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effort in February 2001 to preyent the

diversion of OxyContl
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d BACKGROUND (continued)

* OxyContin® is a controlled release form of Schedule I

OxYCONTIN'G.

(OXYCODONE HCI CONTROLLED-RELEASE) TABLETS

20 mg 40 my

oxycodone

10 gy

Office of Diversion Control

June 12, 2001

Jrug Enforcement Administration 3
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L BACKGROUND (continued)

" Legitimately used as a medication to treat moderate
to severe pain

" Fast becoming the drug of choice for pain
management with sales reaching more than $1 billion

Drug Enforcement Administration

4 June 12, 2001 Office of Diversion Control
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d THE PROBLEM

= Abusers can easily compromise the controlled release '
formulation for a powerful morphine-like high

Photos taken of the contents of the medicali bag
of a physician arrested by DEA who was not
only diverting but also self-abusing OxyContin®

Drug Enforcement Administration

6 June 12, 2001 Office of Diversion Control
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d THE PROBLEM (continued)

= Common means of OxyContin® diversion

fraudulent prescriptibns

doctor shopping

over-prescribing

pharmacy theft

L ]

organized rings of individuals diverting and selling
OxyContine |

+ foreign diversion and smuggling into the U.S.

Drug Enforcement Administration 7 June 12, 2001 Office of Diversion Control
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Above Average Consumption of OxyContine
WA [T _ . January - September, 2000

P

Drug Enforcement Administration

8 June 12, 2001

Office of Diversion Control



1 THE PROBLEM (continued)

* Criminal activities resulting from the

abuse of OxyContin® are quickly

depleting the resources, financial as
well as human, of local law
enforcement

* Increasing numbers of confirmed
overdose fatalities

* As much as a 75% increase in
property and other crimes related

to OxyContin® addiction being
reported

Drug Enforcement Administration 9 June 12, 2001

Office of Diversion Control
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DEA's GOAL

June 12, 2001 Office of Diversion Control
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Element 1: ENFORCEMENT and
INTELLIGENCE

k4

= Focus existing resources
and management attention
on investigations of the
ilicit sale and abuse of
OxyContin®

= Incorporate agency and
interagency efforts in both
the domestic and
international arenas

Drug Enforcement Administration 11 June 12, 2001 Office of Diversion Control




Enforcement & Intelllgence

J Examples:

= Utilize Tactlcal Dwersnon Squads to exchange information
between DEA: and the state and local agency participants

= |dentify large volume purchasers &f OxyContm® such as
in the following examiple for Florida:

€

Drug Enforcement Administration 12 June 12, 2001 Office of Diversion Control
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Purchases of

600 // OxyContin
‘%500- A Tablets
L 0. T in Florida
% Jan - June 2000
p 300—//
S
o 200-

100-

e
0

B Average Purchases in U.S.
B Average Purchases in Florida
Registrant "X" - Targeted High Volume Purchaser in Florida

Drug Enforcement Administration 13 June 12, 2001 Office of Diversion Control



Enforcement & Intelligence

1 Examples: (continued)

o

* Work with international organizations
such as the International Narcotics
Control Board, the World Customs
Organization, and ICPO - Interpol

World Customs Orgaﬁizaﬁm

Drug Enforcement Administration : 14 June 12, 2001

Office of Diversion Control
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d Element 2: REGULATORY and
ADMINISTRATIVE

= Utilize DEA's full range
of regulatory and
administrative authority
to make it more difficult
for abusers to obtain |
OxyContine

Drug Enforcement Administration 15 June 12, 2001 Office of Diversion Control



Regulatory and Administrative

d Examples:

= Work closely with the FDA in
urging the rapid reformulation of
OxyContine to reduce the abuse
potential of the product

= Work with the Interagency Narcotic Treatment Review
Board and the Federation of State Medical Boards on
guidelines for the treatment of pain

» Fnsure that the amount of the narcotic raw materials

imported to make OxyContine is sufficient only to meet
legitimate medical needs

Drug Enforcement Administration 16 June 12, 2001 Office of Diversion Control
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Element 3:
SEEK INDUSTRY COOPERATION

Voluntary compliance is
the cornerstone of DEA's
Diversion Contro Progral

Drug Enforcement Administration 17 June 12, 2001 Office of Diversion Control
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JdExamples: - s

= Encourage fhe manufacturer Purdue Pharma to develop

a balanced marketmg strateg;;;;@ that drscusses both the
dangers and s of \

= Solicit support in prevnd“ing educational programs

alerting the legitimate user population and the general
public to thelangers of abusmg OxyCentm@

Drug Enforcement Administration 18 June 12, 2001 Office of Diversion Control



Seek Industry Cooperation

4 Examples: (continued)

-

= Encourage restricting OxyContine
training and experience to prescri

* Propose modifying the
shape, logo, and color of
dosage units to indicate the
source of origin

Drug Enforcement Administration 19 June 12,

to physicians qualified by
be potent narcotics

2001 Office of Diversion Control



Seek Industry Cooperation

U Examples: (continued)

* Work with medical organizations
and international health care

groups to assess the legitimate
need for OxyContine

_ @ U.5. DEPARTMENT OF HEALTH &ND HUMAN SERVICES .
| s National Institutes of Health

Drug Enforcement Administration

20 June 12, 2001 Office of Diversion Control



" Increase awareness among:
* The Healthcare Industry

« Other Government
Agencies ‘

eneral Public

about the dangers associated
with abuse of OxyContine

Drug Enforcement Administration 21 June 12,

2001

Office of Diversion Control



Outreach
U Examples: Healthcare Industry

= Alert t_he American Medical Association, Federation
of State Medical Boards, National Association of
Chain Drug Stores, National Association of Boards of

Pharmacy, etc., to the growing problems associated
with OxyContin® abuse

Educate
Betore You Medicate 5
Knowledge

i the eat Mediine™

Drug Enforcement Administration 22 June 12, 2001 Office of Diversion Control



Outreach
J Examples: (continued)

= Stress compliance with all CSA
regulations concerning
prescribing, dispenSing, and
record- keeping, the need for a
proper medical relationship
between doctor and patient,
and the responsibility of the
pharmacist

Drug Enforcement Administration 23 June 12, 2004

Office of Diversion Control



Outreach
d Exam ples: (continued)

= Seek the medical community's input on ways to lessen
and prevent diversion of OxyContine

* multiple-copy prescription programs
- electronic monitoring of prescriptions

* "safe scripts”

* Meet with major private and government insurance
carriers

Drug Enforcement Administration

24 June 12, 2001 Office of Diversion Control
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Outreach
J Examples: (continued)

= Develop resources for use by
the FDA, HHS, and the AMA

in alerting practitioners to
the problem -

8. DEPARTMENT OF

Drug Enforcement Administration

25 June 12, 2001

Office of Diversion Control



Outreach
J Examples: State and Local Government

= Incorporate information on
OxyContin® into existing DEA
training programs for state
and local law enforcement
and regulatory agencies

» Share data via newsletters & other communication methods

Drug Enforcement Administration 26 June 12, 2001 Office of Diversion Control
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~Outreach
 Examples: (continued)

= Work closely with law enforcement
associations such as the
National Sheriffs’ Association

and the

= Attend and host conferences
and meetings regarding
OxyContin® abuse

Drug Enforcement Administration 27 June 12, 2001 Office of Diversion Control
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Outreach
d Examples: General Public

* Encourage a balanced media
exposure through press

releases and interviews

Drug Enforcement Administration 28 June 12, 2001

Office of Diversion Control



o $1.8 bithon over the
smrme period. Yet at the
samne time, theincidence
of mported first-time

new, snd “therds oot
nEcessarily something

Drug Enforcement Administration 29 June 12, 2001

wrong with” the increase in con- |
trolled substances, says Michae]
Moy in the Dryg Enforcement
Administration’s Office of Diver-
sion Control. *But opgce you put
something into the food chain,
SOmEOne’s going to want to bite”
Although there are ng perfect
statistics on how many people
isuse ot abuse prescription

~ diugs,in1999 35 estimated 4 mil-

lion Ameticans over the ageof 12
used.préseription pain relievers,
sedatives and stimulants for
“nonmedical® reasons in the past
month, with almost half say-
ing they'd done so for the fips
time. Aocording to the DEA the
most-abused preseription drugs
melude ithe oxycoderie and hy-
drocodone types of painkillers;

which contain potentially addic.
a e ; ‘o, N '~€}1 N 3

Office of Diversion Control
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Outreach
0 Examples: (continued)

= Work with the ONDCP
to include OxyContine
abuse in their PSAs

Drug Enforcement Administration

30

June 12, 2001

Office of Diversion Control
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Outreach
J Examples: (continued)

= Expand DEA's Demand
Reduction efforts to include
OxyContin® abuse

= Utilize DEA’s and
Diversion’s public internet
web sites to include
information on the dangers
of OxyContine abuse

Drug Enforcement Administration 31 June 12, 2001 Office of Diversion Control



