTA liC BRADENTON FL 34202 63,000 630 ABC - Orlando 351 

MEOICAP PHARMACY NEWBERN NC 28560 53,600 536 ABC-Morrlsvile 343 
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Oua~~oj Quani¥of 
Oxy 301T"Q ' Oxy 15rrg Disproportonae 
100ct: 867 YTD 867 ~Activ~ 
·.•, data ·: dat, 

1639° . 1835 

. 1430 ,: 1422 

. 5177 , . 528 

\ 296 630 

2446 . 24 

378 ., 169 
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Buyer's DEA 
Nurroer 

FM180i289 

BR9523172 

BA0775912 

AK3221140 

AW3808568 

Pharmacies Purchasing from Multiple Wholesalers 
Sales of Oxycodone 15mg and 30mg (NDC 00228-2878-11 , 00228-2879-1 1) .\ 

January 1, 2012 ti Oclober 15, 2012 , ·: -.~.-) 

' I 
. 1· . :, 

• •• ,·,:◄ I ·,_;\ 
/.. -~ 

Quan~ofOxy Quant¥ ofOxy 
Buyer's Narre Buyer's C~ Stale Zip Vlholesaler (s) 30n'll100cl- 15rrg YTD 867 

867 dala dala 

ABC • Birrr«lgham and one oher 
1477 

Ol<ie's Pharmacy Maynardvlle TN 37807 boliles/147,700 479 
wholesaler (1) 

dosage unils 

ABC • Thorofare and 2 o~er wholesalers 
1712 

DaoPharm Morl:ln PA 19070 
(3) (2) 

borl?s/171,200 923 
dosage unils 

ABC • Bimngham and one oher 
1113 

Apple DisoountDrugs Clinl:ln HI 37716 bo\lles/111,300 420 
whOlesaler (1) 

dosage units 

ABC - Belllehem and 2 oiler wholesalers 
1958 

Keansburg Drugs Keansburg NJ 07734 
(2) and (3) 

bolii!s/195,800 394 
dosage units 

ABC • Behlehem and 1 oiler wholesaler 2388 
Vllndsor P~arm3cy East Brunswick NJ 08816 

(2) 
boles/238.600 668 

dosage units 

Disproportmale 
OxyAl:iv~ 
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The previous charts were compiled from ARCOS reports submitted to the DEA . The data was 
reviewed and purchases of a few customers were addressed during our discussion. 

The mentioning of specific customers is NOT to be implied that the sale of controlled substances 
to these customers is illicit or that they may be involved in illicit activities. 

It also should NOT be inferred that based upon the documentation provided to you that your 
company should terminate or restrict business with any customer discussed for the purposes of 
this presentation. 

It is incumbent upon you to know your customers, fully review all orders for controlled substances 
and to exercise due diligence procedures prior to deciding whether or not to terminate or restrict 
sales to any customer. 

As a manufacturer, Actavis takes significant measures to ensure the integrity of the product 
supply-chain, especially where controlled substances are involved. One of our primary goals is to 
minimize any potential for diversion of such products. We are confident that you, as an important 
participant in the controlled substance supply chain, share this objective. 

Thank you for the opportunity for meeting with us today. As a key customer, we appreciate the 
continued partnership and collaboration and look forward to ensuring our mutual ongoing 
compliance as it relates to Suspicious Order Monitoring activities. We have had similar meetings 
with other customers and plan to expand this program as part of an ongoing series of due 
diligence activities. 
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