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Goals and Objectives

e Describe the scope of the prescription
drug abuse problem

* |dentify methods of pharmaceutical
diversion

e Discuss Law Enforcement Efforts

e |dentify what “Red Flags” to look for




Disclosure Information

“No Financial Relationships
to Disclose”




Mission Statement

 To enforce the controlled substances laws and
regulations of the United States and bring to the
criminal and civil justice system of the United States, or
any other competent jurisdiction, those organizations
and principal members of organizations, involved in
the growing, manufacture, or distribution of controlled
substances appearing in or destined for illicit traffic in
the United States.

e To recommend and support non-enforcement
programs aimed at reducing the availability of illicit
controlled substances on the domestic and
international markets.




Office of Diversion Control

e |sto Prevent, Detect, and Investigate the
Diversion of Pharmaceutical Controlled
Substances and Listed Chemicals from
Legitimate Channels.

While Ensuring an Adequate and Uninterrupted
Supply of Controlled Substances to Meet
Legitimate Medical, Commercial, and Scientific
Needs.




Closed System of Distribution

1,523,135 (04/04/2014)

Practitioners: 1,176,272
Retail Pharmacies: 69,860

Hospital/Clinics: 16,045

Practitioner
Pharmacy
Hospital

Law: 21 USC 822 (a) (1) Persons Required to Register:
“Every person who manufactures or distributes any Controlled Substance or List | Chemical
or who proposes to engage in ..”

Law: 21 USC 822 (a) (2) Persons Required to Register:
“Every person who dispenses, or who proposes to dispense any controlled substance ...”







Opioid Prescriptions See a Small Drop

In 2013, there were 230 million prescriptions for
opioids. This represents about a 5% drop from a
year earlier when 241 million were written.

+ 14.3%

2008 2009 2010 2011 2012 2013

Source: IMS Health; February 26, 2014




Commonly Abused Medications

* OPIOIDS: Derived from the opium poppy, or
synthetic versions of it, and used for pain relief.

* BENEZODIAZEPINES: Central nervous system
depressants used as sedatives, to induce sleep,
prevent seizures, and relieve anxiety.

e AMPHETAMINE LIKE DRUGS: Central nervous
system stimulants used to treat attention deficit
hyperactivity disorder (ADHD).




Prescription drug
epidemic?

How did we get to
this point?




The Perfect Storm

e Industry Is producing a wider variety of
controlled substance pharmaceuticals and
practitioners are prescribing more.

e Use of Medicare / Medicald or insurance to
fund drug habits.

e |Information / Electronic Era.

« Belief that a pill will solve all of our aillments.




Westchase teachers learn a lesson: Say 'no' to mints in pill bottles




The Fifth New Vital Sign???

* Temperature
 Heart Rate
e Blood Pressure

 Respiration

* PAIN




Source: The Washington Post, October 7, 2013
http://www.washingtonpost.com/business/economy/pharmaceutical-
firms-paid-to-attend-meetings-of-panel-that advises-fda-e-mails
show/2013/10/06/a02a2548-2b80 11e3-b139 029811dbb57f story.html







Quick Facts

Prescription Drug Abuse has always been around:
“Grand Daddy Of All Drug Abuse”.

Is the Nation’s fastest growing drug problem and has been classified as an
epidemic.

In 2010, 38,329 unintentional drug overdose deaths occurred in the United
States, increase for 11t consecutive year; one person dies every 14 minutes?.
22,134 were prescription drug overdose deaths, of which opioid pain
relievers were involved in 16,651 deaths (75.2 %)*.

Opioid pain relievers were involved in more overdose deaths than cocaine
and heroin combined?.

Enough prescription pain relievers were prescribed in 2010 to medicate every
American adult every four hours for a month?.

1ISOURCE: CDC, 2010 Drug Overdose Deaths In The United States; October 2012
CDC, Pharmaceutical Overdose Deaths, United States, 2010; February 20, 2013 (Update)




Source: CDC/NCHS, NVSS




Public Health Impact of Opiate Analgesic Abuse

For every 1 unintentional opioid overdose death in 2010, there were...

Abuse treatment admissions 10

ED visits for misuse or abuse 28

People with abuse/dependence

Nonmedical users

Mortality figure is for unintentional overdose deaths due to opioid analgesics in 2010, from CDC/Wonder

Treatment admissions are for with a primary cause of synthetic opioid abuse in from TEDS

Emergency department (ED) visits related to opioid analgesics in from DAWN

Abuse/dependence and nonmedical use of pain relievers in the past month are from the National Survey on Drug Use and Health




Where Prescription Painkiller
Overdose Deaths Are The
Highest

e Most severe in Southwest and Appalachian

e |n 2010, the top three states were West Virginia,
New Mexico, and Kentucky;

West Virginia: 28.9 deaths per 100,000

New Mexico: 23.8 deaths per 100,000

Kentucky: 23.6 deaths per 100,000
 Lowest-North Dakota: 3.4 deaths per 100,000
e Missouri (7): 17 deaths per 100,000*

SOURCE: Trust for America’s Heath-Prescription Drug Abuse: Strategies To Stop The Epidemic; October 2013
*Drug Overdose Mortality Rate Tripled From 1999-2010
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National Abuse Facts

e |n 2012, 23.9 million Americans aged 12 or
older were current (past month) users of illicit
drugs.

6.8 million used prescription-type
psychotherapeutic drugs (any pain relievers,
tranquilizers, stimulants or sedatives) for
non-medical purposes in a one-month period.

e 2011: 6.1 million; 2010: 7.0 million.

SOURCE: 2012 National Survey on Drug Use and Health (NSDUH) published September 03, 2013 by the Dept of HHS/
Substance Abuse and Mental Health Services Administration (SAMHSA)




National Abuse Facts

e |[n 2012, there were 2.4 million persons aged
12 or older who used psychotherapeutics
nonmedically for the first time within the past
year, which averages to around 6,700 initiates
per day.

Non-medical use of prescription-type drugs is
second only to marijuana.

SOURCE: 2012 National Survey on Drug Use and Health (NSDUH) published September 03, 2013 by the Dept of HHS/
Substance Abuse and Mental Health Services Administration (SAMHSA)




SOURCE: 2012 National Survey on Drug Use and Health (NSDUH) published September 03, 2013 by the Dept of HHS/ Substance Abuse and Mental Health Services
Administration (SAMHSA)




SOURCE: 2012 National Survey on Drug Use and Health (NSDUH) published September 03, 2013 by the Dept of HHS/ Substance Abuse and Mental Health Services
Administration (SAMHSA)




SOURCE: 2012 National Survey on Drug Use and Health (NSDUH) published September 3, 2013 by the Dept of HHS/ Substance Abuse and Mental Health Services
Administration (SAMHSA




2011 Current Users (Past Month) 2012

ANY TILLICIT DRUG:
22.5 million

MARIJUANA: 18.1 million

PSYCHOTHERAPEUTIC
DRUGS: 6.1 million

COCAINE: 1.4 million

Methamphetamine 439,000

Heroin: 281,000

ANY TLLICIT DRUG:
23.9 million

MARIJUANA: 18.9 million

PSYCHOTHERAPEUTIC
DRUGS: 6.8 million

COCAINE: 1.6 million

Methamphetamine 440,000

Heroin: 335,000

Source: 2011 & 2012 NSDUH




Teens and Their Attitudes

e 1in4teens (24 percent) reports having misused or abused a
prescription drug at least once in their lifetime (up from 18
percent in 2008 to 24 percent in 2012), which translates to
about 5 million teens. 33 percent increase over 5 year period.

1in 5 (20 percent) abused before age 14.

27 percent mistakenly believe that using prescription drugs are
“safer” than illicit drugs.

33 percent believe “it’s okay to use prescription drugs not
prescribed to them.”

23 percent believe parents don’t care if caught using.

SOURCE: 2012 Partnership Attitude Tracking Study Report; Partnership for a Drug-Free America and MetLife Foundation,
published April 23, 2013.




Teens and Their Attitudes










Source of Concerns

e 1in5 parents (20 percent) report that they have given
their teen a prescription drug that was not prescribed

to them.

e 17 percent of parents do not throw away expired
medications.

14 percent of parents say they themselves have
misused or abused prescription drugs within the past

year.

49 percent of parents say anyone can access their
medicine cabinet.

SOURCE: 2012 Partnership Attitude Tracking Study Report; Partnership for a Drug-Free America and MetLife Foundation,
published April 23, 2013.




Source of Concerns

e Prescription Painkiller Overdoses are an under-
recognized and growing epidemic among women.
About 18 deaths every day; more than 6,600 in 2010.

Nearly 48,000 women died between 1999 and 2010.

400 percent increase since 1999, compared to 265
percent among men.

For every woman that dies, 30 go to the emergency
department for misuse or abuse.

SOURCE: Prescription Painkiller Overdoses-A Growing Epidemic, Especially Among Women; CDC Vital Signs published
July 2013.




To Address This Issue, National
Framework: Four Prong Approach

Education

Enforcement

Monitoring

Proper Medication Disposal

SOURCE: ONDCP’s 2011 Prescription Drug Abuse Prevention Plan released on Tuesday, April 19, 2011




Checks and Balances Under the CSA

 Practitioners

“A prescription for a controlled substance to be effective
must be issued for a legitimate medical purpose by an
Individual practitioner acting in the usual course of
professional practice.” (21 CFR § 1306.04(a))

e United States v Moore 423 us 122 (1975)




Drugs of Concern

Hydrocodone (Schedule i)
Oxycodone/OxyContin® (Schedule 1)
Oxymorphone/Opana® (Schedule Il)
Xanax®/Alprazolam (Schedule 1V)
Methadone (Schedule Il)

Fentanyl (Schedule Il)

Adderall® (Schedule Il)

Cough Syrup (Schedule V)

Carisoprodol/Soma® (Schedule 1V)

Hydromorphone (Schedule Il)




Prescription Requirements

Schedule 11

Schedule Il

Schedule 1V

Schedule V

Written

Yes

Yes

Yes

Yes

Oral

Emergency
Only*

Yes

Yes

Yes

Facsimile

Yes**

Yes

NES

Refills

No

Yes#

Yes#

Partial Fills

Yes***

Yes

Yes

*

*** 72 hour time limitation.

# With medical authorization, up to 5 in 6 months.

Must be reduced in writing, and followed by sign, hard copy of the prescription.
** A signed, hard copy of the prescription must be presented before the medication is dispensed.




Hydrocodone (Schedule Iil)

e Hydrocodone / Acetaminophen (toxicity)

Similarities:
e Structurally related to codeine
e Equal to morphine in producing opiate-like effects

Brand Names: Vicodin®, Lortab®, Lorcet”
Norco®

Street prices: $S2 to S10+ per tablet
depending on strength, region & availability

Most prescribed drug in the United States




Hydrocodone (Schedule Iil)

CSA defines hydrocodone substance as Schedule I, while its
combination products as Schedule IlI.

DEA has received a petition to reschedule Clll hydrocodone
combination products to CII.

In 2004, DEA completed an initial review forwarded the data to
DHHS with a request for scientific and medical evaluation and
scheduling recommendation.

In 2008, HHS provided a scientific and medical evaluation.

In 2009, DEA sent additional data to FDA/HHS and requested a
scientific and medical evaluation.




Factors determinative of control or removal
from schedules (21 USC 811(c))

(1)
(2)

(3)

(4)
(5)
)
(7)
(8)

Its actual or relative potential for abuse

Scientific evidence of its pharmacologic effect, if
known

The state of current scientific knowledge regarding
the drug or other substance

Its history and current pattern of abuse

The scope, duration and significance of abuse
What, if any, risk there is to public health

Its psychic or physiological dependence liability

Whether the substance is an immediate precursor
of a substance already controlled under this
subchapter




Hydrocodone (Schedule i)

e January 24-25, 2013: Food and Drug Administration
(FDA) held a Drug Safety and Risk Management
Advisory Committee Meeting on the reclassification
from Schedule Il to Schedule II.

Committee recommended the up scheduling by 19-10
vote.

October 24, 2013: FDA recommends reclassification to
Schedule II.

February 27, 2014: DEA publishes NPRM to reschedule
from Il to Il.




Zohydro™ ER Pharmacology

Zohydro™ ER, extended release capsules contain a higher
amount of pure hydrocodone dosages compared to other
hydrocodone-containing products as immediate release tablets
(e.g., 50 mg vs. 10 mg)

Zohydro™ ER is a Schedule Il opioid

e Other Schedule Il opioids include Fentanyl, Oxycodone, Methadone,
Morphine
Hydrocodone is approximately:
e 1 times as potent as oxycodone
e 1.5 times as potent as morphine
e 10times as potent as codeine
The principal therapeutic action of hydrocodone is analgesia.

As with other opioids, hydrocodone causes respiratory
depression.




Manufactured by Alkermes Gainesville LLC
for Zogenix, Inc. (San Diego, CA)

FDA Approval October 2013

Anticipated Launch March/April 2014




How Supplied

Strength

Image

Capsule color(s)

White opaque

Light green and white
opaque

Light green opaque

Dark blue and white
opaque

Dark brown and white
opaque

Dark brown opaque

Capsule Text

“Zogenix 10 mg” in black
ink

“Zogenix 15 mg” in black
ink

“Zogenix 20 mg” in black
ink

“Zogenix 30 mg” in black
ink

“Zogenix 40 mg” in black
ink

“Zogenix 50 mg” in black
ink

NDC Number

43376-210-10 100 ct
bottles

43376-215-10 100 ct
bottles

43376-220-10 100 ct
bottles

43376-230-10 100 ct
bottles

43376-240-10 100 ct
bottles

43376-250-10 100 ct
bottles




Toxicity

Zohydro™ ER contains high amounts of hydrocodone

Use in opioid non-tolerant patients may lead to
overdose, particularly acute and fatal respiratory
depression

e Capsules are indicated to be swallowed whole
 Breaking of capsules and crushing beads

Co-ingestion of alcoholic beverages may result in fatal
plasma hydrocodone levels




OxyContin® (Schedule II)

e Controlled release formulation of Schedule || Oxycodone
e Street Slang: “Hillbilly Heroin” , “OC”, “Oxy”
e Strengths*: 10, 15, 20, 30, 40, 60, 80mg
Effects

 Similar to morphine in effects and potential for
abuse/dependence

Street prices: $25 to S80 per 80mg tablet

Addiction, crime and fatal overdoses have all
been reported as a result of OxyContin® abuse* NEW

e The controlled release method of delivery (12 hours) allows
for a long duration of drug action so it contains much larger
doses of Oxycodone — abusers crush tablets for a powerful

morphine-like high

*New OP formula developed to prevent the medication from being tampered (August 2010). Several ways to defeat
have been listed on internet.




New OxyContin® OP




Opana ER (Schedule i)

e Opana ER® - (Schedule Il)

Treats constant, around the clock, moderate to
severe pain

Becoming popular and is abused in similar fashion
to oxycodone ; August 2010 (Los Angeles FD TDS)

“New King of the Street”; Slang: Blues, Mrs. O,

Octagons, Stop Signs, Panda Bears
Street: $10.00 — $80.00




Xanax® (Schedule 1V)

Brand name formulation of alprazolam

Anti-anxiety agent used primarily for short-term
relief of mild to moderate anxiety and nervous tension;
rapid onset and long duration

Part of the class of drugs called benzodiazepines, more
commonly referred to as ‘benzos’

Extremely addictive

e Once dependence has occurred, Xanax makes it markedly
more difficult for individuals to successfully self-detox than
other benzodiazepines $2.00-52.50 for 2mg dosage unit.



http:2.00-$2.50

Fentanyl (Schedule Il)

e Fentanyl is 100x more potent than morphine

e Trade-Names:

Actiq”: dispensed in a berry flavored lollipop-type unit
Duragesic”: trans-dermal patch for chronic pain
FentoraTM: effervescent tablet formulation

e Approved by the FDA September 2006

 Compared to same dose as Actiq®, the effervescent tablet
allows a larger amount of Fentanyl to be absorbed rapidly
through the oral membranes

e Street prices: $S25 to $40 per patch/lollipop




Fentanyl




Methadone (Schedule Il)

e “Growing drug problem”
 Abuse linked to:

 |ncreased prescribing by doctors to treat pain;
4 million prescriptions written in 2009 1

 High level of diversion to illicit market
* |nexpensive

 |nsurance companies prefer Methadone because of price

* |ncreasing chances of an overdose

Remains in the body much longer than other similar
substances — effects can last up to 24 hours

Although chemically unlike morphine or heroin, produces
many of the same effects

6x as many people died in 2009 than a decade before;
5,000 deaths per year; 1 in 3 prescription painkiller deaths 1

e Street Prices: S2 to $S10 tablet

ISOURCE: Center for Disease Control and Prevention (CDC), Prescription Painkiller Overdoses, published July 2012




One Pill Can Kill




Adderall ® (Schedule Il)

Amphetamine used to treat ADHD

Abuse prevalent among college students; can be snorted,
injected or smoked; nicknamed “College Crack”

Used to enhance/lengthen academic performance

$5.00 to $30.00 per pill on illicit market

Adderall® Abusers are 5 times more likely to also abuse
prescription pain relievers, 8 times more likely to abuse
Benzodiazepines; Also seeing abuse by athletes

Source: NSDUH Report; Non-Medical Use of Adderall Among Full-Time College Students, published April 2009




REQUIRED READING




*Fails to give close attention to details...makes
careless mistakes in schoolwork, work
Difficulty sustaining attention in tasks
*Does not seem to listen when spoken to
*Does not follow through on instructions
Difficulty organizing tasks

Some hyperactive-impulsive or inattentive *Often loses things necessary for tasks

symptoms that cause impairment must have  °Easily distracted

been present before age 7 years, although *Forgetful

many individuals are diagnosed after the

symptoms have been present for a number

of years, especially in the case of individuals
with the Predominantly Inattentive Type
(Criterion B)

*Fidgets

*Can’t remain seated
*Restlessness

Difficulty awaiting turn
*Often interrupts or intrudes




There are no laboratory tests, neurologocal assessments,or attentional
assessments that have been established as diagnostic in the clinical
assessment of Attention-Deficit/Hyperactivity Disorder




Adderall® (Schedule I}

* One in eight teens (about 2.7 million) now
reports having misused or abused the Rx
stimulants Ritalin or Adderall at least once in
their lifetime.

e 9 percent of teens (about 1.9 million) report
having misused or abused in the past year (up
from 6 percent in 2008) and 6 percent of teens
(1.3 million) report abuse in the past month
(up from 4 percent in 2008).

SOURCE: 2012 partnership Attitude Tracking Study Report; Partnership for a Drug-Free America and MetLife Foundation,
published April 23, 2013.




Adderall® (Schedule I}

e One in four teens (26 percent) believes that
prescription drugs can be used as a study aid.

Almost one-third of parents (29 percent) say
they believe ADHD medication can improve a
child’s academic or testing performance, even if
the teen does not have ADHD.

SOURCE: 2012 partnership Attitude Tracking Study Report; Partnership for a Drug-Free America and MetLife Foundation,
published April 23, 2013.




Suboxone (Schedule Ill)

 Treat opiate addiction (New Methadone)

e Contains Buprenorphine and Naloxone

e Buprenorphine similar to other opioids and produces less
euphonic effects

 Naloxone blocks the effects of opioids
Taken: orally

Abused as a replacement for other opioids;
general hold over

Popular in prisons, “prison heroin”
Prices: $2.00 to $15.00

September 18, 2012: Reckitt Benckiser
Pharmaceuticals-discontinuing distribution within
6 months; pediatric exposure; SUBLINGUAL FILM




Cough Syrup (Schedule V)

e Promethazine with Codeine (Purple Drank, Lean, Sizzurp)
e Hycotuss® syrup with hydrocodone (Schedule IIl)
e Less popular because of atropine to deter abuse

Commonly sold in pint bottles

Preferred abuse by mixing with Sprite®, Vodka/Rum, “Jolly
Rancher,” and crushed Vicodin®

Street Prices: $200 to $600 per pint depending on region

Large profit margin

* Diverted wholesale/retail price (S8 to $S12/pint) vs. street
price.




OTC Cough Syrup

e Dextromethorphan (DXM)

e Over-the-counter (OTC) cough suppressant found in more
than 120 cold medications, either alone or in some sort of
combination.

Street Names: Triple C, Skittling, Robo-tripping

Effects: Euphoria; Auditory hallucinations similar to PCP or
Ketamine

Abuse : Orally

Plateau Dose (mg) Behavioral Effects

1st 100-200 Mild stimulation

2nd 200-400 Euphoria and hallucinations
Distorted visual perceptions
Loss of motor coordination
4th 500-1500  Dissociative sedation

3rd 300-600

“DEA is attempted to control this substance




Recent CVS Receipt




Cocktails

e Common identification of pattern of abuse by physicians
and users: “Pill Mills”

e Maximizes effect of narcotic abuse-Opiate

e Preferred Prescriptions- “Holy Trinity” or “Trinity”

Schedule Il and 11l narcotics (OxyContin®, Vicodin®)
Schedule IV Benzodiazepines (Xanax®, Valium®)
Scheduled IV Muscle Relaxant/Sedative (Soma®)

Non-Controlled Opioid Analgesic-Tramadol (Ultram®)
substituted for Schedule I1/1ll narcotic

Non-Controlled Muscle Relaxant- Flexeril substituted
for Schedule IV




Heroin vs. OxyContin°/Oxycodone

e Heroin—Schedule |
e Synthesized from morphine (constituent of opium)
e High potential for abuse
e Has no accepted medical use in treatment
e OxyContin® / Oxycodone - Schedule Il
 Synthesized from Thebaine (constituent of opium)
e High potential for abuse
e Has an accepted medical use with severe restrictions

e WARNING: (Purdue website)

e OxyContin contains oxycodone which is an Opioid agonist and a
Schedule Il controlled substance with an abuse liability similar to
morphine

OxyContin can be abused in a manner similar to other Opioid
agonists, legal or illicit.




Circle of Addiction

Oxycodone

(Percocet®, Percodan®, Roxicodone®)

="

Hydrocodone OxyContin®
(Vicodin®, Lortab,® Lorcet®) Replacing it with

(OPANA)

Heroin




Heroin a Growing Problem in St. George

St. George, Utah is known as a good place to raise a
family or to retire, but aside from the wholesome
image, it's fighting a newfound heroin problem.

Police point to users like Karli Chambers:
27 year-old mother of two had been addicted to
prescription drugs, then made an economic decision.

"I couldn't afford the pills," Chambers said in an
interview at the Southwest Behavioral Health Center
in St. George, where she is getting counseling. "It was
too much. The only thing | could find was heroin.”

ISOURCE: Rick Egan, Salt Lake Tribune, October 8, 2010




Heroin use by Young Adults
Devastates Outer Suburbs

e Thereis a surge in heroin use in Michigan, where the
number of people seeking treatment in state-sponsored
programs has nearly doubled since 2003.

More youths have turned to heroin after abusing
"gateway" prescription drugs, said Dr. Mark Menestrina, an
addiction medicine physician at St. John Providence Health
System's Brighton Hospital in Livingston County.

It may come down to economics: It's a quick, easy high at
S10-520 a hit.

ISOURCE: Mark Hicks and Valerie Olander, The Detroit News, April 27, 2011




More suburban teens turning from pills to
heroin, authorities say Seattle Times

Heroin, a drug most often associated with the gritty back alleys of big cities, is making a surprising surge in
suburban, affluent places.

In Placer County, Calif., for example, over the fiscal year that ended in July 2011, 171 people, or nearly 14
percent of patients in the county's drug treatment clinics, said they were addicted to heroin, up from 8.5
percent the previous year. Many of these new heroin addicts started as teens, abusing prescription
painkillers they found in their homes, say law enforcement and public health officials.

The transition from getting high on mom's leftover meds to being a strung-out heroin addict is easier, faster
and more common than parents might believe, say addiction experts, drug officers and recovering addicts.

Auburn, Calif., native Brandon Scott was 15 when he started using prescription meds, mostly OxyContin —
a brand name of the opioid painkiller oxycodone. In a matter of months he went from enjoying the prolonged
buzz of ingesting the pills to boosting the high by crushing the pills and smoking them. Once addicted, and
willing to do anything to keep the painful withdrawal symptoms at bay, it was a short leap to heroin, said
Scott, who is now 19 and in recovery. "l would have never guessed that | would be putting a needle in my
vein to get high. I just thought | was trying to ease the pain,” he said.

The painkiller problem is particularly bad in the well-to-do suburbs where there is plenty of "prescribed
heroin" to swipe from parents or grandparents, Kool said. He said kids see it as a safe, clean drug since it
came from a doctor, as opposed to street drugs such as meth or heroin.

Law enforcement, addiction treatment providers and health officials say the spike in heroin use is alarming.

SOURCE: Ed Fletcher, The Seattle Times, April 4, 2012 ((Dnt'd)




More suburban teens turning from pills to
heroin, authorities say Seattle Times (cont’d.)

When Jeff Kool began his stint as a Roseville, Calif., police drug officer five years ago,
methamphetamine was the scourge. Since then he's observed a spike in the use of
OxyContin and other prescription drugs.

Now a surge in heroin. "Heroin is off the hook right now," offered Kool.

Ryan Booth, 31, observed the same thing — from a user's perspective. He started with
marijuana at 16; by 18 he was on to meth. Four years ago, he began abusing OxyContin,
eventually finding his way to heroin. "You start doing one thing and it leads to another,"
said Booth, who lives in an Auburn, Calif., transitional house. "| see all these young kids
getting addicted to pills and then they move on to heroin. That is the epidemic these
days."

While many make the switch from painkillers to heroin because heroin is cheaper, others
may have been unwittingly pushed in that direction after OxyContin's manufacturer,
Connecticut-based Purdue Pharma, discontinued it in 2010, replacing it with MC Contin, a
more tamper-resistant product, said Kool.

Kool said that in addition to being on the lookout for obvious signs, such as pipes or
needles, parents need to watch for lesser-known signs: bits of foil crumpled up or lying
about. The foil is used to burn the crushed painkillers, which leave a black stain.

SOURCE: Ed Fletcher, The Seattle Times, April 4, 2012







SOURCE: 2012 National Survey on Drug Use and Health (NSDUH) published September 03, 2013 by the Dept of HHS/ Substance Abuse and Mental Health Services
Administration (SAMHSA)




Methods of Diversion

* Customers/ Drug Seekers * Practitioners/Pharmacists
Drug rings e lllegal distribution
Doctor-shopping e Self abuse
Forged / fraudulent /altered e Trading drugs for sex

prescriptions * Retail pharmacies
The medicine cabinet e Manufacturing /

distribution
e Employee pilferage facilities
e Hospitals
e Practitioners’ offices * Pharmacy/Other Theft
e Nursing homes * Armed robbery
e Burglary (Night Break-ins)
 The Internet e In Transit Loss (Hijacking)
e Smurfing

e Pain Clinics




Internet Pharmacies

 Ryan Haight Online Pharmacy Consumer Protection Act of 2008
Enacted October 15, 2008

Effective April 13, 2009
Amended 21 USC §841 — Making it illegal under federal law

Deliver, distribute, or dispense a controlled substance by
means of the Internet, except as authorized*

Aid or abet any activity described [above] that is not
authorized
Amended 21 USC §843 — Making it illegal under federal law
to:
e Use the Internet to advertise the sale of, or to offer to sell,

distribute, or dispense, a controlled substance where such
sale, distribution, or dispensing is not authorized

*Exceptions: Mail-order pharmacies; pharmacies filling or refilling prescriptions for controlled substances in Schedule lll, IV or V




Internet Pharmacies (continued)

e Amended Controlled Substance Act (CSA) — Requiring:
One in-person medical evaluation by prescribing practitioner
Legitimate medical purpose
“Valid prescription”
e Schedule Il drugs require original signed, written prescription

e Schedulelll, IV and V drugs may be filled if the patient
provides the pharmacy with an original, copy or an oral

prescription
Internet Pharmacies (US) must:
 Have approved modified DEA Registration*

* Register physical location where it purchases, stores and
dispenses the prescription drugs

e Comply with special website requirements

*Currently there are 13 applications pending Internet Pharmacy Registrations (no applications have been approved, as of
March 18, 2014).




Per Se Violations

o Automatic Violation of the CSA, if any of the
following occurs:

* No In-person medical evaluation by
prescribing practitioner

* Online pharmacy not properly registered with
modified registration.

* Website falls to display required information




Doctor Shopping

A “Doctor Shopper” visits multiple doctors
within a specific time frame in order to obtain a
specific drug from more than one doctor

Can be Individual “Customers” or Trafficking
Organizations

e Their illicit activities are usually facilitated by
“Pill Mill” Physicians and their affiliated
Pharmacies













Theft

e Target Specific
e Certain type of drugs

 Pharmacy and Delivery Vehicles

e Burglary/Robbery (Armed or Unarmed)
e |ndividuals or Organizations




Pharmacy Armed Robberies

Rankings by State

January 1 thru December 31, 2013
(700)

AWK STATETTOTAL] RAVK STATE TOTAL]| RANK STATETOTAL | RANKISTATETOTALI| RANKISTATETTOTAL
AZ 76 12 WI Al 23 AL 8 4 WV 4 45 all

IN 71 13 MD 20 24 1A
CA 60 14 NJ 18 25 NM
PA 41 5 NY 18 26 OR
N 35 16 CT 17 27 GA
NC 33 17 VA 15 28 ME
MA 30 18 FL 12 29 M
OH 28 19  KY 12 30 VT
TX 24 20 CO 11 31 AR
WA 23 21 OK 10 32 KS
SC 22 2 MO 9 33 MN
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Source: DEA Drug Theft & Loss Database as of 03/27/2014




Pharmacy Armed Robberies
Rankings by State
January 1 thru December 31, 2013
(700}

Number of

> U a S a ( N at i O n W i d E) - 700 Missouri Counties Pharmacy Thefts

BUCHANAN

> State of Missouri—9

GREENE

CAPE GIRARDEAU

CLAY

TANEY

No Reported Armed Robberies

in remaining counties

Source: DEA Drug Theft & Loss Database as of April 1, 2014




Pain Management Clinics

Rogue Pain Clinics are opening and operating throughout all
regions of the United States.

Operating under the guise of providing “pain management.”

Real activities are outside the scope of professional practice and
for no legitimate medical purposes.

“Currently, The Main Source of Diversion”.

Over recent years, South Florida became the “pill mill” capital of
the United States, being the chief supplier of oxycodone that
hastened an epidemic of illegal use throughout the United

States.

DEA had identified three major hubs across the United States:
e Houston, Texas area
e Los Angeles, California area

e Tri-county area of South Florida: Broward, Miami-Dade and
Palm Beach Counties

I”




Source: Bloomberg Businessweek,
June 11-June 17, 2012




Craigslist Ad
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Florida Pain Clinic Ads




“short waits or
we will pay you”

“earn SSS for
patient referals”

. PAIN CENTER
bl OF bl
BROWARD

LOW PRICES ON MEDS!

2 DOCTORS ON THE PREMISES MEANS NO WAITS

» Be on time for your appointment and we guarantee short
waits or we will pay you!! {Details at front deskl
» Still use the Patient Loyalty Program to sarn FREE Visits
» Still earn 5SS for patient referals

« SAME FRIENDLY STAFF AND OWNER




Pain Clinic "Customers"










IATTENTION!

DUE TO THE COST OF OUR
INCREASING AND ONGOING
LEGAL PROCEEDINGS THE FEE
FOR PAIN MANAGEMENT VISTS

WILL BE 5400 STARTING ON
APRIL 1, 2011.

IATTENTION!




PAIN CLINIC

HEALTH 1 WELLNESS

700 IVES DAIRY ROAD
NORTH MIAMI, FL 33179

$49.00/VISIT
WE ARE THE BEST!

NO MRI REQUIRED
NO MEDICAL RECORDS
NO PHYSICALS
WE DISPENSE NARCOTICS ON SITE

305-690-9784







Operation Pill Nation

Miami Field Division

e February 14, 2010

e DEA, working with other federal, state and local

partners, identifying, targeting and investigating rogue
pain clinics.

Eleven (11) Tactical Diversion Squads (TDS) from across
the United States provided assistance, 340 Undercover
Buys.

February 23, 2011: 500 law enforcement officials
participated in the takedown.







Pill Mill Clinic Proceeds




Operation Pill Nation

e Enforcement Results:

Surrender of 59 DEA Registrations (47 physicians, 8
pharmacies and 4 wholesale distributors)

Immediate Suspension Orders issued against 63 DEA
Registrations (63 physicians and 1 distributor)

Orders to Show Cause issued against 11 DEA Registrations
41 Closed Clinics

58 Arrests (34 physicians, 8 clinic owners and 16 clinic
employees)

11 Indictment (11 physician)

2 Information Filed (2 physicians)

Assets Seized : $19,022,669.28 (US Currency, Vehicles,
Jewelry and Real Estate)



http:19,022,669.28

the IRS from seven bank aca
$6 million and jewelry valued at approximately $20,000, all representing the amount of proceeds he
had obtained and laundered as a result of his participation in the drug conspiracy.

Mr. Ferrer thanked the DEA, IRS-CID, and the Broward Shenff's Office, as well as the many other
state and local agencies for their investigative work.




The Pill Mill Epidemic




With money and weapons seized from the residence of the pharmacist lhsanullah "Sean" Maaf,

On August 10, 2011, agents from the DEA Philadelphia Division Office, along with various federal and local law
enforcement officers, arrested William Stukes, Dr. Norman Werther, pharmacist Ihsahullah “Sean” Maaf, and 41 other
individuals. The arrests, which resulted in the dismantlement of the Stukes pharmaceutical drug trafficking
organization, occurred pursuant to an indictment in the Eastern District of Pennsylvania charging the individuals with
drug possession, drug distribution, and health care fraud. Stukes recruited, organized, and transported individuals to
Werther’s medical office, where Werther would write them prescriptions for controlled substances such as
oxycodone without establishing a legitimate doctor/patient relationship and outside the usual course of professional
medical practice. The individuals paid $150 for the office visit and then filled their prescriptions at various
pharmacies, including Northeast Pharmacy, where Maaf worked as a pharmacist. Maaf knowingly filled the
prescriptions written by Werther and then laundered the money received for his services by structuring cash bank
deposits to avoid federal reporting requirements. The drugs were then turned over to Stukes or his drivers and then
sold on the streets.

Between September 2009 and July 2011, the Stukes organization earned more than $5 million in illegal drug proceeds
and distributed over 200,000 oxycodone pills also resulted in the seizure of nine firearms, $2.3 million in U.S.
currency and bank accounts, and the possible forfeiture of real property valued at $3.75 million dollars.













Scheduled Investigations

* |ncrease in the number of DEA registrants who
are required to be investigated to ensure
compliance to the CSA and regulations.

* |ncrease in the frequency of the regulatory
Investigations.

e Verification investigations of customers and
suppliers.




How Do You Lose Your
Registration?

The Order to Show Cause Process

21 USC 8§ 824

Grounds —
Falsification of Application
Felony Conviction

State License or Registration suspended, revoked or denied,
or no longer authorized by State law

Inconsistent with Public Interest

b) AG discretion, may suspend any registration
simultaneously with Order to Show Cause upon a finding of
Imminent Danger to Public Health and Safety (ISO)




DEA Legal Recourse

e Administrative

Letter of Admonition (LOA)
Memorandum of Agreement (MOA)

Order to Show Cause (OTSC)
Immediate Suspension Order (ISO)

e Civil
Fines
e Criminal

Arrested and Charged With CSA Violations
or Other State Violations 112




We Are Not Going To Arrest Our
Way Out Of This Problem!!!!

e Enforcement is just as important as

 Education/Prevention

e Treatment
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Checks and Balances of the CSA
and the Regulatory Scheme

e Distributors of controlled substances

“The registrant shall design and operate a system to
disclose to the registrant suspicious orders of controlled
substances...Suspicious orders include orders of
unusual size, orders deviating substantially from a
normal pattern, and orders of unusual frequency.”

(21 CFR §1301.74)




DEA Distributor Initiative

Purpose and format:

» Educate and inform distributors/manufacturers of their due diligence responsibilities
under the CSA by discussing their Suspicious Order Monitoring System, reviewing
their ARCOS data for sales and purchases of Schedules Il and 111 controlled
substances, and discussing national trends involving the abuse of prescription
controlled substances

August 2005 — Present:

» Briefings to 83 corporations with 276 distribution centers

» Examples of civil action against distributors:
» Cardinal Health , $34 million civil fine
» McKesson, $13.25 million civil fine
» Harvard, $6 million civil fine

» Examples of suspension, surrender or revocation of DEA registration
» Keysource, loss of DEA registration
» Sunrise, loss of DEA registration
» Cardinal Health-Lakeland; loss of DEA registration




Checks and Balances of the CSA
and the Regulatory Scheme

e Pharmacists — “The Last Line of Defense”

“The responsibility for the proper prescribing and
dispensing of controlled substances Is upon the
practitioner, but a corresponding responsibility rests with
the pharmacist who fills the prescription.”

(21 CFR §1306.04(a))




Potential Red Flags???

Many customers receiving the same combination of prescriptions;
Many customers receiving the same strength of controlled substances;
Many customers paying cash for their prescriptions;

Prescriptions that results in therapeutic conflicts;

Many customers with the same diagnosis codes written on their prescriptions;

Individuals driving long distances to visit physicians and/or to fill prescriptions;

Customers coming into the pharmacy in groups, each with the same prescriptions
issued by the same physician; and

Customers with prescriptions for controlled substances written by physicians not
associated with pain management (i.e., pediatricians, gynecologists,
ophthalmologists, etc.).
















Neonatal Abstinence Syndrome (NAS)
Diagnosis Triples between 2000 and 2009

 |n 2009, NAS was diagnosed in newborns at a rate
of 3.39 per 1000 hospital births per year.

e |n 2009, the estimated number of newborns with
NAS was 13,539 or approximately 1 infant born per
hour in the United States with signs of drug
withdrawal.

Between 2000 and 2009, the annual rate of NAS
diaghosis among newborns in the United States
increased almost 3-fold.

Source: Journal of the American Medical Association, Published online April 30, 2012




Neonatal Abstinence Syndrome (NAS)

Diagnosis Triples between 2000 and 2009
(Continued)

 The study also finds that the rate of maternal

opiate use increased nearly 5-fold (from 2000 to
2009).

e Between 2000 and 2009, total hospital charges for

NAS are estimated to have increased from $190
million to $720 million*.

124

* Adjusted for inflation
Source: Journal of the American Medical Association, Published online April 30, 2012




Addicted Infants Triple in a Decade




Substances for Which Most Recent Treatment Was Received in
the Past Year among Persons Aged 12 or Older: 2012

SOURCE: 2012 National Survey on Drug Use and Health (NSDUH) published September 2013 by the Dept of HHS/ Substance Abuse and Mental Health Services
Administration (SAMHSA)




Received Most Recent Treatment in the Past Year for
the Use of Pain Relievers among Persons Aged 12 or
Older: 2002 - 2012

SOURCE: 2012 National Survey on Drug Use and Health (NSDUH) published September 2013 by the Dept of HHS/ Substance Abuse and Mental Health Services
Administration (SAMHSA)




DRUG ENFORCEMENT
ADMINISTRATION
DIVERSION CONTROL PROGRAM




National Take Back Initiative

e On September 30, 2010: 242,383 pounds (121 tons)
On April 30, 2011: 376,593 pounds (188 tons)
On October 29, 2011: 377,086 pounds (189 tons)
On April 28, 2012: 552,161 pounds (276 tons)

On September 29, 2012: 488,395 pounds (244 tons)

On April 27, 2013: 742,497 pounds (371 tons)

On October 26, 2013: 647,211 pounds (324 tons)

Over 3.4 million pounds (1,733 tons) collected/turned in




Secure and Responsible Drug
D

isposal Act of 2010

Enacted in October 2010 (Pub. L. 111-273, codified at 21 U.S.C. 822(g)
and 823(b)(3))

Act allows an ultimate user to “deliver” a controlled substance “to
another person for the purpose of disposal” in accordance with
regulations issued by DEA

If the ultimate user dies while in lawful possession of the controlled
substance, then any person lawfully entitled to dispose of the
decedent’s ﬂroperty may deliver the controlled substance to another
person for the purpose of disposal.

DEA may also, by regulation, authorize long term care facilities (LTCFs)
to dispose of controlled substances on behalf of ultimate users who
reside or have resided at the LTCF.

DEA is working to promulgate regulations to implement this Act. DEA
must consider:

e Public health and safety

e Ease and cost of program implementation
e Participation by various communities

e Diversion Control

Participation is voluntary. DEA may not require any person to
establish or operate a delivery or disposal program.



Costs Associated with Prescription Drug
Abuse

e To insurers for prescription painkiller abuse and
misuse was $72.5 billion.

The abuse of prescription painkillers resulted in

S42 billion in lost productivity and $8.2 billion in
criminal justice costs.

Source: Coalition Against Insurance Fraud (2007 Study); Clinical Journal of Pain (March/April 2011-Volume 27,Issue 3




Fine agreed with
Superior Court
Judge Robert Perry
that the 1,500 pills
cited were "a lot of
drugs,' but said it

was ""antiquated
thinking" to equate
the number of pills
with addiction. The
pills included
various opiates,
muscle relaxants
and other drugs.

Source: http://www.foxnews.com/us/2010/09/22/doctor testifies pills prescribed month dont prove anna nicole smith addict/



http://www.foxnews.com/us/2010/09/22/doctor

A Pain-Drug Champion Has Second Thoughts

On the Rise

Kilograms of opioids sold,
per 10,000 people

O HF N W s N N e

2000
Source: National Viltal Sutgstic:

By Tuomas CATAN AND Evan PErzZ

It has been his life's work. Now, Rus-
sell Portenoy appears to be having second
thoughts.

Two decades ago, the prominent New
York pain-care specialist drove a move-
ment to Lelp people with chronic pain. He
campaigned to rehabilitate a group of
painkillers derived from the opium poppy
that were long shunned by physicians be-
cause of their addictiveness.

Dr. Portency’s message was wildly suc-
cessful. Today, drugs containing opioids
like Vicodin, OxyContin and Percocet are
among the most widely prescribed phar-
maceuticals in America.

Opioids are also behind the country’s
deadliest drug epidemic. More than

16,500 peopl= die of overdoses annually,
more than all illegal drugs combined,

Now, Dr. Portenoy and other pain doc-
tors who promoted the drugs say they
erred by overstating the drugs’ benefits
and glossing over risks, “Did I teach
sbout pain masagement, specifically
about oploid therapy in a2 way that re-
flects misinformation? Well, against the
standards of 2012, I guess ¢ did.” Dr
Portenoy sald in an interview with The
‘Wall Street Journal, “We dide’t know
then what we know now.”

Recent research suggests a significantly
higher risk of addiction than previously
thought, and cuestions whether opioids are
effective against long-term chronic pain.

The change of heart emong former
champions of opioid use has happened

quietly, largely beyond the notice of many
doctors. New York psychiatrist Joseph
Carmody said he was “shocked” after at-
tending a recent lecture outlining thc lat-
est findings on opioid risk.

“It goes in the face of everything
you've learned,” he said. “You saw other
doctors come around to it and saying, ‘Oh
my God, what are we doing?"”

Because doctors feared they were dan-
gerous and addictive, opioids were long
reserved mainly for cancer patients. But
Dr. Portenoy argued that they could be
also safely be taken for months or years
oy people suffering from chronic pain.
Among the assertions he and his follow-
ers made in the 1990s: Less than 1% of
opioid users became addicted, the drugs

PleaseturntopageAl2




June 13, 2013

AMA Tells Pharmacists: “Don’t Call Us We’ll Call You”

By Larry K. Houck —

Pharmacists are under increasing pressure to take extraordinary steps
to verify prescriptions for controlled substances, especially in light of
the fact that the Drug Enforcement Administration (“DEA”) has
asserted that pharmacists are the gatekeepers or the “last line of
defense” in the fight against prescription drug abuse. Alan G. Santos,
DEA, Combatting Pharmaceutical Diversion: Targeting “Rogue Pain
Clinics” & “Pill Mills,” Prescription Drug Awareness Conference, May
4-5, 2013, unnumbered slides. However, if the American Medical
Association (“AMA”) adopts either of two committee resolutions at its
2013 meeting, pharmacists who serve that gatekeeper role should
not expect cooperation from prescribing physicians




September 24, 2013: Nationwide Release of CVS Caremark’s proposed solutions to combat
prescription drug abuse:

*Require electronic prescribing

*Create uniform national monitoring (PDMPs)
sEnsure proper drug disposal

o|dentify extreme prescribing




Public Awareness
Cases Against Doctors

DEA maintains a list on the Diversion website of all doctors
(MD and DO) who were federally convicted for the diversion of
controlled pharmaceuticals since January 2003 (570).

The intent is to convey to the public and our registrant
population that DEA does not tar%]et physicians who legitimately
and properly treat pain and that the doctors who are listed were
arrested for truly egregious behavior.

Entries are normally published foIIowinisentencin(F.
High-profile cases are sometimes published immediately
fo owoilng conviction. March 27, 2014: 262 cases have been
posted.

Website address: www.deadiversion.usdoj.gov



http:www.deadiversion.usdoj.gov




Reporting Suspicious Activity
Contact Local DEA Office
Ask for TDS Group or Diversion Group

877 RxAbuse Hotline

The Rx Abuse Hotline is a toll free number that the public
can use to report what they believe may be illegal activity
concerning controlled pharmaceuticals.

FY 2012: 438 calls; FY 2013:725 calls; FY 2014: 456 calls
UMPIRE

UMPIRE (Unlawful Medical Products Internet Reporting
Effort) is a Diversion Internet web-based system that was
established in 2002. The UMPIRE system provides the public
with an avenue to report what they believe may be illegal
activity concerning controlled pharmaceuticals.

FY 2012: 460 submissions; FY 2013: 503 submissions;
FY 2014: 334 submissions




Public Awareness
Extortion Scam

Ongoing international phone scam, based in Dominican Republic
Contact individuals who have ordered on-line meds

Represent that they are DEA agents

Demand payment in lieu of arrest

Payment sent to DR via Western Union/Money Gram

Hotline available on internet

DEA contacting callers and documenting all calls

11 indicted in January 2011, pending extradition process

FY 2011: 2,085 calls; $1,564,866.00; $362,479.00

FY 2012: 3,156 calls; $1,697,015.00; S421,843.00

FY 2013 : 3,910 calls; $1,394,300.00; $459,280.00

FY 2014 (03/27/2014): 1,693 calls; $2,404,831; $757,384.00
Website address: www.dea.gov or www.deadiversion.usdoj.ggv



http:www.deadiversion.usdoj.gov
http:www.dea.gov
http:757,384.00
http:459,280.00
http:1,394,300.00
http:421,843.00
http:1,697,015.00
http:362,479.00
http:1,564,866.00







QUESTIONS?






