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* Responding to America’s Prescription Drug
Abuse Crisis

e “When Two Addictions Collide

Pharmaceuticals Money












Although more men die from drug overdoses than woman,
the percentage increase in deaths since 1999 is greater
among woman. More woman have died each year from

drug overdoses than from motor vehicle—related injuries
since 2007. Deaths and ED visits related to OPR continue
to increase among woman.

Conclusions: Although more men die from drug overdoses than women, the percentage increase in deaths since 1999 is
greater among women. More women have died each year from drug overdoses than from motor vehicle—related injuries
since 2007. Deaths and ED visits related to OPR continue to increase among women. The prominent involvement of

psychodampeuuc drugs, such as bmmdlmpmes, among werdoses prov:des msnght for pmvcntlon opportumues.




U.S. Drug Overdose Deaths
by Major Drug Type, 1999-2010
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Causes of death attributable to drugs include accidental or intentional poisonings by drugs and deaths from medical conditions resulting from chronic drug use.

Drug induced causes exclude accidents, homicides, and other causes indirectly related to drug use. Not all injury cause categories are mutually exclusive.






National Abuse Facts

In 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.

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)




More Americans abuse prescription drugs than the
number of:

Cocaine, Hallucinogen, Heroin, and Inhalant abusers

COMBINED!!!



Scope and Extent of Problem:
Past Month lllicit Drug Use among Persons
Aged 12 or Older

B Narcotic Pain Relievers Anti-Anxiety M Stimulants m® Sedatives






Past Year Initiates 2012 —
Ages 12 and Older

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)




National Abuse Facts

» In 2012, there were 2.4 million persons aged 12
or older who used psychotherapeutics non-
medically for the first time within the past year,
approximately 6,700 new initiates per day.*

One in four teens (24%) reports having
misused a prescription drug at least once in
their lifetime (up from 18% 1n 2008 to 24% in
2012), which translates to about 5 million teens.
That is a 33% increase over a five-year period.

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)
** The Partnership at Drugfree.org / MetLife Foundation Partnership Attitude Tracking Studies 2012 , published April 2013



http:Drugfree.org

* Increase of 115%: ER visits attributable to pharmaceuticals alone
(i.e., with no other type of drug or alcohol) (626,472 to 1,345,645)

— No Significant Change: ER visits attributable to cocaine, heroin, marijuana, or methamphetamine

* Rx Drugs most frequently implicated:
— Opiates/Opioids pain relievers

» Oxycodone products o
» Hydrocodone productszﬁié%%rcer%%%e

« Emergency room data 2004 - 2009

—  Fentanyl products 117.5% increase
— Insomnia or Anti-Anxiety medications

o Zolpidem
* Alprazolarh5448@hamnasEse
o Clonazepam 114.8% increase

— Carisoprodol 100.6% increase



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)




Substances for Which Most Recent Treatment Was

Received in the Past Year among Persons Aged 12 or
Older: 2002-2012

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)
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Drug Overdose Mortality Rates per 100,000 People
1999

Source: Trust for America’s Health,
www.healthyamericans.org. “Prescription Drug
Abuse: Strategies to Stop the Epidemic (2013)”



http:www.healthyamericans.org

Drug Overdose Mortality Rates per 100,000 People
2010

Source: Trust for America’s Health,
www.healthyamericans.org. “Prescription Drug
Abuse: Strategies to Stop the Epidemic (2013)”



http:www.healthyamericans.org

Where Prescription Painkiller Overdose Deaths Are
The Highest

Most severe in Southwest and Appalachian

In 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
|owest-North Dakota: 3.4 deaths per 100,000

Minnesota ranked 47t 7.3 deaths per 100,000

SOURCE: Trust for America’s Heath-Prescription Drug Abuse: Strategies To Stop The Epidemic; October 2013




Statistical Perspective



Why is the problem outpacing
population growth?
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Pharmacy Armed Robberies
January 1 thru December 31, 2011

U.S. (Nationwide) — 693

State of North Carolina — 23

Source: DEA Drug Theft & Loss Database as of February 7, 2014

NORTH CAROLINA
COUNTIES

Number of
Pharmacy Thefts
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Pharmacy Armed Robberies

Rankings by State
January 1 thru December 31, 2012 (780)

RANK|STATE|TOTAL||RANK[STATE TOTAL RANK|STATE|TOTAL || RANK|STATE TOTAL RANK|STATE|TOTAL
IN 104 12 NY 22 23 WA 13 34 NV ) 45  DE 1

AZ 66 13 Wi 20 24 AL 11 35 RI

OH 49 14 CO 19 25 MN 36 NE
PA 43 15 OK 19 26 AR 37 IA

TN 41 16 SC 18 27 NH 38 MS
CA 37 17 FL 17 28 GA 39 KS
ME 36 18 VA 17 29 MO 40 MT
TX 28 19  KY 16 30 NM 41 PR

MD 26 20 M 14 31 OR 42 UT
MA 23 21 NJ 14 2 CT 43 VT
NC 22 22 IL 13 3 LA 4 WV
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Source: DEA Drug Theft & Loss Database as of February 7, 2014




Pharmacy Armed Robberies

January 1 thru December 31, 2012

U.S. (Nationwide) — 780

State of North Carolina — 22

Source: DEA Drug Theft & Loss Database as of February 7, 2014

NORTH CAROLINA
COUNTIES

Number of
Pharmacy Thefts
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No Reported Armed Robberies
in remaining counties




Pharmacy Armed Robberies

Rankings by State
January 1 thru December 31, 2013 (638)
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AZ 73 12 MD 18 23 NM 8 34 ID 3 45 MS

IN 59 13 NJ 18 24 AL

CA 45 14 NY 16 25 |A

PA 40 5 CT 15 26 OR
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MA 30 17 WA 14 28 ME
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OH 27 19 CO 11 30 AR
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Source: DEA Drug Theft & Loss Database as of February 7, 2014




Pharmacy Armed Robberies
January 1 thru December 31, 2013

U.S. (Nationwide) — 638

State of North Carolina— 30

NORTH CAROLINA
COUNTIES

Number of
Pharmacy Thefts

CATAWBA

FORSYTH

CABARRUS

MECKLENBURG

ALEXANDER

GASTON

BUNCOMBE

BURKE

CHEROKEE

CUMBERLAND

DARE

DAVIE

DUPLIN

GUILFORD

LINCOLN

MCDOWELL

MITCHELL

Source: DEA Drug Theft & Loss Database as of February 7, 2014
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Violence Related to Controlled Substance
Pharmaceuticals















The 1960/70s/80s




The 1990s

| OxyContin |




Commonly Abused Controlled

Pharmaceuticals

Hydrocodone



Alprazolam






We conclude that despite widespread
use of narcotic drugs in hospitals, the

development of addiction is rare in

medical patients with no history of
addiction.







The 1990s

| OxyContin |







THE CHILLING EFFECT






the world. Over the past 15 years there has been a distinct change in
the culture of the practice of medicine related to pain. From 1898 until
2008, | was one of the delegates of the American Scciety of Addiction
Medicine to the American Medical Associations House of Delegates.
that pain was under-treated and also that the pain that was evident
needed to be better treated. Most of these physicians were dedicated,
Lioyd Gordon, lll, MD is the compassionate, and hardworking individuals. The contemporary school
Medical Director at COPAC of thought was that “pain medicine” was just giving opiates to people
with pain but these specialists combined long-acting opiates, short-
acting opiates, medium-acting opiates, anti-inflammatories, anti-
depressants, anti-convulsants, and a vanety of other medicines to treat pain. This was comparable to my
Internal Medicine practice when | used to treat a Type | diabetic with several different types of insulin,
multiple shots through the day, multiple sliding scales, and finely adjust their medications to control their
chronic pain all through the day. During this time the Joint Commission stated that pain should be another
vital sign. There was no question that pain had been under-treated. VWe in the American Society of Addiction
Medicine worked closely with the Pain Societies to try to propose policy guidelines. The Pain Sccieties then
proposed that someone who had been an opiate addict could safely take opiates for pain if they were
monitored closely with a contract providing for urine drug screens, single pharmacy use, and no early refills.
They talked of an entity called “psuedoaddiction” which became accepted even though their was no medical
research to suggest it even existed. The Pain Societies proposed that the gold standard for treatment with
oniates should be that the patient’s “function” imorove. In other words. the patient should ast out of bed and

lAloohoist l COPAC NewsJ lCOPAC ProgramsJ

[Edinodal] [ In The Commun'ty] [ Recovery] [Spirituaity]

Recent Posts

Diane Basner — NASW Member
Chronic Pain and Opiate Addiction
5th Annual Dog Days of Summer
COPAC Treatment Rates Reduced

Change

Success Stories


















The Perfect Storm

 Industry Is producing a wider variety of controlled

substance pharmaceuticals and practitioners are
prescribing more.

e Use of Medicare / Medicaid or insurance to fund
drug habits

 Information / Electronic era






* Prevention/Education

ereatment






Source: 2012 Partnership Attitude Drug Enforcement Administration

Tracking Study, published Operations Division
4/23/13 Office of Diversion Control






Teens and Their Attitudes

1 in 4 teens (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.

1 in 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.




Parents & Their Attitudes



Source of Concerns

1 in 5 parents (20 percent) report that they have given
their teen a prescription drug that was not prescribed to
them.

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.




Where do kids get their
information from?
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CSA Registrant Population

Current Number of

DEA Registrants 1,521,645

Janurary 2014

Provisional registrations

480.000 in effect at the time CSA
/ was passed (relative to the
1973 Harrison Narcotics Act of

1914)



Closed System of Distribution

1,521,645 (01/31/2014)

Practitioners: 1,177,445
Retail Pharmacies: 69,802
Hospital/Clinics: 16,038

Practitioner
Pharmacy
Hospital
Clini
Law: 21 USC 822 (a) (1) Persons Required to Register:

“Every person who manufactures or distributes any Controlled Substance or List I 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 ...”










The Controlled Substances Act

Checks and Balances



The Flow of Pharmaceuticals

Raw Material

!

!

Importers

Imp - Manufacturers

Manufacturers

Dosage Form
Manufacturers

Dosage Form
Manufacturers

\

\ A4

Smaller Distributors

Wholesalers - Distributors

QUOTAS

21 USC 823(c)(1)
21 USC 823(d)(1)
21 CFR 1301.71

21 USC 823(b)(1)
21 USC 823(e)(1)
21 CFR 1301.71
21 CFR 1301.74

v

v

v

Hospitals

Pharmacies

Physicians
(Rx and drugs)

21 CFR 1306.04

Vlf (Suspicious Orders)

N Ps

v

PATIENTS




Diversion via the
Internet




1. Consumer in Montana
orders hydrocodone
on the Internet

2. Request goes
through Website
Server in

San Antonio, TX

6. Pharmacy in lowa
fills order and ships to
Consumer via Shipper

A

NC

4. Order is
approved by
Physician in
New Jersey
and returned
to Web

‘ompany

. Approved
yrder

hen sent by
Web
Company
to an
affiliated
Pharmacy

. Web Company
(located in Miami, FL)
adds request to queue
for Physician approval




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.” (1 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 81 firms with 233 locations

» 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




John Gray, president and CEO
of Healthcare Distribution
Management Association, said

suppliers used to have a more
cooperative and collaborative
relationship with the Drug
Enforcement Agency. But things
have changed, he said. “It’s all
been dumped in our laps as
wholesalers to make what I
would consider to be law
enforcement decisions as to
whether or not a particular
customer or account is or is not
over what the DEA, in their own
mind, thinks is a viable limit for
Schedule II drugs they ought to
be dispensing,” Gray said.







The Company called the DEA action “a drastic overreaction”
that would disrupt delivery of critical medications to
hospitals and pharmacies.

“At the time we filled these orders, the pharmacies held valid state

board of pharmacy and DEA licenses,” Barrett said in a call to investors on
Friday. “Pharmaceutical distributors do not influence the manufacture of
controlled medicines. We do not write prescriptions. We do not dispense
controlled medicines, nor do we license pharmacies. Our role is, as a
distributor, a critical link in the supply chain between pharmaceutical
manufacturers and pharmacies. “ Cardinal CEO George Barrett



Checks and Balances
Under the CSA

e 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 s 1306.04(a))

United States v Moore 423 us 122 (1975)



The Controlled Substances Act
Illegal Distribution

21 U.S.C. § 841 (a) Unlawful acts
Except as authorized by this subchapter, it shall be
unlawful for any person to knowingly or intentionally —
(1) to manufacture, distribute or dispense, or possess
with intent to manufacture, distribute or dispense, a
controlled substance; or



Checks and Balances
Under the CSA

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.” @1 crr

§ 1306.04(a))
U.Sv. Hayes 595 F. 2d 258 (5" Cir 1979)

US. v. Leal 75 F. 3d 219 (6" Cir 1996)
U.S. v. Birbragher 603 F. 3d 478 (8" Cir 2010)
East Main Street Pharmacy 75 Fed. Reg. 66149 (Oct. 27, 2010)



Checks and Balances Under the CSA

e Pharmacists — The Last Line of Defense

“An order purporting to be a prescription issued not in the
course of professional treatment or In legitimate and
authorized research Is not a prescription within the meaning
and intent of section 309 of the act (21 USC 829) and the
person knowingly filling such a purported prescription, as
well as the person issuing it, shall be subject to the penalties
provided for violations of the provisions of law relating to
controlled substances.” (21 crr s 1306.04(a))

U.S v. Hayes 595 F. 2d 258 (5" Cir 1979)

U.S. v. Leal 75 F. 3d 219 (6" Cir 1996)

U.S. v. Birbragher 603 F. 3d 478 (8" Cir 2010)

East Main Street Pharmacy 75 Fed. Reg. 66149 (Oct. 27, 2010)



Inquiries by pharmacists with doctors regarding the rationale behind
prescriptions, diagnoses and treatment plans are inappropriate,
according to a new resolution by the American

Medical Association.
The AMA adopted the resolution at its 2013 annual meeting, calling
such inquiries “an interference with the practice of medicine and

unwarranted”.




Potential Red Flags



Potential Red Flags



What can happen when these
checks and balances collapse
and diversion occurs?



Large-Scale Diversion

In 2009, the average purchase for all oxycodone
products for all pharmacies in US - 63,294 d.u.

In 2010, the average was - 69,449 d.u.

In 2009, the average purchase for all oxycodone
products for the top 100 pharmacies in Florida —
1,226,460 d.u.

In 2010, the average was - 1,261,908 d.u.



Purchases of Oxycodone 30mg

e In 2009, 44% of all oxycodone 30mg
products were distributed to Florida

e In 2010, 43% of all oxycodone 30mg
products were distributed to Florida



Violations?

What happens next.....



The DEA Inspection

e Investigators will identify themselves
and produce their official credentials

e Investigators will produce, either a
—Notice of Inspection
—Administrative Inspection Warrant
—Search Warrant






4. Inconsistent with Public Interest _
5. Excluded from participation in Title 42 USC § 1320a-7(a) program

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



Friends and Family...For Free!!



First Specific Drug Associated with Initiation of
Illicit Drug Use Among Past Year Illicit Drug
Initiates Aged 12 or Older: 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)




Source Where Pain Relievers Were Obtained for
Most Recent Nonmedical Use Among Past Year
Users Aged 12 or Older: 2011-2012

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







The Problem - Easy Access



Medicine Cabinets: Easy Access



Medicine Cabinets: Easy Access

More than half of teens (56%) indicate that it’s easy
to get prescription drugs from their parent’s
medicine cabinet

Half of parents (495) say anyone can access their
medicine cabinet

More than four in 10 teens (42%) who have misused
or abused a prescription drug obtained it from their
parent’s medicine cabinet

Almost half (49%) of teens who misuse or abuse
prescription medicines obtained them from a friend



So Many Drugs in the Household -
Why?

 Unreasonable quantities being prescribed

e |nsurance rules



So Why is this important to me
(Pharmacist, Physician, Dentist, Nurse
etc.)

 Under the current law, receiving a
controlled substance from a ultimate user
IS a violation of the CSA



Ultimate User Disposal of Medicines

National Take-Back Events: Take-back events are a good way
to remove expired, unwanted, or unused medicines from
the home.

Law Enforcement Collection Bins: Collection bins installed by our
Law Enforcement Partners are a good way to remove expired, unwanted,
or unused medicines from the home.

Disposal in Household Trash: Mix medicines (do not crush tablets or
capsules) with substances such as Kitty litter or used coffee grounds and
place the mixture in a container such as a sealed plastic bag and throw the
container in your household trash.

Disposal by Flushing: Some medicines have specific disposal
instructions that indicate they should be flushed down the sink
or toilet when they are no longer needed.




ONDCP Guidelines



National Take Back Initiative
April 26, 2014

April 26, 2014



Nationwide Take-back Initiative
Over 3.4 million pounds (1,733 tons) collected

On September 30, 2010, 122 tons of prescription
drugs collected

On April 30, 2011, 188 tons of prescription drugs
collected

On October 29, 2011, 189 tons of prescription drugs
collected

On April 28, 2012, approximately 276 tons of
prescription drugs collected

On September 29, 2012, approximately 244 tons of
prescription drugs collected

On April 27, 2013, approximately 376 tons of
prescription drugs collected

On October 26 , 2013, approximately 324 tons
prescription drugs collected



DRUG ENFORCEMENT
ADMINISTRATION
DIVERSION CONTROL PROGRAM




National Take Back Day: October 26, 2013

Total Law Enforcement Participation: 4,114




National Take Back Day: October 26, 2013
Total Collection Sites: 5,683




National Take Back Day: October 26, 2013
Total Weight Collected (pounds): 647,211 (324 Tons)













MEDICINES RECOMMENDED FOR DISPOSAL BY FLUSHING

This kst from FDA tells you what expired, unwanted, or unused medicines you should flush down the sink
or toilet to help prevent danger to people and pets in the home. Flushing these medicines will get nd of
them right away and help keep your family and pets safe.

FDA continually evaluates medicines for safety risks and will update the list as needed.

jOpana. tablets (immediate release) IOxymorphone Hydrochiloride
‘Opana ER. tablets (extended release) IOxymorphone Hydrochloride

iOramorph SR. tablets (sustained release) Morphine Sulfate

iOxecta, tablets (immediate release) IOxxyrcodone Hydrochloride

iOxycodone Hydrochloride. capsules IOxyrcodone Hydrochiloride

Oxycodone Hydrochloride, oral solution IOxycodone Hydrochloride

IOxycontin, tablets (extended release) = IOxycodone Hydrochloride

Percocet, tablets = Acetaminophen; Oxycodone Hydrochiloride
Percodan. tablets = {Aspirin; Oxycodone Hydrochioride

Xyrem, oral solution [Sodium Oxybate

*These medicines have generic versions available or are only available in genernic formulations.
List revised: Januarny 2012






















Written

Oral

Facsimile

Refills

Partial Fills

Schedule 11
Yes

Emergency
Only*

Yes**

No

Yes***

Schedule Il

Yes

Yes

Yes

Yes#

Yes

Schedule 1V

Yes

Yes

Yes

Yes#

Yes

Schedule V

Yes

Yes

Yes

Yes#

Yes









Most commionly prescribed prescription
medicine?



160,000,000

140,000,000

120,000,000

100,000,000

80,000,000

60,000,000

40,000,000

20,000,000

(By Number of Prescriptions Sold)

Hydrocodone/Apap
Lipitor

B Amoxicillin
Lisinopril
Simvastatin

M Levothyroxine

B Azithromycin

B Amlodipine besylate




»Hydrocodone / Acetaminophen (toxicity)

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

»Brand Names: Vicodin®, Lortab®, Lorcet®

»“Cocktail” or “Holy Trinity”
» Hydrocodone
» Soma ® / carisoprodol
» Alprazolam / Xanax®

> Street prices: $2 to $10+ per tablet depending on
strength & region



Hydrocodone Combinations

CSA defines hydrocodone substance as Schedule II,
while its combination products as Schedule Ill.

DEA has received a petition to reschedule CllI
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.
















OxyContin® (Schedule 11)

e Controlled release formulation of Schedule Ii
oxycodone

— The controlled release method of delivery allows for a longer
duration of drug action so it contains much larger doses of
oxycodone

— Abusers easily compromise the controlled release formulation by
crushing the tablets for a powerful morphine-like high

— Street Slang: “Hillbilly Heroin”
— 10, 15, 20, 30, 40, 60, 80mg available

 Effects:
— Similar to morphine in effects and potential for abuse/ dependence

o Street price: Approx. $80 per 80mg tablet









Oxycodone 15mg/30mg
Immediate Release



Other Oxycodone Products

Percocet

Percodan Roxicodone

Tylox



Other Opiates of Interest



Fentora®

Fentanyl Patches

Fentanyl Citrate dispensed in a
berry flavored lollipop-type unit

Fentanyl is 100 times more potent
than morphine

Intended to be used for chronic
cancer pain & only for people
who are tolerant to prescription
opioid (narcotic) pain medicines

Abused for its intense euphoric
effects









e Cough suppressant in over 125 OTC
medications (e.g. Robitussin and

Coricidin)
e Bulk form on the Internet

At high doses, has Ketamine- and
PCP-like effects



Cough Syrup Cocktails

* “Syrup and Soda”
e “Seven and Syrup”
e “Purple Drank”



Opiates v. Heroin






Circle of Addiction & the Next Generation







Past Month and Past Year Heroin Use Among
Persons Aged 12 or Older: 2002-2012




Substance Abuse Treatment Admissions
within Specific Age Groups That Reported
Any Pain Reliever Abuse: 1998-2008

Up more than fourfold

Source: SAMSHA Treatment Episode Data Set, 1998-2008 released July 15, 2010



Heroin trafficking organizations relocating to areas where
prescription drug abuse is on the rise

Heroin traffickers pave the way for increasing crime and
violence

Law enforcement and prosecutors eventually fighting the
problem on two fronts (prescription opiate diversion and

heroin distribution) further depleting resources

Communities suffer



METHADONE



CDC Vital Signs report




Cheapest narcotic pain reliever — synthetic
Insurance companies

What’s the problem?



Mallinckrodt Pharmaceuticals 5 mg & 10mg
















Deaths involving Methadone



Florida Deaths Per 100,000 Prescriptions
2008-2011




Opioid analgesic involved in deaths

9119

2005 2006 2007

=>=Natural and semi-synthetic opioid deaths
Methadone deaths

==Synthtic opioid deaths
Source: NCHS Data Brief #81, December 2011




U.S. Drug Overdose Deaths
by Type of Opioid Involved, 1999-2010
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= CNS depressants (e.g., alcohol, anesthetics, sedatives,
other opioids) - Additive effect

" Antiretroviral drugs have variable interactions

= CYP3A4 inhibitors (some antifungal agents, macrolide
antibiotics, and SSRIs) — Inhibits elimination

" Grapefruit juice inhibits methadone elimination
= Smoking enhances (CYP1A2) methadone elimination

= Self-inducer — Enhances (3.5 fold between 15t dose and
steady state) its own elimination

" Anticonvulsants — Enhances methadone elimination



Overdose... Why?

 Patients not taking the drug as directed

 Physicians not properly prescribing the
drug

 Non medical users ingesting with other
substances

e Opiate naive




One Pill can Kill



Other FDA Approved Drugs for
Narcotic Addiction Treatment

e Schedule Il
— Buprenorphine — Drug Code 9064
e Subutex (sublingual, single entity tablet)

e Suboxone (sublingual, buprenorphine/naloxone
tablet)
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Benzodiazepines






* Drug abusers often prefer alprazolam due
to its rapid onset and longer duration of
action

 Alprazolam was ranked third in the
number of prescriptions for controlled
substances in 2003, 2004, 2005 and 2006*

 For all sales of generic pharmaceuticals,
alprazolam was ranked 7th**

* Source IMS Health
** Source Verispan VONA



Amphetamine Salts C-11
o Adderall c.

Methylphenidate c.
e Ritaline
e Concertae



ADHD Drugs

» Used legitimately to treat ADHD

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

> $5.00 to $10.00 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

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




Source: 2012 Partnership Attitude Drug Enforcement Administration

Tracking Study, published Operations Division
4/23/13 Office of Diversion Control



Source: 2012 Partnership Attitude Drug Enforcement Administration

Tracking Study, published Operations Division
4/23/13 Office of Diversion Control



» Used legitimately to treat ADHD

» Used non-medically to get high and
as an academic “performance-
enhancer” to Improve memory and
Improve concentration — gain the edge

» Higher GPA
» Higher SAT / ACT score
» Get that scholarship






Some hyperactive-impulsive or inattentive
symptoms that cause impairment must have
been present before age 7 years, although

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)

*Fails to give close attention to details...makg
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

*Often loses things necessary for tasks
Easily distracted

*Forgetful

*Fidgets

eCan’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




e Practitioners / Pharmacists

[llegal distribution
Self abuse
Trading drugs for sex

 Employee pilferage

Hospitals
Practitioners’ offices
Nursing homes
Retail pharmacies

Manufacturing / distribution
facilities

Pharmacy / Other Theft
— Armed robbery
— Burglary (Night Break-ins)
— In Transit Loss (Hijacking)
— Smurfing
Patients / Drug Seekers
— Drug rings
— Doctor-shopping
— Forged / fraudulent / altered
prescriptions
The medicine cabinet /
obituaries

The Internet
Pain Clinics



Prescription Fraud

o Fake prescriptions
— Highly organized
— Use real physician name and DEA Registrant Number

» Contact Information false or “fake office”
— (change locations often to avoid detection)

— Prescription printing services utilized
» Not required to ask questions or verify information printed
 Stolen prescriptions
— Forged
— “Smurfed” to a large number of different pharmacies





















Diversion via the
Internet



1. Consumer in Montana
orders hydrocodone
on the Internet

2. Request goes
through Website
Server in

San Antonio, TX

6. Pharmacy in lowa
fills order and ships to
Consumer via Shipper

A

NC

4. Order is
approved by
Physician in
New Jersey
and returned
to Web

‘ompany

. Approved
yrder

hen sent by
Web
Company
to an
affiliated
Pharmacy

. Web Company
(located in Miami, FL)
adds request to queue
for Physician approval




New Felony Offense
Internet Trafficking
10/15/2008









What took the place of Internet

Medical Care and Internet CS
pharmaceutical Distribution?



Pain Clinics






Medical Care ?






MIGRATION OF PAIN CLINICS

\




MIGRATION OF PAIN CLINICS




MIGRATION OF PAIN CLINICS

\




Drugs Prescribed

e A ‘cocktail’ of oxycodone and alprazolam (Xanax")

 An average ‘patient’ receives prescriptions or
medications in combination




Average Charges for a Clinic Visit

* Price varies If medication Is dispensed or If customers
receive prescriptions

o Some clinics advertise In alternative newspapers
citing discounts for new patients such as 'buy one get
one free* or “50% off with this ad”

« Typically, initial office visit is $250 or more; each
subsequent visit may exceed $200

 Prescriptions average 120-180 30mg oxycodone
tablets per visit



Cost of Drugs

* According to medical experts, most clinics do not
require sufficient medical history and tests for proper
prescribing of Schedule Il substances

e Oxycodone 30mg immediate release tablets cost
approximately $30.00 to $40.00 per tablet on the

street depending on the sale location in the U.S. (51
per mg or more)






What’s the Profit?

. I\/Iay 20':;2010 Tampa, Florida
owner/operator of pain clinic dispensing
oxycodone

e $5,822,604.00 cash seized




What’s the Profit?

- --".:,. i
‘

» One case in Florida 6wner/operéfor of pain
clinic allegedly generated $40 million in
drug proceeds

e Houston investigation $41.5 million in
assets



What’s the Profit?

P e, e
* Another case in Florida - pain clinic
operation paid his doctors (in 2009):

— $861,550
— $989,975
— $1,031,975
— $1,049,032
— $1,225,775



State of Florida Legislative Actions






Patient Advocate, Healthcare Groups Urge Congress to Address Prescription Drug Diversion and Abuse
November 16, 2012



Questions



Thank You!



