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Pharmaceutical Diversion
Recent Trends and Updates

Nancy Coffey, Diversion Program Manager
Drug Enforcement Administration

New England Field Division

Why Am I Here?
• It’s no secret that New England, and most of the 

country, has a significant opioid addiction problem 
– namely prescription pain meds and heroin.

• Each day 44 people die in the US from a 
prescription drug overdose.

• Add heroin  to this and the figure rises to 129 
people a day,  or 47,000 in 2014!

• The reason I bring heroin into the equation is 
that treatment officials report that 4 of 5 heroin 
addicts indicate that they got started on 
prescription drugs.

• The road to pill addiction can start fairly 
harmlessly – a high school sports injury, car 
accident or a work injury – we have all heard the 
stories

• As people unfortunately become addicted, they 
can no longer afford the price of the pills on the 
street – roughly $1 per milligram.

• Heroin is cheap, widely available, and as indicated 
previously, sadly the next stop when a pill 
addiction becomes too expensive.  A bag of heroin 
in New England can cost as low as $3 - $4 a bag.

• As I’m sure you have all heard and read about, 
heroin is now being mixed with fentanyl, making it 
a much deadlier drug than it already was, as 
evidenced by the precipitous rise in overdose 
deaths over the past 2 years.

Sample Street Prices*

Oxycodone 
30mg “Perc 30”

$15-40

Fentanyl $15-60

Methadone $5-15

Morphine $10-15

Amphetamine $5-15

*Per dosage unit, varies by area, 
availability, quantities purchased

Abuse Facts
• In 2014, 27 million Americans aged 12 or older were 

current (past month) users of illicit drugs - 1 in 10 
Americans

• 6.5 million used prescription-type psychotherapeutic 
drugs (any pain relievers, tranquilizers, stimulants or 
sedatives) for non-medical purposes in a one-month 
period  (2011 data – 6.1 million)

• 4.3 million non-medical users of pain killers

• Non medical use of prescription type drugs is second 
only to marijuana
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SOURCE: 2014 National Survey on Drug Use and Health (NSDUH) published September 2015 by the Dept of HHS/ Substance 
Abuse and Mental Health Services Administration (SAMHSA)

Abuse Facts

• The rate of non-medical use of prescription-type drugs 
among  young adults (age 18-25) decreased to 5.0 % 
from a range of 5.5 -5.9% from 2002-2013.

• From 2002 to 2014, there was a significant increase 
among older adults (50 to 54) in the rate of illicit drug 
use (3.4 to 7.9%) – baby boomers aging – they have 
always liked their drugs!

• Of the 4.8 million older adults who had used illicit 
drugs in the past year, 2.1 million were non-medical 
users of prescription-type drugs.

6



2

Past Month Illicit Drug Use among 
Persons  (Aged 12 or Older) - 2014

Numbers in Millions

1
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1 Illicit Drugs include marijuana/hashish, cocaine (including crack), heroin, hallucinogens, inhalants, or prescription-type 

psychotherapeutics used non-medically.

2013 Partnership Attitude Tracking 
Study

• Troubling data on misuse/abuse of prescription 
narcotics and stimulants

• Every day 2,700 teens try a controlled 
medication to get high for the first time

• Perception of teens toward this misuse/abuse 
very concerning

• Misconception of the dangers of these 
substances

• Parental attitudes are contributing to the 
problem – major disconnect!!
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1SOURCE: 2013 PATS, Partnership for a Drug-Free America and MetLife Foundation, published September 2014

• Many teens mistakenly believe that 
pharmaceuticals are safer than “street drugs” for 
a variety of reasons:

• They’re “medicine”

• Obtained from doctors, pharmacies, friends or 
family members – non threatening

• It is not necessary to buy them from traditional 
“drug dealers” – after all, they came from a 
doctor, right?

91SOURCE: 2013 Parents and Teens Attitude Tracking Study Report, Partnership for a Drug-Free America and MetLife 
Foundation, published July 22, 2014

2013 Partnership Attitude Tracking 
Study

101SOURCE 2013 :PATS, Partnership for a Drug-Free America and MetLife Foundation, published July 22, 2014

• One in four teens (23%) report misuse/abuse 
of a prescription drug at least once = 5 million 
teens

• 27 % of teens believe this abuse is safer than 
street drugs

• 23% feel parents don’t care as much if caught 
using Rx medications compared to street 
drugs

2013 Partnership Attitude Tracking 
Study

• Problematic, cavalier attitude regarding 
misuse/abuse of Rx drugs

• One in eight teens (about 2.7 million) reports 
having abused or misused the stimulants Ritalin 
or Adderall

• 31% of teens believe that prescription 
stimulants can be used as an effective study 
aid
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1SOURCE: 2013 Parents and Teens Attitude Tracking Study Report, Partnership for a Drug-Free America and MetLife 
Foundation, published July 22, 2014

2013 Partnership Attitude Tracking 
Study

• 73% of teens say its easy to access Rx drugs 
from their parents medicine cabinet

• 38% of teens who have misused Rx drugs 
obtained them from parents medicine cabinet

• 23% said parents would not care as much if 
they were caught abusing Rx meds as 
compared to illicit drugs

12
1SOURCE: 2013 Parents and Teens Attitude Tracking Study Report, Partnership for a Drug-Free America and MetLife 
Foundation, published July 22, 2014

2013 Partnership Attitude Tracking 
Study
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• Parents attitude toward this issue even 
worse…

• 21% of parents feel ADHD drugs can improve 
academic performance - even if child does not 
have ADHD

• 16% feel a child abusing Rx drugs is much 
safer than abusing illicit drugs

• 13 % feel its ok if their teen were to take Rx 
drugs without a prescription…WHAT!!!

13
1SOURCE: 2013 Parents and Teens Attitude Tracking Study Report, Partnership for a Drug-Free America and MetLife 
Foundation, published July 22, 2014

2013 Partnership Attitude Tracking 
Study
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Teen Attitudes 

The ‘OXY’ 
SUBCULTURE

Pain Clinic “Clients”

17

“No Florida Id Required” 
WHY?
At least they also offer 
Detox too!
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Discounts / Specials

“Meds Must Be 

Filled in-House”

“We Beat Any Competitor Offers”

21

DRUG ENFORCEMENT ADMINISTRATION | 

DIVERSION CONTROL PROGRAM

One Pharmacy…

• One pharmacy in Florida, who went to a hearing to 
explain why they should not lose their DEA 
Registration, was found to have distributed 37 
million dosage units of oxycodone products in the 
time-frame of April 1, 2009 through December 31, 
2009.  

• Not a typo – 4.1 million dosage units per month! 

Pharmacist’s Corresponding 
Responsibility

• CFR §1306.04.(a) “ … a corresponding responsibility 
rests with the pharmacist who fills the 
prescription.  An order purporting to be a 
prescription issued not in the usual course pf 
professional treatment….is not a prescription within 
the meaning and intent of section 309 of the Act, 
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.”

So don’t prescribe 
this….
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The Trinity

• Expert testimony in several hearings and trials 
against physicians, mid-level practitioners and 
pharmacists has successfully indicated that there 
is absolutely no legitimate medical purpose to 
prescribe or fill these three substances for an 
individual.

• These substances prescribed together should 
always raise red flags to the pharmacist.  

The Trinity

…Or this…

Prescription Monitoring 
Programs

• Utilize your PMP – invaluable tool in helping to 
recognize drug seeking individuals

• Every one of you has been scammed and will get 
scammed – but when looking the other way 
becomes normal business, problems start

• As with a physician who indiscriminately writes 
for CDS, word spreads quickly and you will soon 
be the most popular pharmacy in town

Electronic Prescriptions 
for Controlled Substances

(EPCS) 

30
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EPCS

• Interim Final Rule Published March 31, 
2010
• Provides practitioners with the option of 

writing Rxs electronically.

• Permits pharmacies to receive, dispense 
and archive these Rxs.

• 2 factor authentication for practitioners 
• Something you know (password)

• Something you have (hard token)

• Something you are (biometric)
31

EPCS 

• Third Party Reviews of Prescriber or 
Pharmacy Applications
• Before any application may be used for 

electronic prescriptions for controlled 
substances, it must be reviewed, tested 
and determined by a third party to meet all 
of the requirements of 21 C.F.R.§ Part 1311.  

32

EPCS 

• There are two alternative processes for 
review and certification of EPCS 
applications under the Interim Final 
Rule:

33

EPCS 

• (1)  A third-party audit conducted by a person 
qualified to conduct a SysTrust, WebTrust or 
SAS 70 audit or a Certified Information 
System Auditor as stated in 21 CFR 
1311.300(b), which comports with the 
requirements of paragraphs (c) and (d) of 21 
CFR 1300.300, or
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EPCS 

• (2) A certification by a certifying
organization whose certification process has 
been approved by DEA as stated in 21 CFR 
1311.300(e), which certification verifies that 
the application meets all of the requirements 
of 21 CFR Part 1311.  

• Review of processing integrity is required 
under either type of review.

35

EPCS
• Venders must have their systems certified by 

a third-party entity that it complies with the 
regulations.

• Practitioners and pharmacies should request a 
copy of the certificate.

• DEA Investigators should ask to see the 
certificate.

• Currently six companies approved – listed on 
our website.

36
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EPCS
• Fax vs. Electronic Prescription

• True electronic Rxs are transmitted as 
electronic data files to the pharmacy, 
whose application securely import the data 
file into its database – utilizing 2 factor 
authentication 

• A system that allows the prescriber to 
“sign” his/her name does not conform to 
EPCS regulations (hand held device, tablet)

• A facsimile with a written signature is not 
an electronic Rxs.

37

EPCS

• Final Rule is being drafted

• More info on the DEA Website

www.DEAdiversion.gov 
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Disposal of Controlled 
Substances

Secure and Responsible Drug 
Disposal Act of 2010

• Public Law 111-273

• Enacted on October 12, 2010

• This Act amended the Controlled Substances 
Act to provide for disposal of controlled 
substances by certain persons.

• Ultimate Users

• Long Term Care Facilities

• Survivor of decedent

40

Secure and Responsible Drug 
Disposal Act of 2010

• Regulations do not limit the ways ultimate 
users may dispose of pharmaceutical 
controlled substances – they expand them.

• Any method of pharmaceutical disposal 
that was valid prior to these regulations 
continues to be valid.  

• Participation is voluntary.  

• DEA may not require any person to 
establish or operate a disposal program.  

Disposal of Controlled 
Substances

• Final Rule Published September 9, 2014 in the 
Federal Register

• Patients now have expanded options to safely and 
responsibly dispose of unused/unwanted 
medications – through collection receptacles and 
mail-back packages

• Establishes “Authorized collectors”
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Disposal of Controlled 
Substances

• DEA–registered retail pharmacies, 
hospitals/clinics with an on-site pharmacy, 
narcotic treatment programs, manufacturers, 
distributors, and reverse distributors may 
become “authorized collectors”

• May apply to modify their registrations to 
reflect this status

• May also conduct mail-back programs

‘Ultimate User’

An ultimate user is defined as “a 
person who has lawfully obtained, and 
who possesses, a controlled 
substance for his own use or for the 
use of a member of his household or 
for an animal owned by him or a 
member of his household.”1

1 Federal Register /Vol. 79, No. 174 /Tuesday, September 9, 2014 /Rules and Regulations, 21 CFR Parts 1300, 1301, 1304, et 

al. Disposal of Controlled Substances; Final Rule 21 USC § 802(27)

Disposal of Controlled Substances
• Ultimate users will now have more 

locations where they can securely, 
safely, responsibly, and conveniently 
dispose of their unwanted 
pharmaceutical controlled 
substances. 

• Expected benefit to the public by:
• Decreasing the supply of 

pharmaceutical controlled 
substances available for misuse, 
abuse, diversion, and accidental 
ingestion; and

• Protecting the environment from 
potentially harmful contaminants 
by providing alternate means of 
disposal for ultimate users. 

Disposal of Controlled 
Substances

• Authorized retail pharmacies and hospital/clinics 
with an on-site pharmacy may also place 
receptacles at LTCF’s

11th National Take Back Day
April 30, 2016

DRUG ENFORCEMENT 
ADMINISTRATION 

DIVERSION CONTROL PROGRAM  

10th National Take Back Day: September 26, 2015
Total Collection Sites: 5,202
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10th National Take Back Day: September 26, 2015
Total Weight Collected (pounds): 742,771   (371 Tons)
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One load of prescription 
Drugs being burned

Take Back Events
• Take-back events are intended to be 

limited-duration events that may 
take place at an unregistered 
location that is easily accessible to 
the public, such as a community 
center or town center.

• Law Enforcement may continue to 
conduct take-back events.

• Any person may partner with Law 
Enforcement.

• Law Enforcement shall maintain 
control and custody of collected 
substances until secure transfer, 
storage, or destruction has 
occurred.

• Authorized collection receptacles 
and inner liners “should” be used.

• 21 CFR §§ 1317.35 and 1317.65

How does a registrant 
become a collector?

• Authorized registrant must be registered to 
handle schedule II controlled substances

• Request a modification in writing to the DEA or 
• on-line at www.DEAdiversion.usdoj.gov

• Request must contain:
• Registrant’s name, address, and DEA number 
• The method(s) of collection:

• Collection receptacle and/or mail-back program

• Authorized signature per § 1301.13(j)

• No fee is required for this modification request

• 21 CFR §§ 1301.51(b) and (c)

New Authorized 
Methods of Collection

• Collection receptacles 

• Mail-back programs

Collection Receptacles
• Only ultimate users shall put the controlled 

substances directly into the collection 
receptacle.

• Controlled and non-controlled substances may be 
comingled.  

• Collected substances shall not be counted, 
sorted, inventoried, or otherwise individually 
handled.

• Registrants shall not dispose of stock/inventory 
in collection receptacles.

• 21 CFR § 1317.75(b) and (c)
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Design of Collection 
Receptacle

• Securely fastened to a 
permanent structure.

• Securely locked, 
substantially constructed 
container with permanent 
outer container and 
removable inner liner.

• Outer container must have 
small opening that allows for 
contents to be added but 
does not allow for removal 
of contents. 

• 21 CFR § 1317.75(e)

Collection Receptacle Location

• Must be securely placed and maintained:

• Inside collector’s registered location
• Inside law enforcement’s physical 

location, or
• Inside an authorized LTCF

Collection Receptacle Location
• Registered location – immediate proximity of 

designated area where controlled substances 
are stored and at which an employee is present.

• LTCF – located in secure area regularly 
monitored by LTCF employees.

• Hospital/clinic – located in an area regularly 
monitored by employees, not in proximity of 
where emergency or urgent care is provided.

• NTP – located in a room that does not contain 
any other controlled substances and is securely 
locked with controlled access.

• 21 CFR § 1317.75(d)

Collection Receptacle Inner 
Liner 

• Waterproof, tamper-evident, and tear-
resistant.

• Removable and sealable upon removal without 
emptying or touching contents.

• Contents shall not be viewable from the outside 
when sealed (i.e., can’t be transparent).

• Size shall be clearly marked on the outside of 
the liner (e.g., 5-gallon, 10-gallon). 

• Outside of liner shall have permanent, unique 
ID number.  

•

• 21 CFR § 1317.60(a)

Access & Handling Sealed Inner 
Liners

• Only employees of the collector may access 
the inner liners.

• The inner liner shall be sealed by two 
employees immediately upon removal from the 
permanent outer container.

• Sealed inner liner shall not be opened, x-
rayed, analyzed, or otherwise penetrated.   

• Practitioners cannot transport collected 
controlled substances.

• 21 CFR §§ 1317.60(b) and (c), 1317.05(c)

Mail-Back Program

• Requirements of mail-back program

• Only lawfully possessed schedules II-V 
controlled substances may be collected  

• Controlled and non-controlled substances 
may be collected together  

• 21 CFR § 1317.70 (b)
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Mail-back Program: 
Who is Authorized to Operate?

Any authorized collector that has and 
utilizes at its registered location (on-
site) a method of destruction 
consistent with § 1317.90

21 CFR § 1317.70

Destruction of Controlled Substances

• All controlled substances destroyed 
by a registrant  or caused to be 
destroyed by a registrant shall be 
destroyed in compliance with 
applicable Federal, State, tribal, 
and local laws and regulations and 
shall be rendered non-retrievable.

• 21 CFR § 1317.90  

•

Registrant Disposal
Destruction of Mail-Back Packages

• Mail-Back Packages (upon receipt of a sealed 
mail-back package):

• Promptly destroy the package using an on-
site method of destruction; or

• Securely store the package at the 
collector’s registered location until prompt 
on-site destruction.  

•

• 21 CFR § 1317.05(c)(1)

Registrant Disposal
Destruction of Sealed Inner Liners

• Practitioners and Non-Practitioners shall dispose of 
sealed inner liners by:

• Prompt on-site destruction

• Prompt delivery to reverse distributor by common 
or contract carrier or reverse distributor pick-up

• Deliver sealed inner liners to a distributor’s
registered location by common or contract carrier 
or distributor pick-up

• Practitioner may also request assistance from the 
Special Agent in Charge (SAC) 

• Freight forwarding facilities may NOT be used

• 21 CFR § 1317.05(c)(2)(iv) and (v)

•

Questions???? Thank You!


