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13th Pharmaceutical Industry Conference 

Powor Point Sll<lo ProscntaUons: 

Houston, Texas 
September 11 - 12, 2007 

• Thomas McLaughlin -Pharmaceutical Drug Theft 
• Michael Mapes - Suspicious Orders 

• Susan Carr - Ou going Qnota Issues 

• Susan Baker - Overview of DEA Form 106 

• Mark Caverly - Regul9tory Update 

• Mnrk Caverly - Combat Methampbetamine Epidemic Act (CMEA) 

• John Bossert- CSOS, ARCOS, and Registration Update· 

• Mary Jobnson-Rocbec - CSOS, ARCOS and Registration Update 

Tuesday, September 11. 2007 

• Welcoming Remarks 
• Introduction and Conference Objectives 
• Drug 1heft / In-Transit Loss Panel 

• Methadone Mortality 
• Suspicious Orders . 
• Recent Drug Scheduling Actions / Drug Reviews 
• Ongoing Quota Issues 
• Overview of DEA Form 106 
• Regulatory Upd;,.te 

Wednesday, September 12, 2007 

• Internet Investigations 

• Combat Meth.amphetamine Epidemic Act (CMEA) 
• Dangers ofMethrunphetamine 
• Chemical Drug Trends 

• Promethazine with Codeine Abuse 
• · csos, ARCOS, and Registration Update 

BREAK-Ou1· SESSIONS 
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Field Issues 

• Policy and Methadone Mortality 
CSOS, ARCOS, and Registration 

• Regulatory and Drug 11nd Chemical Evaluation 

• CMEA 

Tuesday, September 11, 2007 

Welcoming Remarks 

P-0D-W AG-00088 

Associate Special Agent-In-Charge, Joseph Arabjt of the Houston Field Division opened the 13th Pharmaceutical Industry 
Conference. Tho conference was held September 11-12, 2007 at the J# Marriott In Houslon, TX. Approximately 140 
pharmaoeutlcal industry representatives partldpated In the meeting. Associate SAC Arabl briefed the attendees on his 
background and car11er wlh the Drug Enforcem&ntAdmlnistraUon (DEA) and dlse\lssod local traffid<lng issues experienced in 
the DEA Houston Field Division. He !hen introduced JudeU Black, Diversion Program Manager, DEA Houston Fleld Division. lo 
present opening remarks and welcOme the attendees to Houston. 

Denise Curry, Deputy Director, Olioce of Diversion Control, greeted the conference participants on behalf of DEA's Office of 
Diversion Control and Deputy Assistant Administrator Joseph_T. Rannazzlsl Deputy Diredor Curry stated that the purpose of the 
conference vies to strengthen ties and feclUtBle communication and cooperation between DEA and the pharmaceuUcal industry. 
Deputy Director Curry emphasized Iha primary m;sslon of the Office of Diversion Control to ensure an adequate supply of 
controll9d substances for legitinate needs while preventing diversion Into the Illicit market. Sho gavo a brief overview of recent 
organizational changes at DEA and a synopsis of OJrrent issues involving the abuse of prescription drugs. 

Introduction and Conference Objectives 

Mark Ca\ler1y, Chief, DEA Liaison and Policy Section, provided an overview of the conference agenda, listed conference goals, 
end introduced tho first proscnl:ltlon. 

Drug "Theft/In-Transit Loss Panel 

Participants on this pone! Included ihcmas Mc:l..aughlln (OF.A Staff Coordtnatol), Kevin Nicholson (Notional Association of Chain 
Drug Stores). Ryan Toole (FBI Supel'l\sory Special Agent), and Tammy Robertson (White Giove Services, FedEx Custom 
Cr~lcal). DisOJsslon focused on wrrcnt lssuos rclov:int lo tholt and In-transit lo5s ofcontroled pharmocauUcals. Each partlc:lponl 
gave an ovenilew of the problem and the methods used lo si>p diversion and theft. -Presentation Slldas Attached 

Methadone Mortality Discussi on 

Denise Curry, Deputy Director, began the pres41ntation by statlng that lhOro is a public health cri•ls related to· 
methadone overdose deaths. She gave statistics and a general ovorvlew of OEA's concom. Gratchon Foussner, 
Phannacologist, DEA Drug and Chemical Evaluation Section, discussed the fact that methado{le-related deaths 
continue to oscolato. Sho proviclod current data suggesting that medl catlon from pain management is likely the sourco 
of metl\edOne for illlcit use. Howowr, she also pointed out that DEA cannot dlscooot dlven.lon from Narcotic Troetment 
Program~ She noted that several of the top prescrib= of methadone are practitioner,; who do not speclaHze in pain 
management and more lha,n one-half of all 40mg dskettas o f methadone are distributed to phannacles despilo tho fact 
that thi• formulation has not been approved by the Food and Drug Admlnlstrntlon (FDA) for pein management She 
stated thal a singl e 40mg disketto can bo lothal in an opioid naivo porson. Statlsttcs from 1999-2004 from tho CDC 
reported on 11-fold tncroaso In deaths among Individuals ago 15-24. t\ccordlng to results f rom tho Substance Abuse 
and Mental Health Services Adminlstration"(SAMHSA). Methadone Mortali ty Asi;essment Group, methadone use mu st 
lie carefully monitored in both pain management and narcoUc lreatmant. Among 0U1er recommendaUons, studies 
regarding cardlotoxlc effects In patients and better reporting of adverse ovonts w ero advised. 

suspicious Orders 

Mich ael Mapes, Chief, DEA, Regulatory Section, and Chris Zimmerman, vtce President, Corporate Security and 
Rogulalory i\ffalrs, Amerlsourc'oBirgon updatad tho atwnclus on when suspicious order raportli shoul d be submitted 
to authorities. Mr. Zlmmennnn noted "Tille 21Code of federal Regulations [21 CFR) §1301.71(11) which stal es, "All 
applicants and registrants shall provide affective control s and procedures to guard against theft and diversion of 
controftod substances." MethodS to lmplemonl l!ffacUvo cootrols In J!lo pharmacoutlcal lndust,y directly mi rror 
regu latlons in 21 CFR §1301.74. Other securitycontrols include making a good f aith Inquiry; report •u•picious orders; 
report significant tosses. Ho also quoted 21 CFR § 1301.74{bl, "The registrant shall dosign and operate a syst.enf lo 
disclose lo the registrant suspicious orders of controlled substances. The registrant shall In form the Field Diversion 
Offlco of the Administration In his aroa of suspicious orders whon discoverod by tho roglstranl" 

Mr. ZJmmennoo stressed tho importanco of knowing your customer, and providing due diligonce Investigations on ail 
now rotail and wholesale a<:coun\s, with tho axcoption of rotall i;hain pharmacies, Included i n tho new account setup 
process is a new account questioMalre. In addition, on-site visits are conducted \Yhich Include the taking of 
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photographs ln•ldc and outside tho premises. Mr. Mapes •t.i~d u,at the rosponsibillty for making tho decision to ship 
ro.u. wiU, U,o suppllor. R<>gi:rtrants who routinely roport1>usplcious ol\'.lers, yet fill lhese orders, wlU\ rouon to believe 
they are destined for the illicit mnri<et, oro falling to maintain offoct!ve controls against dlvorslon. -ProsontaUon Slides 
Attached 

Recent Drug Schedullng AcUon::/Drug Reviews 

Chri¥line Sarniorud, Ph.D., Chief, Drug and Chemical Evaluation Section, provided an update on current scheduling 
actions. On July 2, 2007, DEA publlshod a Final Rulo regarding changus in u,e rogulaUon of lodlrio Crys1ali; and 
Chemical M"llCturcs containing over 2.2 % Iodine n.nd moved lodlno from Ust II to Ust I. For more information on drugs of 
concern, soo U,o Drugs of Concern Webailo al www.deadivorslon.usdoJ.govldrugs_conccm/lnd&x.html 

Examples of Drugs of Concern 

Carisoprodol 
Dextromethorphan 

• Fentanyl 

Rydrocodone 
• Methylpbcaidat.e 

• Salvia divinorum 
Trumadol 

• Clenbuterol (New) 

• Human Growth Hormone (New) 

Ongoing Quota Issues 

Susan Carr, Deputy Chief, Drug and Chemical Evaluation Section, oxplainod tho purpose forquotu which lncludo: 
Provide for legltlmato nocd of controlled subsbnccs; rcstrlct·thc manuf.lcturo and procurem8nt !o U.oso m.i/lulacluror.; 
registered by DEA; 1/mlt th<? quantity of drugs in schedulu I and II which may bo manufactured or produe4d; provide 
:idoquato lnvuntorlos /ormanuf.!cwro. A$ dofu1od In 21 CFR, U1ere an, 3 typoi; of quot;i.: 1) Aggregata Producllo·n 
Quollls 21 CFR §1303.11 end 1303.13; ',) Indy/dual Monuf.lctur1ng Quot.u 21 CFR §1303.21 Oirough 1303.26; and 3) 
Procuniment Quotas 21 CFR §1303.12. Descriptions of the quo!3s as we// as Ole proet!Jduros fore,ihtbUsh/ng and 
applying lbr tho quol:ls can be lotmd fn tho cilod soctlons of the CFR. Ms. Carr providod and cverviow of quota tips and 
quota myths and briefly r6swssed tho combat Methnmphol:lmlne Epidemic Act (CMEA). -Proscnt:Jtlon_ 5/idos Attached 

Ovorvfow of DEA Form 106 

Su.an Saker, Unit Chief, DSA Ragulafury Sec!/on, coveN:d use of the DEA Form 106, and discussed what constitutes a 
s/gnlflct1nt loss, which Included: 

• The actual quantity of co11/rolled substa11ce lost in relation to lite type of business. 

The specific controlled sub:,·ta11ces lost 

• Whether the loss of tlte co11tr0Ued substa11ces ca1t be associated with access to those 
controlled substances by specific individuals, or wliether tlte loss can be attributed to 
unique activiiies (fiat may take place iiivolving the controlled substances. 

• A patter11 of losses over a specific time period. 

• Whether the losses appear to he ra11dom, a11d the results of efforts take11 to resolve the 
losses,· and, ff know,, 

• Wlzellter the specific controlled substances are likdy candidates for divers inn. 

Local trends and other indicators of tlte diversion pot.cntiol of tl,e missing contro[[ed. 
substances. 

M£. Baker alsu wont overl/1e procedure for properly comptoting a DEA Fol"rll 10G, with examples for the audience. • 
Pr,.=nmUon SUdes Attached 

Rcgula1ory Update 
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Marie Cavcrty, Chief, DEA Uaison and Polley Sect/on, gave an update on DEA chem/ca/ regulations Rnd no~d the 
implem8111:ation ofU1e Combat MeU1amphetamine Epidemic Act (which he covered on day two). He discussed the 
pllbllshed CAIEA ru/~ "m,1/zedwlthln DEA and those that remain pending. Mr. Caverly reviewed the multiple schedule 2 
prescription Rule that wl/1 al/ow pn,ctiUoners to issue multiple schedule ff proscr1pt}ofts on the same day with 
Instructions stating U,o prescl1pfions are to be filled consecuUvcly at set Intervals. The proposed Rulo wl/1 provfdo 
grc:itvrcontrol to physicians for prescribing schcdu/o /J control/ad substances. Mr. Caverly addrossod CfAEA rules 
pertaining to retail salu, rhe spot 11Jarl<et quotas, and brieffy talked-about the Controlled Subst:Jnces Export Refonn 
Act of 2005, wlllc/1 would auU1orlza export of controlled substances Ii-om the United St>tcs to another country for 
subseqUCJ1t export to one or more othet" countries, to Include schedules I, II, and narcotic controlled substances In 
schedulu IU1111d JV. He also proVlded lnfonnation on the fol/owing regulatory is.sues: 

A proposed Rule which proposes a new format for tlie Official Order Form, DEA. 222. 

• · Amended registratibn regulations to c_larify requirement tliat wlten an individual 
practitioner practi.ces i11 more than one state, a separate DEA registration for ea.cit 
s_tat.e (11 CFR§ uo1.12) is required. TIie Final Rule was published December 1, 2006, and 
became effective January 2, 2007. 

A Rule to move lodi11e fro111 a List II cltemical to a List I chemical: The Fi11al Rule was 
published 0 11 July 2, 2007, a11d became effective Augus t 10, 2007. 

Pending Regulations/Policies (see slid.es) -Presental.ion Slir4!s Attached 

Wednesday, September 12, 2007 

Jntcmct lnves1Jgafions 

M3tthcw Murphy, Chier. DEA PharmacouUcal /nvestJgaUons Section, addressed DEA's cummt lntcmet actions and 
Initiatives. Since the c.u!y 2000's, the lntcmc,t has become a m~or soun;e of proscription drug diversion. With the 
advent of d"iversfon vfa the inteme~ It Is even more vftnl to mainsaln a woridng partnership between DEA and the 
pham,aceutlcal history. Due to I/Jo sensitive nature of his presMtalion, slldts are not attached. 

Combat Alethamphetamine Epidemic Ac t of 2005 (CMEA) 

M:,r/c Caverly, Chief, DEA Ua/son and Policy Scctlon, presented an overview olU,e CMEA with u brief summary of the 
new law and the p urpose for implemanbttion. He disc.ussed Iha new category of chemlcals CD/led Scheduled Usted 
Chomlca/ Products, (SLCP) which Include rot;,il preparations containing pseudoaphedrlne, ephadrlne and 
phenylpropanolamlne. Mr. Covcr/y expkllned the requirements for regulated sellctS end described the on/lne system 
aval/able for sellers to seJ'-certify. /-{e ta/Iced about the DEA developed d8htbese contttlnlng seJf-c~acatlon reconh 
which are available to state and /oCB/ law enforcement agencies and provided discussion of infomiation required to be 
hitcted into a logbook. He dlsaJS3ed privacy requirements, as well as, the purchasa and sales nmlts for (SLCP's). • 
Presentation SI/des Attached · 

Dangers orMethBmphetamfne 

Philippa Levin&, A11en~ Sta/f Coordinator, DEA Dangerous Drugs and Chemicals Section, presented video c/lps and 
slides depic ting the history, dangers, obuse patterns, end trends rela ted to mcthamphct:Jmlno use and Illegal 
production. The abuse of meU1an1photamlne Is a worldwide problem, however, the majority of abuse Is concentrated In 
North America and Asia. Ms. Levine discussed the different types of mcll1amphelamlne (crystal, powder, etc.) and the 
reasons for its abuse. She provided examples of the common househo(d products used to manufacture 
meUiamp/Jot.mlne ,vl rtr u,e most common lngredlenl being ovor- the• countirdrogs containing pseudoephedrlne. SIio 
stated that there are Jess smaU toxic Jabs being seized since the impli,,nentation oftha CMEA by congress, and that the 
majority of methamphetamlne Is now being produced in super1ttbs In foreign countries. Due to the sensitive nature of 
this presl/lllaUon, slides are not attached. 

Chcmic;rl Drug Trends 

Phlllppa Levine, Agent, St&ff Coordinator, DEA Dangerous Drugs and Cherr,lca/s Section, gave a h/storlcal account of 
current and past abuse psttems and drug tends. Her focus was on the following topics; 

• Ougoiltg Efforts with Mexico (why it's importa11t tJJ you i11 llldust1y) 

Global Ampltelumitte & Metlta:mpltetami,ae Update 

Current 1'reml.s i11 Amphetamine and Metframplteturnirie Precursor Diversion 

Ephed.ra IE & PSE Derivatives 

MDMA and Other Synthetic Drugs 
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Due to tire sensitive natura of this presentation, slldos ore not atf'JJchod. 

Prometh:,zJno with CodcJne Abuso 

Dawn Mathis, AgM~ DEA Special Support Group, Houston Field DMslon ondSusan Rlchtll'ds, Diversion lnv cstJg:,tor, 
Houston Reid DMslon, presc11tod caso studies and video rogarding tho Houston aroa problem With abuso of 
promathazlne with codeine cough symp and its ties to the roplhip-hop cu/lure. TI,ls prosentDGon alerted the 
phamraceuUcal Industry to pattoms and trends In the diversion of tegltimnte pharmaccut/c,r / products Into the /Uegal 
market Due to 1/ro scnsitivo naturo or this presC11tatlon, slldos aro 110! aflnchecl. 

CSOS, ARCOS, and Registration Upd:>te 

Mary Johnson-Rochcc, Deputy Chief, DEA ReglstrotJon and Progrorn St1ppo1t Section, and John Bosse,t, Cir/of, DE:A 
Diversion Technology Section, presented an update on the Contro//<>d Substance Ordering System (CSOS}. This system 
Is an oplionaJ onllno ordering system for controUod subsf,ancos and~ not have a separote rcg/st,abon fee for 
111//lzJng the system. Use of CSOS by Industry W:>S oncournged. Discussion of cumin( reglstr.Jtion lnformaUon was olso 
provided and a dctailod explanation of how to use CSOS was ouUtned, to /nctudc.• 

• Suppliers and purchasers of controlled suhstauces apply for a digital certificate 
ihro11g!t lite CSOS program 

• A personal digital identity, called a digitfil certificate, is issued to each apprvvetl CSOS 
applicant 

• The digital cel'tificate is dnw11loaded a11d installed 011 tire CSOS user's computer 

Ordering software is uistal[ed 01tto the applicallt'.~ computer 

• The CSOS user is 110111 set up to conduct electroriic orderfi of controlled suhst01tces 
usi11g the digiJal certificate as au electronic form of autlie11ticatio11 with otfter 
authorized users 

Bcm,llts of using tho CSOS system were provided as we// :is updates on rog/stra6on data. Further /nfonnalion can be 
found on the slldcs. -Pro.sontntlon SI/dos Attached 

Break-Out Sessions 

After the cone/us/on of tho conkrencc, trvo BrctJl<-Out Sosslons wero hctd: 

Field Issues 

• Policy and Methadone Mortality 

• CSOS, ARCOS, a11d Registration 

• Regulatory a1td Drug and C/t.enrical Evaluatio11 

CMEA 

Thcso sessions 3/rordod attcndoas an opporlJJnity to directly in!or.ict wlU, DEA staff, ask quosUons, and discuss ony 
conccms they had. Comments received from attendees suggest that these sessions ivcro very well reco/vad and 
appreciated. 
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