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P-R-O0-C-E-E-D-I-N-G-S
8:59 a.m.

MR. RANNAZZISTI: Good morning.
Thank vyou for coming out on this dreary
Washington morning.

A bit of a housekeeping note. If
everyone would ©please silence all their
communication devices, any computers, whatever
the device vyou carry that's going to make
noise and interrupt the speakers or the
audience. I appreciate you all doing that
now.

My name 1s Joe Rannazzisi. I'm
the Deputy Assistant Administrator for the DEA
Office of Diversion Control. On behalf of
Administrator Michelle Leonhart and the more
than 9600 men and women of the Drug
Enforcement Administration, welcome to the DEA
public meeting to discuss the development of
procedures for the surrender of unwanted
controlled substances by ultimate users and
long-term care facilities for disposal.
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Specifically, this meeting is
intended to allow all interested persons, the
general public, ultimate wusers, health care
professionals, pharmaceutical industry groups,
retail pharmacies, regulators, law
enforcement, reverse distributors, and all
others to express their ideas and views on the
most safe and effective method for the
transfer and disposal of pharmaceutical
controlled substances in compliance with the
Controlled Substances Act and with the new
public law, 111-273, the Secure and
Responsible Drug Disposal Act of 2010.

And I want to take this
opportunity today to thank Representatives Jay
Inslee, Lamar Smith, Bart Stupak, and James
Moran, and Senators Amy Klobuchar, John
Cornyn, Chuck Grassley, and Sherrod Brown for
their leadership in passing this legislation.

This 1is the first opportunity for
public comment since the passage of this act.

The public will get a second opportunity to
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provide written comments after a Notice of
Proposed Rulemaking i1s published in the near
future.

All statements that are made today
will be transcribed and incorporated into a
formal record of this meeting that will be
posted on the DEA website.

We're 1interested in hearing your
views, and we look forward to all of your
presentations.

To get a view of why
pharmaceutical controlled substance disposal
is o0of great concern, let's look at some
statistics.

The 2009 National Survey on Drug

Use and Health data related to prescription

drug abuse 1s alarming. Seven million
Americans age 12 and older abuse
psychotherapeutic drugs for non-medical
purposes. That was up 13 percent in just one
year.

5.3 million abuse narcotic pain
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relievers for non-medical reasons. 2.6
million age 12 and older initiated for the
first time with psychotherapeutic drugs last
year. This averages to more than 7,000 per
day.

There was an 1ncrease 1in 98.4
percent of ER visits attributed to
pharmaceuticals alone, yet there was no
significant increase in ER visits related to
cocaine, heroin, marijuana, or
methamphetamine.

The number of people seeking
treatment for pain reliever abuse is up more
than six fold in the age category 18 to 34.
Every day, 2500 teens on average use
prescription drugs to get high for the first
time, and 16 percent of the teens who abuse
pain relievers did so before the age of 15.

62 percent of those surveyed
believe that teens got their prescription
medications from where? Their family's own
medicine cabinet for free.
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Every leading indicator reflects a
common theme. America has a serious drug
problem, prescription drug problem, and the
problem is getting worse.

As the statistics reveal, one
contributing factor to this problem 1is the
household medicine cabinet. Prior to the
passage of the Secure and Responsible Drug
Disposal Act of 2010, DEA did not have the
authority to promulgate regulations to allow
an ultimate user to deliver controlled
substances to an authorized entity for
disposal.

There was confusion among the
public concerning the proper method to dispose
of pharmaceuticals.

Most U.S. communities did not
routinely offer opportunities to properly
dispose of unused, unwanted, or expired
pharmaceuticals or pharmaceutical controlled
substances.

As a result, many people kept the
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drugs 1in their households because they didn't
know how to dispose of them. The household
medicine cabinet has become a free source of
supply for non-medical users.

Now, local and state law
enforcement agencies, regulators, and
community groups have been addressing this
problem for years. Law enforcement and their
community partners conducted 1local, county,
and statewide take-back programs that
collected unused pharmaceuticals. These take-
back programs involved duly authorized law
enforcement officials collecting unused
pharmaceuticals from the public.

Unfortunately, these events were
not available 1in every community, and were
not, in many cases, regularly scheduled
programs.

Most recently, DEA, 1in partnership
with state and local law enforcement agencies,
regulators, community leaders, and local
governments, conducted a nation-wide
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prescription pharmaceutical controlled
substance collection and disposal initiative
in September of 2010.

The collaborative effort with the
International Association of the Chiefs of
Police, National Association of Attorneys
General, National District Attorneys
Association, the Federation of State Medical
Boards, National Association of Boards of
Pharmacy, and the Partnership for a Drug-Free
America resulted in the collection of
approximately 244,000 pounds of
pharmaceuticals from the public by
approximately 3,000 agencies out of 4,000
collection locations.

We'll be conducting another
nationwide initiative on April 30, 2011, and
every six months thereafter, until we have
disposal regulations in place.

Although serving a public need,
these initiatives are temporary measures and
do not take the place of a uniform, widely
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available disposal program.

However, the passage of the Secure
and Responsible Drug Disposal Act has provided
DEA with the authority to promulgate
regulations to create a system for the safe
and secure transfer of pharmaceutical
controlled substances for disposal.

This hearing is the first step, or
this meeting 1is the first step towards the
creation of these regulations.

I know that some of vyou have
traveled great distances to be here and to be
heard, and I thank you. I thank all of you
for taking the time out to participate in this
event.

And to my left 1is Mark Caverly.
He's the Section Chief for the DEA Office of
Diversion Control, Liaison and Policy Section,
and he will act as a moderator and emcee for
this event.

This is Mark's last official event
as the Section Chief. He'll be retiring next
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month, and he will be missed.
Thank you all very much.
(Applause.)
MR. CAVERLY: Gosh, how do I top

that? As Mr. Rannazzisi said, my name is Mark

Caverly. I'm the Chief of the Liaison and
Policy Section for DEA. Can you hear me?
Okay.

I wanted to introduce my DEA
colleagues. Watch out for that microphone.

Cathy Gallagher 1s the Associate
Section Chief, seated to my left, of the
Liaison and Policy Section. And Colin Clark
is a Policy Analyst for the Regulatory
Drafting Unit within the Liaison and Policy
Section.

Let me add my welcome to you
folks. Kind of a historic 1location, the
Mayflower Hotel, we're within three miles of
the U.S. Capitol and about four blocks from
the White House.

So it seems kind of appropriate
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that we should be discussing a piece of
legislation that was enacted Jjust this past
October, as Joe mentioned, the Secure and
Responsible Drug Disposal Act of 2010.

We've been waiting for it for a
long time, and I don't want to take any
thunder away from Colin. We've actually been
officially looking at this issue for about a
couple of years.

We published an Advanced Notice of
Proposed Rulemaking in January of 2009. And
actually, as an issue, we've been looking at
this for far longer.

This 1is something that we've Dbeen
considering, we've been thinking about, we've
been dealing with for probably close to four
or five years, I would guess.

So, Dboy, let me move this up a
little bit. Here we go.

Just to kind of set some
expectations, I guess, for this process, DEA
is the agency that's been charged with
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implementing this piece of legislation, so
we're 1in the process of writing regulations.
We don't typically hold a public meeting in
our rulemaking process, but we thought this
issue was important enough that we would take
that extra step.

So, what vyou should expect in
terms of this meeting for the next couple of
days is to hear folks, different stakeholders,
different perspectives, basically telling DEA
what's important.

And we're here to listen. We're
here to take your comments, to roll them up,
basically, with the comments we received
during the Advanced Notice of Proposed
Rulemaking.

And wultimately, we'll publish a
Notice of Proposed Rulemaking, which will give
you another bite at the apple, so to speak,
another shot.

So we're here to listen. We don't
expect to come out of here in a couple of days
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with necessarily the solution. We're here to
take vyour ideas, your suggestions, and your
comments, and use them to ultimately publish
our Notice of Proposed Rulemaking.

So, just to give you some idea as
to what you can expect, it is a complex issue.

As I looked through the agenda items, and T
looked through the folks who preregistered
with us, I was very surprised -- maybe not
surprised so much as Jjust 1impressed by the
vast array of stakeholders in this room.

We have folks with environmental
interests. We have Boards of Pharmacy. We
have regulated entities, DEA registrants. I
mean, there's Jjust a whole wide variety of
folks that vyou'll get to hear from during
these next couple of days.

I think Mr. Rannazzisi mentioned
that we are making a transcript of this
meeting. We will ultimately post that
transcript on DEA's website. And of course,
we'll take the comments that we receive,
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again, during this public meeting, to heart
during our rulemaking process.

To just turn it over to Colin here
shortly, we've asked Colin to establish sort
of a baseline for us, to let folks know where
we're coming from in terms of the statute, the
Controlled Substances Act 1in terms of the
regulations, to talk a little bit about the
legislation that was passed, to again, give us
a baseline -- to give you a baseline as we
move through this rulemaking process.

So Colin's presentation is really
intended to be an informational presentation,
one, again, just to give you some information
to let you see sort of where DEA starts in
this whole process.

So Colin, 1f you're ready, I'm
going to turn it over to you.

MR. CLARK: Thank you, Mark.

Good morning. My name 1is Colin
Clark. I'm a Program Analyst at the Drug
Enforcement Administration Office of Diversion
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Control in the Regulatory Drafting Unit.

I'd like to also thank all of you
for attending. DEA understands that this is a
very important issue. We're thankful that you
guys could attend and offer your opinions and
your perspectives.

And DEA, as Mr. Caverly said, has
been engaged in this disposal issue for years
now, and we felt that we needed statutory
change Dbefore we could move forward on this
issue.

We have 1t now. DEA 1s excited
that the Secure and Responsible Drug Disposal
Act of 2010 has been enacted, and that we can
finally move forward on this issue.

The purpose of my presentation is
to discuss the Controlled Substances Act and
its implementing regulations, and explain the
framework from which DEA must work when we are
drafting regulations for the disposal of
controlled substances for ultimate users and
long term care facilities.
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I'd like to first start with the
mission of the Office of Diversion Control,
which is to prevent, detect, and investigate
the diversion of controlled substances from
legitimate sources, while ensuring an adequate
and uninterrupted supply to meet the
legitimate medical and scientific purposes.

One of our goals 1in anticipation
of writing regulations for the disposal of
controlled substances is to make sure that we
don't add additional avenues for people to
divert controlled substances.

And I'm hoping during the next few
days we'll be able to find solutions to that
concern that we have.

While discussing the statutory and
regulatory background -- could you go to the
next slide, please?

While discussing the statutory and
regulatory background relating to the disposal
of controlled substances, we will be
referencing the following.
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Oh, you can keep it on that slide.

Together, the law and regulations,
the structure by which DEA registrants must
operate regarding the disposal of controlled
substances, the substances by ultimate users
and long term care facilities, two notable
statutory and regulatory actions have recently
taken place. And they've been mentioned
before, but I'm going to go over them again.

The Advanced Notice of Proposed
Rulemaking was published by DEA in February of
2009, and on October 12, 2010, the Secure and
Responsible Drug Disposal Act was enacted.

Both of these are keys for the
discussions over the next few days. There are
several key terms found in the Controlled
Substances Act that are relevant to the
discussion of the disposal of controlled
substances.

Who 1s an ultimate wuser? Well,
the Controlled Substances Act defines an
ultimate user as a person who has lawfully
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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 by a member of his household.

So who 1s an ultimate user? It's
all of wus. It's our neighbors. It's our
parents. It's anyone that fills or has filled
a controlled substance prescription.

And the definition provides for
the possession of controlled substances
without being registered with DEA.

Another key entity that must be
discussed when we're talking about  the
disposal of controlled substances are long
term care facilities.

And long term care facilities are
defined as a nursing home, retirement care,
mental care, or other facility or institution
which  provides extended health care to
resident patients.

Long term care facilities
themselves do not possess controlled
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substances, unless they are registered with
DEA. They serve more as a custodian for
controlled substances for residents that
reside in these long term care facilities.

They have unique concerns when we
are discussing the disposal of controlled
substances because of the issues that arise as
residents' medication issues change. They are
often in possession of controlled substances
when their residents either pass away or leave
that facility.

Another key term that we need to
discuss from the Controlled Substances Act is
“distribute.” This is defined as to deliver,
other than by administering or dispensing, a
controlled substances or a listed chemical.

As we can see from this
definition, an ultimate user that returns a
controlled substance to another person or
entity, this action would be considered
distribution, and any entity or person that
distributes a controlled substance must be
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registered with DEA.

You can go to the next slide.

And this slide 1s just clarifying
that every person that distributes a
controlled substance must be registered.

The next slide, please?

The closed system of distribution
is established 1in the Controlled Substances
Act. This accounts for all controlled
substances. All entities found within this
closed system of distribution must be
registered, and these entities can transfer
controlled substances from one to another.

The manufacturer can transfer
controlled substances to the distributor. The
distributor's going to stock the pharmacy, and
so forth.

All of these entities must be
registered. And with this closed system of
distribution, all of the controlled substances
are accounted for, up until the ultimate user
receives this controlled substance.
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Once this controlled substance 1is
given to the wultimate wuser, the controlled
substance 1is out of this closed system of
distribution.

One of our challenges with the
disposal of controlled substances is how we
are going to account for an ultimate user
returning this controlled substance back into
this closed system of distribution.

DEA understands that having
controlled substances 1in medicine cabinets
across America 1s a diversion issue, but we
also need to realize that when collecting
these controlled substances for disposal, this
is also a diversion issue that we need to
account for.

This is one of the things that I
hope that we as a group can find solutions
for.

There are two exceptions to
requirement of registration that need to be
discussed. One of them is for ultimate users.
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They may possess a controlled substance
without being registered with DEA.

When the Controlled Substances Act
was enacted in 1970, it did not contemplate a
situation where an ultimate user would return
a controlled substance to another person or
entity for disposal.

This exception was amended by the
Secure and Responsible Drug Disposal Act of
2010 to provide for ultimate user being able
to distribute these controlled substances for
the purpose of disposal.

When we were contemplating this
return of controlled substances, as we've
talked about and discussed, security and
safety concerns arise.

DEA understands that ultimate
users do not have a process or manner of
ridding themselves of these unwanted
controlled substances currently, nor do long
term care facilities have an avenue to dispose
of these controlled substances.
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Prior to the Secure and
Responsible Drug Disposal Act of 2010, they
were not able to dispose of these things. And
as we've talked about, we are very excited
that this bill has been passed, and that we
are able to start drafting regulations
concerning the disposal of controlled
substances.

The second exemption from DEA
registration 1s given to law enforcement
officials. Currently, they can collect
controlled substances from ultimate users.

The disposal of controlled
substances Dby ultimate wusers and long term
care facilities 1is a very important issue to
DEA. We published an Advance Notice of
Proposed Rulemaking, and we collected a lot of
ideas and perspectives. And we are going to
be using those ideas and concerns when we are
drafting the Notice of Proposed Rulemaking in
the near future.

We requested comments regarding
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how various entities would provide for the
disposal of controlled substances. DEA posed
several questions to the public, and these
questions were separated into, as you can see
from the side, several groups with different
areas of interest.

It 1is clear from the 1list of
interested parties that it touches a wide
spectrum of people, and the challenge that DEA
has 1is to reach or draft a rule that would
speak to each and every one of these
interested parties.

For example, the ultimate user is
going to have a different set of issues than a
long term care facility would have when trying
to dispose of controlled substances.

Over the next few days, we expect
to hear from a lot of you, and to formulate
and come up with new ideas that would help us
address these issues.

The Secure and Responsible Drug
Disposal Act of 2010 provided DEA with the
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statutory authority that we needed to address
this issue with regulations.

The Secure and Responsible Drug
Disposal Act amends the Controlled Substances
Act to provide for the disposal of controlled
substances by certain persons.

These  persons include ultimate
users, long term care facilities on behalf of
residents, and survivors of decedents.

The Secure and Responsible Drug
Disposal Act of 2010 requires the following
considerations when promulgating regulations:
public health and safety, ease and cost of
program implementation, and this regulation
may not require any entity to establish or
operate a delivery or disposal system.

The Secure and Responsible Drug
Disposal Act requires that the Attorney
General promulgate regulations. This
authority has been delegated by the Attorney
General to the Administrator of the Drug
Enforcement Administration. Therefore, it is
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incumbent upon us to promulgate regulations to
implement the Secure and Responsible Drug
Disposal Act of 2010.

DEA  would like to create a
regulation that would implement a safe and
easy to use drug disposal plan. While
formulating this plan, safeguarding against
the diversion of controlled substances 1is a
key component to this disposal plan, and also
in writing this regulation.

The closed system of distribution
requires recordkeeping and accountability from
all of its registrants.

We would like to -- this disposal
rule must 1integrate these already existing
recordkeeping and accountability requirements
upon persons that engage in this process of
disposal.

When collected, the controlled
substances must be disposed in a safe manner
dictated by federal, state, and local laws.

Again, we look forward to all of
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your input in drafting a regulation that would
serve all of the interested parties that are
present and those that aren't present.

Thank you.

(Applause.)

MR. CAVERLY: Thank you, Colin.

As Colin pointed out, there are a
number of voices to be heard in this
particular issue, and it's going to be DEA's
job to kind of juggle those voices as we work
through our rulemaking.

I would be misleading vyou 1f I
told you that there's not a draft of a rule
already circulating.

I mentioned before that we've been
looking at this issue for a number of years.
We had an Advanced Notice of Proposed
Rulemaking two years ago, and we'll come out
with a Notice of Proposed Rulemaking, but it's
still important for us to hear what you have
to say.

So I encourage vyou to be frank
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with us during these next couple of days, and
I also encourage you to submit comments to our
Notice of Proposed Rulemaking when it's
published.

If you know the rulemaking

process, 1it's kind of like watching paint dry

Or grass Jgrow. It's very slow, or at least
it's slow in my estimation, and very
painstaking.

So, we still have some internal
agency reviews, further drafting, internal
agency review, 1t has to be reviewed at DOJ.
The Office of Management and Budget has a 90
day bite at the apple. There will be an
inter—-agency review during those 90 days.

So, I know one of the questions
we'll be asked during this public meeting 1is
when, DEA, when?

As soon as we can 1is my Dbest
response to you, knowing that the rulemaking
process is not done, that we're still
drafting, and it 1likely will Dbe several
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months, even with an OMB 90 day review period.

So, none of you are as anxious,
probably, as we are, to get this rule out. So
-- but we encourage you again to participate
during these next couple of days, to submit
comments to us once the Notice of Proposed
Rulemaking gets published.

And I'll make an admission. At
least we DEA folk have a tendency to talk in
acronyms and initialisms, so 1if any of us
begin to talk fed speak too badly, throw
something at us. You know, I won't think less
of you because you do that.

So, as we start tripping with
NPRMs and ANPRMs, and all of these other
things, stop us, or stop the speakers,
politely, and ask them to explain what the
heck it is they're actually saying.

So I did want to acknowledge
during the next couple of days, we have some
dignitaries that will Dbe addressing us as
well, and it further underlines the importance
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of this issue.

The Attorney General from the
State of Maryland will be addressing us here
shortly this morning, and we also have
Representative Jay Inslee from the State of
Washington that will be here tomorrow morning.

So I 1look forward, personally, to hearing
what they have to say.

As we move on towards our
speakers, I want to invite Tim Condon, Senior
Policy Advisor from the Office of National
Drug Control Policy. And see, I said, Office
of National Drug Control Policy, I didn't say

ONDCP, even though I really wanted to, so.

Okay.

Tim, if you're ready?

DR. CONDON: Well, good morning,
everyone. I want to thank actually

Administrator Leonhart and Joe and Mark and
her colleagues in DEA for their leadership on
this issue. This is very important.

I bring greetings on behalf of
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Director Gil Kerlikowske, the Director of the
Office of National Drug Control Policy.

As you heard, I'm Tim Condon, the
Director of Science Policy Advisor. I've only
been there since July. It's after a 1long
career 1in addiction research at the National
Institute on Drug Abuse, and so I come at this
from a perspective o0f ensuring the public
health as well as understanding how to ensure
the public safety.

And so we've been working quite a
bit on prescription drug abuse. And in May of
last year, the President released the 2010
National Drug Control Strategy, and one of the
hallmarks and one of the specific, as we call,
signature initiatives within the National Drug
Control Strategy is in fact the prevention of
prescription drug abuse.

And as we start to elaborate on
the actions called for in that 2010 -- last
year's strategy related to this, this becomes
a very interesting and complex problem to
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solve, because this isn't just about
interdicting drugs coming over the borders and
illegal seizure of illegal drugs.

This 1s about medications that are
life-saving, and are very 1important to the
public health, at the same time, obviously, in
the wrong hands, can be very destructive and
addictive.

And we see really the solution to
preventing prescription drug abuse as having
four key 1legs to the table: education for
parents, prescribers, patients, the public in
general; monitoring, very important, we hope
to beef up ©prescription drug monitoring
programs and expand them across all states,
and have them -- to operate across state
lines; and disposal is what we're here today
to talk about, a very important part of the
solution to the problem; as well as
enforcement, to interdict pill mills, prevent
diversion.

And so I'm going to focus today in

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

35

talking about the disposal aspect. I want to
give you a little bit of overview as Joe did,
a very good Jjob, of the prescription drug
problem, the consequences, some of the risks,
access and supply, take-back programs, ideals
from our perspectives, some of the things that
we at ONDCP -- I said ONDCP -- we at the
Office of National Drug Control Policy have
been thinking about and discussing about
possible solutions, some examples of some
take-back programs and some conclusions.

So we know that in 2009 there were
3.9 Dbillion prescriptions dispensed in the
United States. It wasn't just for controlled
substances, it was for pharmaceuticals.

Seven million Americans reported
non-medical use of prescription drugs in 2009,
and that comes from the National Survey of
Drug Use and Health.

And the definition, of course, of
non-medical use is, was 1t prescribed for you?

No. Did you take it for an indication other
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than what it was supposed to be used for?

And SO these are very large
numbers. One in three people using drugs for
the first time in 2009 began by wusing
prescription drugs non-medically, and six of
the ten top abused substances among high
school seniors from the Monitoring the Future
Survey are prescription drugs.

And these are actually frightening
numbers. They're frightening because we see
prescription drug abuse as the fastest growing
problem of drug abuse in this country. It's
not the most prevalent at this point, but it
is, we believe, the fastest growing.

And what this shows vyou, 1is new
users or new initiates in the past year for
specific illicit drugs among persons age 12 or
older. This is for 2009 and again, from the
National Household Survey.

And as you can see,
psychotherapeutics, which 1is combining pain
relievers, tranquilizers, stimulants, and
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sedatives, are the largest number of new
initiates.

And for the second year in a row,
there are more initiates for
psychotherapeutics -- that means they took it
for the first time -- than actually took
marijuana for the first time. This 1s the
second year in a row.

So this 1is one of the reasons we
say this the fastest growing problem of drug
abuse in the country, and we need to come up
with some complex solutions to do something
about it.

Prescription drug abuse
conseguences: emergency room visits,
unintentional deaths, treatment admissions,
and the economic costs.

Well, the emergency room visits
that you might 1imagine as more people are
abusing and initiating non-medical use have
started to go up. And we see this for
fentanyl -- for a few substances here, for
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hydrocodone, hydromorphone, methadone,
morphine, and oxycodone. And again, these are
for specific pain relievers for the years 2004
to 2008.

This is probably the most
important figure that I've come across 1in my
six months or so at Office of National Drug
Control Policy. This figure really says it
all about the problem we're facing.

These are drug-induced deaths
versus other injury deaths from 1999 to 2007,
data from the Center for Disease Control. And
as you can see, injury for firearms, homicides
is in orange. And motor vehicles, of course,
are the highest in the country, and that's the
blue line.

But the red line are drug-induced
unintentional deaths, and as you can see, that
that number is increasing, has surpassed gun
violence 1in the United States, as well as
homicides. And in 16 states, we now have more
drug-induced deaths than we do motor wvehicle
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accident deaths, in 16 states. And that was
as of 2007.

So again, the seriousness of the
problem is growing. We need to take some
action. We need to do something about
preventing the diversion and misuse of
prescription drugs at the same time as
ensuring the availability of these life-saving
and very important medications.

I always say, as you get more
mature, you realize how important you want it
to be that these ensure the availability of
these medications in your autumnal years.

The economic costs for this have
been estimated in a couple of places.
Economic costs of $180 billion for drug abuse
in the United States since 2002, and of
course, 1f one puts -- extrapolates, the
number is much larger at this point.

There's also been a couple of
studies looking specifically at the estimated
cost of non-medical use o0of ©prescription
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opiates, and one study estimated it to be $53
billion in 2006.

And opiate abusers generate, on
average, annual direct health care costs 8.7
times higher than non-drug abusers. So, this
is a population who are abusing these
prescription medications.

These are individuals who are
maybe addicted to these, and, in fact, they're
consuming large amounts of our health care

dollars as a result of it.

Perceived risk. Because
prescription drugs are manufactured by
pharmaceuticals companies, prescribed and

dispensed by health care providers, they are
often perceived as safer than street drugs.
And of course they go through a very rigorous
process of review for safety and medical
utility by the Food and Drug Administration as
well.

So there 1is a perception that
these are safer than something that you may
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get on the street as an illicit drug.

Studies show that teens perceive
prescription drug medication as safer, less
addictive, less risky than using illegal or
illicit drugs, and that drugs obtained from a
medicine cabinet or pharmacy were not the same
as drugs obtained from a drug dealer.

And this 1is a number of the
surveys that have actually asked young people
this, and these are the perceptions that young
people have.

So it's not a surprise that we're
seeing an increase in the number of
prescription medication misuse.

Accessibility and supply. Abused
prescriptions like painkillers and anxiety
medications are often taken on an as-needed
basis. They're prescribed that way, so
they're dispensed in quantities that are
usually larger than are actually necessary.

They are kept in a medicine
cabinet long after oftentimes the therapy has
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been completed, and are easily available for
others to abuse them.

In 2009, the National Survey of
Drug Use and Health found that 70 percent of
people who abuse prescription drug pain
medications got them from a friend or a
relative. And prescriptions for controlled
substances and opiate pain relievers in
particular have increased in the last decade.

And so the chart shows you that 55
percent -- and again, this is from the
National Survey of Drug Use and Health, 55
percent report that they got them free from a
friend or relative. Ten percent say they
bought them from a friend or a relative. And
five percent say they took them from a friend
or a relative, with about 70 percent having
gotten them from a friend or a relative.

So, we obviously have an abundant
supply -- or our friends and our relatives
have an abundant supply of medications that
are available for diversion.
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Pain reliever prescriptions from
2000 to 2009. This 1s from the SDI Vector 1
national database, and from the FDA Advisory
Committee on the REMS last year.

And as you can see, the number of
prescriptions, this is in the millions, for
extended release opiates and for immediate
release, IR opiates, has continued to increase
over the last decade, such that we have 234
million prescriptions for immediate release
opiates in 2009. That's a lot of medications.

As a consequence -- I believe as a
consequence, always cause and effect, can't
always prove 1it, but as a consequence and a
correlation, along with those increases 1in
prescriptions and the increase 1in diversion
and misuse of prescription medication, persons
classified with substance abuse and/or

dependent on psychotherapeutics has also

paralleled that increase in use of
prescription drugs -= of misuse of
prescription drugs. And this is again, these
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are individuals classified with DSM IV
substance abuse dependence symptomology.

Prescription drugs dispensed for
selected opiates in the U.S. outpatient retail
pharmacies, again, very much mimics what I
showed before, the number of medications with
of course, hydrocodone being the largest
number of prescriptions.

And that leads us to, in fact, how
do we get, how do we approach this very
complex problem of trying to ensure that these
medications get into the right hands of the
people who need them, and yet, don't have them
laying around in medicine cabinets, and don't
have them available for diversion by our
children, our house guests, people who come

into our homes during a house tour if you have

your property on the market. These are all
real stories. These are real things that
happened.

And so, this 1is a complex issue.
And we're delighted to be working in
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partnership with our good colleagues at DEA
and FDA, working on all of these prescription
drug problems.

What we think, at Office of
National Drug Control Policy, 1is that take-
back programs are a great idea, but we need to
make them more readily accessible to
consumers.

They need to be environmentally
responsible. It's very important for them to
be a public-private partnership, and what I
mean by that, they need to be cost-effective.

One thing that we're very
concerned about is that the cost of take-back
programs not be passed on to the consumers who
are already paying a hefty price for their
medications, so that in fact, we need to find
a way to really develop these public-private
partnerships to actually pay for cost-
effective take-back programs that effectively
reduce the supply of medications available for
diversion.
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Now, our colleagues and our
neighbors to the north, of course, have been
doing take-back programs for a while, and they
do it at a provincial level.

This 1s, not all provinces have
these programs in place, but a number of them
do at the ©provincial 1level, municipality
level, and community programs.

The programs are 1initiated, as I
said, by the provincial governments,
pharmaceutical industry and our pharmacy
associations. Major use community pharmacists
-- the majority use community pharmacists as
take-back agents.

And pharmacy participation in the
provinces and the communities that this
particular study has looked at were as high as
90 or 100 percent, which 1is a pretty good
percentage.

The participation 1is voluntary.
In British Columbia, they enacted regulation
requiring pharmaceutical industry to fund
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disposal activity. Ontario and Manitoba are
developing similar regulations.

In other provinces, funding 1is
provided by the pharmaceutical industry and/or
government on a voluntary basis, again, a
public-private partnership.

Post-consumer pharmaceutical
stewardship associations support this in many
provinces as well. And so, it just gives us
some ideas about our colleagues to the north,
our neighbors to the north, and how they're
approaching this problem.

Our European colleagues have also
approached this from a number of different
manners. In France -- and again, I don't have
an in-depth knowledge of what's going on in
each one of these countries on the ground, but
what we've Dbeen able to surmise from the
literature and from speaking with people 1is
that in France, there's 80 to 90 percent
participation. It's funded Dby industry,
pharmacy, and wholesalers.
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In Portugal, it's pharmacy-based,
with close to 100 percent participation, and
again, funded by pharmaceutical stakeholder
groups, so that's more of a larger catchment
area.

Spain, pharmacy-based also, with
100 percent participation and funded by the
pharmaceutical industry.

And in Sweden, pharmacy-based, but
in fact is funded by the federal government,
the national pharmacy system in Sweden.

So, in the United States there is
an experiment that I wanted to mention to you
that my colleague Chris Jones, who 1is here
today, brought to my attention.

This was in Washington State, kind
of a beta testing that they did, where they
instituted a take-back program with one of the
drug storage chains, Bartell's, in Washington
state, 1initiated this test, and they had 14
Bartell retail stores and 25 group health
clinic pharmacies participated.
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They received a grant to do this
for two years. And this is not for controlled
substances. This was for other, non-
controlled pharmaceutical take-back.

And they felt that they were very,
very successful, and in fact, after the grant
ran out, they continued the program.
Bartell's did itself.

So, what they found from their
survey was that 99 percent spent less than one
hour a week on the program, in terms of the
pharmacies. Ninety-eight percent think the
program 1s  somewhat, very, or extremely
effective.

Seventy-six percent of the
patients say that they're extremely likely or
very likely to return the medicines. And
overall comments from pharmacists and patients
were positive and programs were viewed as
beneficial.

So again, a snapshot in one state,
not controlled substances, but nevertheless,
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starting to give us some on-the-ground ideas
about what may and may not work in wvarious
places.

Let's see. So, again, in our
thinking, we suspect that a pharmacy-based
program may 1in fact be one of the keys to
take-back program. And our thinking relies on
these points.

It completes the drug distribution
loop that vyou already saw a picture of.
Patient/pharmacist relationship already has
been established and is developed.

One of the key factors 1in our
thinking 1is that this actually also has the
potential for a clinical intervention. That
is, pharmacists are health-care professionals.

As take-back agents, the
pharmacist might actually be able to do a
clinical intervention with the patient. They
may bring back opiate analgesics, talk to the
pharmacist, and ask, 1if the pharmacist says,
well, why didn't you take all of these, well,
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because I became nauseous, I had a counter-
indication for these.

So obviously, that's a «clinical
intervention that could be helpful to that
patient 1in the future, as well as ensuring
that in fact, the medications are disposed of
properly, stronger
patient/pharmacist/prescriber relationship,
and I think improved health care outcome.

So again, this 1is a wvery nice
model for intertwining both the public health
and the public safety aspects of the
prescription medication take-back programs.

Pharmacies already have a reverse
distribution and disposal mechanism already in
place. They already have security and
diversion safeguards 1in place Dbecause of
controlled substances. And pharmacy-based
programs, as I said, as I showed you, have
been effectively operated in other countries.

So, our conclusion, as an easily
accessible, environmentally friendly method of
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drug disposal 1s a key tool 1in reducing
prescription drug abuse. We see this as
critical.

The programs need to be cost-
effective. The cost Dburden should not be
placed specifically on the consumer.
Utilization of public-private partnership is
essential in the current economic environment,
and from our perspective, pharmacy-based
programs appear to be a logical approach.

User friendly strategies for
communities for safe, responsible, and
ecologically sound disposal, combined with
robust patient, public and prescriber
education, we think this equals a perfect
formula for take-backs Dbecoming what I call
the new norm.

We need to educate the public,
prescribers, pharmacists and physicians that,
in fact, this should be the new norm, Jjust as
we're trying to educate -- young people don't
think twice about recycling bottles and
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things.

My generation had to be taught it.

We really do need to start to approach this

as take-backs to become just like recycling,
to become the new norm.

Thank vyou wvery much for vyour
attention, and I look forward to working with
all of our colleagues at DEA in the future.
Thank you.

(Applause.)

MR. CAVERLY: Thank you, Tim.

You know, it strikes me, as I
listen to your presentation, that we are
likely to hear some common themes throughout,
and I don't want you to be dismayed. I don't
want you to be bored or to think that there's
some duplication going on.

Yes, there 1is some duplication,
but what you're hearing are common concerns.
You're hearing common interests from different
stakeholders.

So, while it may dismay the

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

54

speakers more than it dismays the audience, I
think it's important for us to understand that
we didn't attempt to organize this
intentionally.

There was no thoughtful mechanism
by DEA -- for good or bad, you may think so,
bad, at the end of the day, but no mechanism
by DEA to screen our speakers' presentations
or to coordinate the message.

So don't be dismayed if you hear
some common themes throughout.

You know, vyou mentioned an issue
in regards to societal, I guess, societal
views or attitudes. And I don't know that
that's something that we're going to be able
to address with this rulemaking, frankly.

How do vyou convince our society
that's an instant gratification society that
if you suffer an ill, you take a pill, and you
get well, how do you convince our society that
maybe you don't need that pill, you don't need
the amount of pills that the doctor's going to
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automatically prescribe to you?
How many of us go to the doctor
and we feel we haven't received adequate

medical treatment 1if we didn't walk out

without a prescription? “What do you mean,
you won't give me an antibiotic? I have a
cold. I need to feel better, you need to give

me a prescription.”

So these are some societal views
that, wunfortunately, we won't be able to
address in our rulemaking.

And the other issue that I would
be 1interested to hear some o0f the other
speakers possibly address 1s motivation and
cost.

We can put the Dbest humdinger
take-back program or programs in the world in
place, but if people won't use them, if people
won't pay the 2.99 or 3.99 for the mailer, or
the cost to put it in the box to send it back
to the reverse distributor, where are we?

And vyou know, this legislation
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didn't enable DEA -- and maybe some of you
will sigh a big sigh of relief, but didn't
enable DEA to levy a fee on any particular
sector, either the registrant population or
the general public.

So that's going to remain an
unanswered question, I think, as we go through
this rulemaking. And I'll be interested to
hear some of the speakers, and maybe I've
placed too much of a burden on you, but some
of the speakers to comment on those issues as
we work through the next couple of days.

So I hope that Attorney General
Gansler is here. He is?

We are privileged to have the
Maryland Attorney General, Doug Gansler with
us this morning. He has graciously asked to
be included on our agenda, and we have
graciously conceded, because we're excited to
hear what you have to say.

Thank you.

MR. GANSLER: Thank you for
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allowing me to be part of this, and thank you
for your role in getting this bill passed,
because this 1is something that we've been
working on for about a year 1in our office
through the Maryland Attorney General's
Office.

But also, I'm the National Co-
Chair for ©NAG, the National Association of
Attorneys General, Environmental and Energy
Committee, and this is an area that we've been
looking at in terms of trying to get
prescription drugs and other pharmaceuticals
out of the water.

And so, we approach it
differently. Some of the AGs are interested
because of the public safety issue, of pharm,
as you know, p-h-a-r-m parties, and other
people going into medicine cabinets, and what
we're supposed to do with these drugs.

So what we would like to do, we've
given our comments to the Department of
Justice, and we're going to work with DEA, we
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hope to be able to work with DEA, in terms of
formulating the regulations that would make
this possible to have Maryland serve as a
pilot state to actually take the Act and put
it into practice and make it real, make it
work, and make it acceptable for everybody.

We do find that around the
country, the United States, there are a number
of these take-back programs.

We've looked at a lot of them, the
ones in the Dakotas, the mail program, Maine,
and you know, there's different, they're all
obviously well-intended. But we believe that
the system that we want to put together will
work and will serve as a pilot for the
country.

We've talked to the pharmaceutical
industry, PhRMA, they'll help fund us in the
end of this. And we have worked with the
pharmacies as well 1in terms of doing the
program there.

And what we want to do is a little
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bit -- and you Jjust mentioned the overlap.
You kind of put it exactly how we want to do
it.

We want 1t to be pharmacy-based.
We want to do consumer friendly, pharmacy-
based program, where people can take over the
counter drugs, prescription drugs, controlled
substances, back to the pharmacy where they
got them, and put them 1in a secure, five
gallon receptacle. And then those will be
taken off whenever they fill up or every month
or so to be incinerated in an environmentally
friendly way.

We think this is the best for the
consumers, because they'll actually do 1it,
kind of like if you drove down my street this
morning, every single house had the big blue
bin in Bethesda for the recycling.

And I think people will get a
culture, an understanding that this 1is where
they can Dbring their wunused, expired drugs
back to.
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Obviously, the pharmacies like it,
because it gives them another reason to go
from the front door to the pharmacy section
and they'll buy toothpaste and deodorant or
what have you on the way. PhRMA 1likes it
because people will stop beating up on them
because of putting the drugs -- flushing the
drugs down the toilet into the water.

And it's great for the
environment. We have a problem in Maryland,
and throughout the country, obviously, with
fish not knowing if they're boys or girls

anymore in some measure because of this issue.

So, what we would ask -- we
submitted regulation to DEA. We need three
things. And you know what we need, because

you were supportive of the legislation in the
first place.

We need the ability to have people
be able to bring -- particularly controlled
substances, actually, only controlled
substances, from their home back to the
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pharmacy.

In the real world, if somebody was
doing that right now, would they be stopped by
a DEA agent or a local law enforcement officer
and be charged criminally? Of course not. If
they had a box of controlled, dangerous
substances in the back of their car, of course
they would.

So, but we need to codify that in
order to get everybody on board to say that if
you are taking it from vyour home to the
pharmacy, vyou will not be violating the law,
and we have the language in there that says
how you can do that.

The reality, by the way, right
now, 1is that people will go to the pharmacy
all the time and pick wup drugs for their
parents or their siblings or their children,
and nobody questions them, but it's actually
probably technically illegal, but no one sort
of has a problem with it.

The second thing we need to be
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able to do 1s people need to be able to
deposit their prescription drugs or controlled
substances 1into the receptacle, and there
doesn't need to be recordkeeping of that, in
other words, of what is being put into those
receptacles. So we have to be able to waive
that particular piece of it.

And finally, we need to be able to
allow them to have the receptacle on premises,
either Dbehind the counter or next to the
counter 1in a secured fashion while it fills
up, and then it's taken away.

People say, well, of course that
shouldn't be a problemnm, because they're
keeping -- that's where you get oxycontin and
everything else right there. That's where

it's being kept anyway.

But right now, the way,
technically, it's not -- 1t wouldn't Dbe
seemingly legal to do that. So we need the

regulations to reflect the intent and
principle underlying the legislation.
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And if we can get those three
things done, all of which seem pretty simple,
but we have to make sure it's codified in the
right way and the language is the right way,
that everybody's comfortable with it.

And having been a prosecutor now
for about -- almost twenty years, I understand
that change is difficult, but we do need to
codify that to make this a reality.

And then what we'd like to do 1is
have every pharmacy in Maryland be a partner
in this. And we need to advertise 1it. And
there's basically, what we're trying to do is
replicate our system 1in Maryland on what 1is
already being done and has been done for
almost 10 years in British Columbia, Canada.

This is the exact system that they
do. It works. They've had no problems in
terms of diversion issues or really any other
issues at all in British Columbia. And that's
sort of the model that we're using and want to
use here in Maryland.
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But we do look forward to working
with the DEA to make this happen. We're
excited about it.

I think it's a great thing for so

many reasons. The Drug Enforcement
Administration's role 1is to get drugs -- bad
drugs off the streets. This will do that.

This will encourage people to take them from
their medicine cabinets or wherever they are
and bring them back to the pharmacy, put them
in the receptacles, and incinerate it in an
environmentally friendly way.

So, as somebody who came out of
the Department of Justice, I'm excited to be
working with the Department of Justice on this
effort, and hopefully we'll be able to get it
done in the near future.

Thank you very much.

(Applause.)

MR. CAVERLY: Thank vyou, Attorney
General Gansler.

We're running a 1little ahead of
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schedule, but let's go ahead and take a break,
and maybe come back at -- let's say 20 minutes
after. Maybe we'll get a little extra time
for lunch.

So go ahead and take a break.

One administrative note 1is that

the restrooms are across the hall and

downstairs. There's a stairwell that will
lead you downstairs. So 20 minutes after,
please.

(Whereupon, the above-entitled

matter went off the record at 10:01 a.m. and
resumed at 10:19 a.m.)

MR. CAVERLY: If folks could begin
to come back in and take your seats, please,
we'll resume our agenda.

Porch lag. Porch lag. I have a
friend from New Orleans who refers to
something called porch lag.

If you invite some people over to
your house, maybe another couple, and you have
a pleasant evening, dinner, and it's getting
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late, and they say, well, thank vyou for
inviting wus. We're going to be on our way
home.

And you move about three feet, and
you have another conversation for about
another ten minutes. And they say, well, we
really ought to get home.

And maybe 30 minutes or 40 minutes
later, they wind up on the porch, and there's
this lag of time, you know, from the point of
time where they say, well, it's time to go
home until when they actually get in the car
and they drive away.

So that's what we experience at
meetings 1is conference lag, not porch lag, as
folks begin to come back in.

We had a couple questions during
the break that I'11 attempt to start
addressing now.

The first question was in regards
to the presentations. We've had some
requests, whether we would make these
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presentations available to folks.

In the past, at conferences, we
have done so with the permission of the
presenters. So our intention at this point is
to ask each of the individuals who have a
PowerPoint presentation if it's okay with them
if we get a copy of it, and we'll post it on
the DEA diversion website as part of a record
of this particular conference.

So far, we've had a yes. So we'll
ask our next presenters as they come up
whether we can include those as part of the
record of this meeting.

The other question we're still
kind of tossing around a little bit. We've
had a guestion whether we would make the list
of attendees available as part of this public
record. And we're still debating that a
little bit.

I don't know 1f there's some
expectation of privacy that folks have. When
they registered, we required folks to register
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by email, so we have some email addresses.

And once we pass this information
out, we kind of lose control over it. So I
would hate for you to become on a spam list
somewhere and get advertisements for online
pharmacies or something like that, so.

Oh, I went to the DEA meeting, and
now they want me to buy Viagra, and they keep
sending me emails. We just don't want that to
happen.

So, we're going to think about it
a little bit over the next day or two, and
we'll try to come to some reasoned conclusion.

Okay. As I grab my agenda, we
have some folks from the National Sheriffs'
Association. Richard Stanek, who is the
Hennepin County Sheriff, will be addressing
us.

And we have Ed Hutchinson and
Stephanie Garlock, who are with the National
Sheriffs' Association here locally in DC. So
I'm going to turn it over to you folks.
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MS. GARLOCK: Good morning. Since
there are three of us, we're going to kind of
do this in tag team. I'm going to speak, my
colleague Ed is going to speak, and then we're
going to call up Sheriff Stanek to speak and
take up the remainder of our time. But we
thought it would be easier if the Sheriff sat
and came up afterwards so that not all three
of us are standing here.

Thank you to the DEA for allowing
us to have this opportunity to speak.

Unwanted, unused, and expired
medications sit in medicine cabinets in almost
every home, presenting a health and safety
threat to people, pets, and the environment.

By languishing in homes, these
medications 1increase the ©possibilities of
accidental ©poisonings, drug overdoses, and
criminal drug diversion.

Drug take-back programs are one of
the most effective ways to collect and dispose
of unwanted, unused, and expired prescription
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medications 1n communities throughout the
United States.

However, it is important to
mention a few issues to consider, to ensure
such programs are successful.

First, the cost associated to
local law enforcement for participation in
such programs. It is expensive for local law
enforcement to participate in the disposal of
unused prescription medication.

For example, in Cook County,
Illinois, the cost for properly disposing the
medication was $20,000. While Cook County may
have the resources necessary to 1incur the
cost, and while it may seem like a relatively
minor cost, such a cost 1s substantial to
smaller Jjurisdictions and may not be feasible
as resources are tight in local law
enforcement agencies nationwide.

In Jurisdictions where they are
unable to shoulder the costs associated with
disposing medication, it could potentially
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make local law enforcement hesitant to
participate in drug disposal programs if they
are solely responsible for incurring the cost
involved in disposal and destruction.

Therefore, it is critical that all
partners collaborate with drug disposal
collections to alleviate the costs associated
with destroying the medication.

Additionally, a sustainable
program 1s necessary. In 2010, the DEA held
its first national drug take-back program, and
it was highly successful. And due to that,
the DEA will be holding a second national drug
take-back program in April.

It is our belief that in order to
have continued success 1in disposing unwanted
prescription medication and keeping it out of
the hands of others, particularly the nation's
youth, it 1s critical that these take-back
programs are held on a continual Dbasis,
particularly at a state and or local level.

As such, all partners, local law
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enforcement, DEA, local hospitals and senior
living, local public health agencies, and
local pharmacies need to have a seat at the
table to discuss how to go about holding drug
take-back programs to ensure their success and
enable their discussions on how to hold such
programs on a more consistent basis.

Decisions cannot be made without
all necessary partners at the table,
particularly local law enforcement, as local
law enforcement are responsible for the
possession of controlled substances from a
consumer.

And now I'm going to turn it over
to my colleague Ed to talk about two other
points.

MR. HUTCHINSON: Good morning. Ed
Hutchinson, I'm the staff 1liaison to the
National Sheriffs' Association's drug
enforcement committee. And I am the director
of an older adult safety program called Triad,
again with the National Sheriffs' Association.
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This 1s more of a boots on the
ground, a couple of points in that a critical
element of a drug take-back program is the
marketing and education of the issue or the
event.

As well as needing sustainability
to insure the success of drug take-back
programs, sufficient and effective marketing
is needed to ensure the same success in such a
manner as an 1implementation handbook or tool
kit.

The public needs to be aware of
drug take-back programs that are being held in
their communities and how to participate in
the event and the ©procedures for moving
forward.

Furthermore, program information
also needs to be specifically targeted to
certain subsets of the community, i.e., older
adults, as they are 1likely to have an
abundance of ©prescription medication, and
rarely report crimes that are committed
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against them by family members, caregivers,
and their community, fearing repercussions.

Additionally, a strong educational
component, speaking to the hazards, potential
criminality, and potential dangers of non-
disposal of prescription medication is needed.

There is a need to ensure that not
only are the drug take-back programs marketed,
but the rationale behind the collection and
disposal of prescription medication is
communicated to participants in the community.

As prescription drug abuse becomes
more prevalent throughout the United States,
particularly among youths, it 1is important
that these programs are also used as a tool to
educate communities on the prescription
medication addiction and how they are
obtained.

These events serve multiple
purposes 1in communities: awareness, education,
and prevention. And these purposes need to be
emphasized in events moving forward.
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An additional concern is the
environmental impact. Drug take-back days are
critical for environmental reasons.

Although it was previously
acceptable to flush prescription medications
down the toilet, research has indicated that
this contributes to water pollution.

And furthermore, throwing away
medication can have an adverse effect as well.

Groundwater contamination can occur from
medications leaching out of landfills and
wildlife harmed by ingestion of these drugs,
as well as lending opportunity to access these
prescription drugs by others. Specifically,
throwing away prescription medications can
enable others who dumpster dive to obtain the
medication.

Drug take-back programs enable the
community to safely and effectively collect
the unwanted medication and dispose of it in
the safest manner possible.

We recommend a safe, effective,
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cost-effective, and sustainable program
accessible by all strata of law enforcement
communities, containing an educational
component, and implementation tool kit for the
events.

And now, we'd 1like to bring up
Sheriff Stanek from Hennepin County, Minnesota
to talk about his experiences 1in actually
implementing one of these take-back programs.

SHERTIFF STANEK: Well, good
morning. My name 1is Rich Stanek, and I serve
as Sheriff 1in Hennepin County, Minnesota.
It's the largest county in the state, with
about 1.2 million residents, or about one
quarter of the state's population.

We're almost one quarter of the
state's population, about 22 percent.
Hennepin County experiences almost half of the
state's crime in Minnesota.

Hennepin County Sheriff's Office
partners directly with 37 other 1local law
enforcement agencies that operate in Hennepin
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County, not including our state patrol, and of
course our federal law enforcement partners.

Now, Hennepin's the sixteenth
largest county in the country, so we're very
active participants in both the major County
Sheriffs' Association, as well as the National
Sheriffs' Association.

I serve on the Board of Directors
for both organizations, so my comments today
reflect the sentiments of the members of both
organizations, but specifically address vyour
questions from the experiences of my own
agency with the take-back event.

Now, why am I here? Real simple,
as the Sheriff of a large, urban, metropolitan
county, we book about 40,000 people a year
through the front doors of our jail. Seventy
percent of the folks who come through the
front door of our jail are under the influence
of an illegal drug. And then secondly, I am
the concerned parent of two teenagers in high
school.
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On Saturday, September 25, 2010,
the National DEA Take-back Day, the Hennepin
County and five other metro area countries in
Minnesota conducted a drug take-back event.
The Hennepin County event was held in
cooperation with the City of St. Louis Park at
a county location.

The Assistant Special Agent in
Charge, Dan Moran from the Minneapolis office
of the DEA, assisted us in coordinating the
metro area events.

Now, we had two primary goals when
we set out that morning. One was to develop
resident awareness of the gravity of the
prescription drug abuse epidemic, as so keenly
spoken here today, and remind residents to
carefully monitor the drugs in their own
medicine cabinets, and then secondly, to allow
residents to safely dispose of unwanted
prescription medications and over the counter
medications.

A secondary goal for my county
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Board of Commissioners and the Department of
Environmental Services was to find an
environmentally friendly alternative to most
residents' current method of disposal, in the
garbage or down the sink or toilet, which
started out as a straightforward plan to
provide a simple solution, it turned out to be
anything but simple or straightforward. It
became more complicated and convoluted as we
worked to answer the most obvious questions.

First and foremost was how to
identify the Schedule I controlled substances
and separate them out.

And secondly, who takes possession
of the drugs? Must these folks be licensed
peace officers?

And third, who's going to take
custody of the drugs once we get them, and
what documentation do we need?

And fourth, how will the drugs be
disposed of, since there's no legal venue for
drug disposal in Minnesota? And what happens
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if residents bring illegal drugs like
marijuana or heroin in for disposal, and what
do we do with toxic substances?

Our residents 1in 700 wvehicles
drove through our parking lot over four hours
that Saturday morning. We had licensed peace
officers overseeing contract workers who
provided window service.

Essentially, vyou drive up to one
location, they give you a plastic bag in the
window, vyou drive another 15 feet, and in
between that time, you put your prescription
drugs into the plastic bag, and then 15 feet
later, you hand them back out the window to a
licensed peace officer who turned them over to
a pharmacist, and the pharmacist sorted them
out from what was controlled substances to
something other than.

Our officers ensured the delivery
of each package to a licensed pharmacist on
site, 1like I said, who separated them out,
measured and repackaged the Schedule I
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controlled substances.

Now, we had licensed deputies take
and maintain custody of the Schedule I
packages, and then take them back to our local
evidence storage facility.

A private company then took
possession and assumed the responsibility for
disposing of all the other medications and
substances.

Tens and thousands of pills were
dropped off, some with street wvalues of $70,
$75, $80 per pill in our local high schools.

The most common were Vicodin and
other forms of hydrocodone, oxycodone,
codeine, and fentanyl.

We also collected over-the-counter
meds, pet medicines, vitamins and supplements.

And we're scheduling three more similar
events in 2011.

Our local law enforcement agencies
across the country are working now to come up
with reasonable ways for our residents to
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safely dispose of their prescription drugs.

Many of our sheriffs from across
the country have conducted drug take-back
events, with great success, I might add.
Sheriff Doug Gillespie of the Las Vegas Metro
Police Department held three take-back events
in 2010 called Operation Medicine Cabinet.
They collected over 2300 pounds of controlled
substances over the course of the three
events.

They recently received
$120,000 from their water reclamation
department to install and promote 20 pill drop
boxes in the metro region.

And other sheriffs in California
and Washington have also taken drug take-back
one step further by setting up permanent drug
drop-off boxes.

As you know, the Controlled
Substances Act established a closed system of
distribution designed to prevent the diversion
of controlled substances. And although
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patients can legally possess prescribed
controlled substances, they cannot lawfully
transfer a controlled substance to another
person or entity for any purpose, including
disposal.

Now clearly, the safest manner to
dispose of unwanted controlled substances 1is
under the supervision of 1law enforcement,
because of the risk of diversion. And to
fully understand this risk, you really need to
consider specific examples of abuse,
especially amongst  teens. The Attorney
General this morning spoke of it, as did this
gentleman.

Now, Minnesota kids have an
underground drug culture. They trade and sell
drugs via text messages and send invites on
Facebook for pharm parties. And even though
I'm from Minnesota, I don't mean farm in the
traditional sense you might think, but pharm,
P-H-A-R-M, as in short for pharmaceuticals.

The entry fee to a pharm party is
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a contribution of drugs of any sort. The kids
throw whatever they can find into a bowl or a
baggie and call the contents skittles or trail
mix. They take the mixed drugs by the
handfuls, often weekend binging, and have no
idea what substances they've ingested.

The Hazelden Center 1in Minnesota
now reports that the kids are developing
recipes for getting high, while emergency
rooms 1in Minnesota reporting kids overdosing
on bizarre combinations of drugs.

And where do they get their
contribution for the party? Well, they farm
their parents' or grandma's medicine cabinet.

They farm them from other kids who either
don't wuse or don't want to take their own
prescription meds. Kids sell them to each
other, and they trade.

A 2005 survey Dby the Partnership
for a Drug-Free America found that 19 percent
of U.S. teens have taken prescription drugs to
get high, including Vicodin and OxyContin, but
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also Ritalin and Adderall.

According to the National Center
on Alcohol and Substance Abuse at Columbia
University, more than one-third of the
children ages 11 to 18 1in Wisconsin and
Minnesota who had been prescribed Adderall or
other ADHD medications reported being
approached to sell or trade their drugs.

As we know, dealers are simply
ordering drugs off the internet, and they
arrive 1in 1innocent looking postal boxes and
Federal Express packages.

In my view, our federal drug take-
back initiative sponsored not solely Dby
federal law enforcement but in partnership
with the pharmaceutical industry may be the
best alternative for disposal, and is worthy
of exploration.

We should be developing a
mandatory  take-back program for unwanted
controlled substances so that consumers can
easily return unwanted drugs to their
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pharmacy.

Pharmacies are currently set up to
dispense controlled substances, SO they
already have safe and secure facilities, and
the licenses needed to possess and safeguard
controlled substances.

Pharmacies are a convenient place
for the public to dispose of controlled
substances, and generally have the security,
including cameras, in place to operate as both
a crime deterrent and a mechanism to identify
potential suspects of theft or robbery.

Our pharmacies work with
pharmaceutical manufacturers and distributors
every day, and for the most part, have
processes 1in place for the safe disposal of
controlled substances.

By comparison, for our event,
disposal was the biggest challenge we had, and
let me explain.

Under the Controlled Substances
Act, controlled substances may be destroyed
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only by incineration. The closest incinerator
to Hennepin County 1is located 1in Sauget,
Illinois, and for us, this would have meant an
eight hour drive through three states.

Because controlled substances were
involved in the shipment, an escort by
licensed peace officers to maintain the chain
of custody from the time of collection until
the time of disposal or incineration 1is
required. We would have incurred significant
labor costs in addition to the logistical
obstacles and liability issues.

In the end, the DEA took
possession of the controlled substances and
managed their disposal. They used an
incinerator in Fargo, North Dakota, over the
objections of the Minnesota Pollution Control
Agency and the Hennepin County Environmental
Services.

The private contractor couriered
all other substances we collected to an
incinerator located in Utah. And by the way,
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the Las Vegas metro take-back drugs were also
sent to an incinerator in Utah.

And given the complexities of the
Controlled Substances Act and other federal
law, and the limited disposal options
available to local law enforcement in
Minnesota, federal agencies simply are better
equipped to manage the disposal and transfer
of controlled substances across state
boundaries.

The direct cost of our four-hour
event was approximately $15,000, mostly labor,
and the cost was approximately $23 ©per
vehicle.

In addition, the indirect cost of
planning for and managing the event was
significant, but well worth the investment
from a public safety point of view.

I believe this is one of the
advantages to a mandatory pharmacy return
program, as an alternative. It makes
considerably more fiscal sense to have the
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industries that Dbenefit from the sales of
these drugs pay for the programs to minimize
the safety risks presented to the general
public.

Prescription drug abuse 1is the
fastest growing type of illicit drug use 1in
the United States, and we are seeing the same
trend in Minnesota, where, among kids, seven
of the top ten abused substances are
pharmaceuticals.

The availability of prescription
drugs 1s an immediate threat to the safety of
our kids. We need to work together to create
safe and reasonable solutions for our
residents so that they can return and dispose
of their unwanted medicines.

They're looking to us for
leadership on these issues, folks.

Now, I appreciate wvery much the
assistance we received from the DEA 1in our
drug take-back event, and vyour efforts in
conducting these hearings, and I look forward
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to your findings and recommendations.

I'll leave you three copies of my
comments this morning. And I wvery much
appreciate the time vyou've given me to tell
you a little bit about my experiences in

Minnesota 1n the position of major county

sheriffs and the National Sheriffs'
Association.

Thank you.

(Applause.)

MR. CAVERLY: Thank vyou, Sheriff

Stanek, Mr. Hutchinson, and Ms. Garlock for
your comments to us this morning.

I'11 make a couple of
observations, and then we'll go on to Lonnie
Grabowska, who's Chief Agent with the North
Dakota Bureau of Criminal Investigations. And
I'll tell a North Dakota story, okay, but
won't get myself in trouble, so just wait a
minute. Wait a minute.

In regards to the rule-making and
the Secure and Responsible Drug Disposal Act,
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DEA really doesn't anticipate that this law
enforcement exemption is going to be affected
in any way, shape, or form, so I wanted to
kind of throw that out there, that this is
going to be an option that will remain
available.

Congress didn't direct us to look
at that particular aspect of the Controlled
Substances Act, so we're not, so we anticipate
that the law enforcement exemption will remain
in place, and that these law enforcement take-
backs can also continue to go forward.

But vyou've hit on the operative
issue, and that's money. These things take
money. And one of the biggest challenges for
DEA in regards to 1its national take-back was
your number two point, or one of your other
points, was the disposal.

Where in the world do we take
these pharmaceuticals, controlled substances
and otherwise, to be lawfully incinerated?

It's not Jjust the federal
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environmental restrictions. There are also 50
individual states with 50 different
restriction. Some view pharmaceuticals as

hazardous waste.

We had some instances, in the
national take-back, we had one state that
wanted to have each of the individual police
departments that were participating obtain a
license as a waste generator, so we had some
challenges in DEA's national take-back.

And Jjust another disclaimer, we
don't anticipate that this national take-back
that DEA's sponsored 1is going to go on
forever. We'll continue to do this. Mr.
Rannazzisi has pledged that DEA will continue
to do this until there are some regulations in
place that afford for some other mechanism,
some other way to lawfully collect and destroy
pharmaceuticals, involved controlled
substances.

So now I'll tell my North Dakota
story. Everybody sees the drugs logo here.
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We've kind of had that up throughout the whole
thing. That actually was our second choice,
or at least our second choice.

We had a 1little poster contest.
The one we wanted to have used -- and that's
going to be the official logo, so I'm a sore
loser. The one that we wanted to have used
was actually a wanted poster. You know, it
said 1like, wanted, the old west, dead or
alive, you know, wanted, we want vyour old
drugs. Well, guess what? We lost.

But as we did the got drugs
program, as we did this national take-back
program, we wanted to be able to say that all
50 states were participating.

And we started mapping this out,
and we put the 1little dots on the map and
turned different states different colors. As
we looked across the map of the United States,
there was one state that had no collection
sites, North Dakota.

Now, 1it's not because North Dakota
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doesn't -- in fact, I'll put it this way.
North Dakota has a very robust pharmaceutical
collection program. In fact, they were so
robust, they really didn't need us. Okay,
they didn't need DEA.

But DEA wanted to say, we have all
50 states participating. So if you ever get
to see the national map for the take-back
program, North Dakota's included, Dbecause
North Dakota took pity on us, and we had one
collection site participate in the national
take-back program.

So North Dakota was actually doing
the right thing, and had been doing it for a
number of vyears. We were Jjust the Johnny-
come—-lately. So that's my North Dakota story.

So 1if I haven't embarrassed myself
too much, Lonnie Grabowska? Are you here?

Here he is.

I'm going to sit down very quickly
before he gets to the podium.

(Pause.)
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MR. GRABOWSKA: Good morning,
everybody. If I'm not speaking loud enough,
please let me know, and when I start to roam
because my ADHD away from the microphone,
point me back, so someone can hear me.

North Dakota, what he said 1is
probably very true. We have that small dot
there most likely on the map.

North Dakota is fairly lucky for a
couple of reasons. With our population base,
the amount of law enforcement we have, we're
able to work fairly close, and we're able to
have a program that's been running for us for
about a year and a half or so.

So what I'll do today 1is this.
I'll talk about what our program is, how we do
it, how it's affected us.

Now, you're going to have to take
it with a grain of salt, understanding that
what we do in North Dakota might be a little
simpler than what it seems for some other
states, so please keep that in mind.
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North Dakota law does allow our
law enforcement to incinerate our
prescriptions at the local collection
agencies, such as the city dump, if they have
an incinerator, we can go there and do that.
So there's a couple of things.

I'll tell the story about the
Attorney General as long as nobody tells him
that I told you. Does that sound like a deal?

All right, here it is. The Bureau
of Criminal Investigation does two things. We
do reactive drug work, just like most criminal
investigative agencies, and we do proactive
drug work, reactive criminal, proactive drug
work.

Well, I used to do a lot of drug
talks because I was running a drug task force
for seven or eight years, so we were buying a
lot of dope off and on.

And I went to a presentation. And
the AG wasn't there, of course, or I wouldn't
have said this, but I point to the picture and
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I said, yeah, this is the guy I buy most of my
dope from. Right, and it was funny, everyone
laughed.

Well, I got back to the shop, and
my boss calls me and says, did you do a talk
today?

Yes, sure do.

Was the AG there?

No.

Was his mother-in-law there?

(Laughter.)

I don't know.

He goes, she was.

I said, oh, well, I've always
liked him. So, you know, so I don't think I
ever told him that story, and I don't think I
ever will. I could get in trouble.

All right. Here we go, folks.
I'll walk through what we do in North Dakota
for our prescription drug take-back program.

In December of °09, the North
Dakota AG, Wayne Stenehjem, he created the
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prescription drug take-back pilot program to
manage the disposal of our unwanted meds.

He did not get legislative funding
for it, he did not do anything special. He
just, as his goal to take care of scrip drug
problem, because as the Bureau, we'd gone to
many meetings and said, Dboss, marijuana's
fine, meth is fine, we've got the coke, we've
got the LSD, we've got all the goods, but the
prescription drug is what's taking up the most
time for us. We're out there buying it left
and right.

We're Dbuying 1t from Workforce
Safety, we're buying it from the VA, we're
buying it from the docs, everything.

So, we had to go back. And he
said: ”“You know what? We have to do something
about this.” So we started targeting those
efforts, and this was a spinoff Dbecause of
that.

Here's what we wanted to do. We
wanted to take care of disposing the unwanted
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scrip drugs, and stop people from doing the
big three we talked about today, throwing them
in the trash, dumping them in a drain, or
holding on to them.

Ninety percent, as already
indicated, of the dope that we were buying,
all the prescription drugs were coming from
the kids wusually who were getting them from
the medicine cabinet.

We had a few who were making a
very lucrative Dbusiness off of VA and
Workforce Safety. I would go every month and
buy from the same guy all of his Vicodin that
came in. He wouldn't even take it out of the
bag for me, just hand me the postal envelope
it came in.

So that stuff is out there. But
most of it was still from the kids, and people
taking it from the elderly who had it in their
cabinets.

So I went and looked at my folks.

My dad is 62. My dad has a CVS in his house,
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so he and I had to talk about the prescription
drug take-back program. Mom didn't care much,
but Dad had to take care of it.

This 1is an article that we had
from Minnesota Jjust as we were starting our
program, which of course talks about the
pharmaceuticals 1in the 1lakes and the water
supply, and then also that it's starting to
show up 1in some drinking water 1in certain
areas. So of course the problem is there.

We went on the 2009 Youth Risk
Behavior Survey. This is what the AG used to
decide he was going to do this program. And
we just concentrated on three easy steps.

We said, 15 percent of high school
students have been abusing scrip drugs. 6.3
in middle school, 5.6 of high school students
have abused scrip drugs ten or more times.

Now, I've got a daughter who 1is
12, soon to be 13. She's just starting middle
school right now. I don't want her to buy
prescription drugs at school. I don't want

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

101

her friends doing it. I don't want anybody in
my community doing it.

So, we had to start somewhere with
this process, other than searching her
backpack every day she comes home. This 1is
what we had to deal with off the bat.

We sat down and looked at what we
had at the time as far as DEA went, so, we had
to look at the -- request assistance from DEA
Special Agent.

We had two ways. If you were a
registrant, DEA Form 41. If you weren't, you
had to give name, address, date of Dbirth,
social security number, first born, and all of
those things.

So we got through that part.

Then we had to look at the
transfer to a person registered under the Act
who's authorized to actually possess 1it, or
you had to drop it off to the closest DEA
office, or vyou had to destroy it 1in the
presence of a DEA official, or according to
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what the Special Agent in Charge could do, and
that's who we worked with locally to start our
project.

DEA did require for disposal of
controlled substances shall not be construed
as affecting or altering 1in any way the
disposal of <controlled substances through
procedures and laws and regulations adopted by
the state.

So these are the main areas that
we, as the Attorney General's Office, looked
at to say, are we meeting all of these, and if
we are, how do we make our program work?

So this 1s what we did. The AG
did not have the authority to deputize
pharmacists, because they all wanted to carry
guns, and we said no.

Allowing them to fall under the
DEA law enforcement exemption, the second, the
HIPAA privacy rule does not prohibit or impose
burdens on citizens returning unused
controlled substances.
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Here were some options for wus.
Could we take participating sheriffs and could
they deputize pharmacists for a limited
purpose of collecting substances?

Could we secure collection
containers for law enforcement facilities?

Could we establish a voluntary
pilot drug take-back?

And do we need to look at
legislation that would allow for the
flexibility of the program itself?

So this is what we did. In 2008,
right at the end there, we rolled out with our
first, Jjust like DEA did back in September.
We did it in Bismarck, North Dakota. Then we
went over to Fargo and did it the next day.

AG Stenehjem came out and talked
to the NAAG conference on March 2, 2010. Then
we did a couple expos up in the Grand Forks
area in April of 2010, and then we rolled out
full and complete, November 1, 2010, where we
currently have 22 collection locations
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scattered across the state.

Our take-back program provides a
very simple feature. It gives a disposal unit
for people to dispose of their unwanted
medications.

Disposal units are similar to the
Sharps containers in hospitals. This is what
they 1look 1like for wus, the 1large exterior
container on the side there with the key, and
then the insert on the opposite side.

I did work with the company. Our
inserts are blue in color, because I didn't
want folks putting Sharps into the item that
looked 1like a Sharps container, and we put
"for ©prescription use only" on the blue
container, the insert, and also on the outside
of the cage that you see there also.

So that 1is what we purchased and
installed in the 22 locations for law
enforcement to supply to the public.

Then we bought this monster, and I
bought five of these to start with, Jjust to
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get it rolling. What I had was our larger
agencies were filling up that three gallon
container fairly quickly.

We then put this into the evidence
room at the law enforcement center, where the
key only goes to the evidence custodian.

That person then allows law
enforcement to take the three gallon, dump it
into the 96 gallon, and that's what actually
gets emptied, vice the three gallon, because
it was Jjust too time consuming for our agents
to keep up with.

So currently, what we have is the
containers that you've seen are now mounted in
law enforcement agencies. Most of them are
sheriffs, some of them are chiefs. That's how
we're doing it right now.

Currently, we're 1in 22 locations
as of the first. A little overview of North
Dakota, those are the sites that we currently
have with the items.

We went to the Chiefs and Sheriffs
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Association. We went to multiple meetings
with them, and we said, folks, this is what
the program is. Do you want a container? And
we had these agencies sign up for them.

We then, meaning the Attorney
General's Office, would deliver to them their
outer container, and two inserts. And for the
larger agencies, the container, the two
inserts, and the big container 1in order to
dump into.

So what we did 1s this. Our
process 1is: law enforcement agencies provide
the disposal units. The general public can
come in and  turn in their controlled
substances to us.

Municipal county, state, and
federal agencies can oversee the collection of
disposal units for emptying. The pills are
turned in, recorded on our log sheets. Law
enforcement agencies properly dispose of the
prescription drugs in their incinerator.

So this is kind of how that works
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for us.
What does it do, or who does it
help? It benefits the community because they

have somewhere to put their ©prescription

drugs. Where? It's in the 1lobby of law
enforcement agencies. We did that Dbecause
it's controlled. Law enforcement has that

exemption, and we have to keep a tight chain
on what happens to these items once they're
turned in to us.

When? We started on February 1,
2009. We're still currently doing this.

Why? Of course, to get commonly
abused scrip drugs, such as pain and anti-
anxiety meds, off the streets and out of the
schools. Examples are Oxycontin, fentanyl,
Valium, and codeine. Those are the big ones
for us up north.

How? We place unused and unwanted
medicines and controlled substances in the
secured container located at the law
enforcement center, no questions asked, no
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cost to the community.

The only problem we had at the
Bismarck and Fargo take-back was that we had a
few rocket scientists bring their marijuana
and turn that in, so we were happy to help
them to the nearest correctional facility.
That was free to the public also. We were
happy to help.

What else do we do? We take our
program and we run it in conjunction with what
the pharmacies are doing in North Dakota for
the take-away program. So, what we have is
our take-back is not just for the prescription
meds. We get people dropping off other
things.

Most folks do not know what's
truly controlled in their cabinet and what 1is
not. If you were to ask them, 1s that a
controlled substance? Aspirin, to some
people, is a controlled substance.

So do we get Pepto-Bismol tablets?

Sure. Do we get fentanyl patches? Yes. So
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we get the gamut of the whole way across.

We had a real problem trying to
break the habit of saying, okay, only your
controlled substances come to us. Everything
else has to go over here.

The problem is folks don't know,
and they're not willing to pick up the phone
and ask. It's just not an easy thing to do,
calling the medicine shop and asking them if
this is controlled, vyou're going to get the
pharmaceutical answer, not the answer that
they're probably going to understand and be
able to interpret.

So, the pharmacies also work on a
take-away program that I'll talk about in a
little bit there.

Here's a sample log sheet that we
use. We collect, we weigh the quantity only.

So what happens 1s when law enforcement's
container is full, the Attorney General and
BCI, our agents are the ones that go and empty
these.
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Now, 1it's not a perfect scenario,
but it's the best that we can do with the
money and the resources we have. So that's
what happens.

Our agents go out to the law
enforcement agencies, grab onto the bags,
weigh them, and then our guys are the ones
that are actually incinerating them right now.

So, there's our collecting agent,
and there's the disposal date on there also.

Here's what 1t cost us 1in gear.
We did our -- first, we had to order two

gallon containers because 1it's all I could

find. Then, he was able to make me three
gallon containers, so we got those done. We
did our wall cabinets. We did 96 gallon

containers, a few of those, and our freight
charges.

So for right about $1300, the AG
in North Dakota has been able to buy the gear
to make this program go to the 22 locations it
currently has. So it was fairly cost-
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effective for us to be able to get it done.

It's basic. There's nothing
fancy. There's no big truck that pulls up and
grabs this stuff. It is labor intensive for
us, absolutely. But it's what the AG wanted
to get done, so that's what we had to work
with.

Totals right now: 1306 pounds,
that's what we have as far as from our 22
sites, so that is, again, taken by our agents.

And that's incinerated at the local dumps or
the city dumps under the supervision of our
agents.

To run with our program, we worked
with the pharmacies in the North Dakota Board
of Pharmacy to come up with a program where
the pharmacies would also have a container for
drugs to go 1into, non-controlled substances.
That's the caveat for these folks.

So, North Dakota Attorney General
Prescription Drug Take-back Program is
designed for the disposal of narcotic drugs.
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The North Dakota Board of Pharmacy and the
North  Dakota  Pharmacists Association co-
developed the sister program and the takeaway
program.

This program was developed as
North Dakota's Patient Medication Disposal
Program, utilizing community pharmacies. Non-
narcotics, and the default is still the take-
away program, so they can still always drop it
at law enforcement if they have any question,
but if they're at the pharmacy, they can drop
their non-controlled there also.

That was grant funded through the
Board of Pharmacy, $38,000 is what they had.
These funds allowed them to put 232 pharmacies
in North Dakota with a starter pack. That
starter pack was a 20 gallon takeaway system,
15 mail-in envelopes, counter display, front
window wall hangers, and a business plan.

The continued packets and the
upkeep for that are the responsibility of the
individual pharmacies. They did a one-time
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buy for them.

There's kind of a nice 1little
snapshot of what their takeaway boxes look
like. They're cardboard; they have a liner
inside of them. They dump the contents in.

They're then mailed to the
incinerator in New Jersey somewhere, same with
the envelopes. People can take the envelopes
home if they would 1like to put their
prescriptions in them at home, seal them, and
mail them that way. Non-controlled, of
course. That's what the pharmacies are doing
right now.

We do tell them also to have
what's acceptable and not acceptable, SO
people know that when they come if there's any
questions as part of their marketing process
for them.

Here's our version that we'll put
up once in a while so people know the take-
back is on the left and the take-away is on
the right there.
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Over-the-counter medicines, who
can take what, we explain what the cost of the

program was paid by. We talk about where they

can go. We talk about the main difference
between the two programs, and the
recordkeeping for them. That's available to

the general public.

And this 1is our main flyer that
goes out to the Sheriffs and to the general
public if they have questions between which
program is which. We have the drug take-back
program and the take-away on the other.

We've had good luck with the
program so far. Perfect scenario, no, but for
what we were able to accomplish with the funds
that we had and the means that we still have
available, it worked well for us to partner
with the pharmacies to make sure that we were
both doing something to let people do this.

We do have folks come in with
hundreds, literally hundreds of pounds of
things, and they'll come with a huge bag of
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stuff, and they can drop it off. That's what
our people will do. We'll collect it and
we'll dispose of it for them.

We would rather take that step
than have it end up on the diversion side of
the house, where we're buying it back later.

So, any question on either program
that I can field for a minute or two?

Sir?

AUDIENCE MEMBER: Could you
explain on the volume numbers, whether you're

including the bottle itself, or is it just the

pills?

MR. GRABOWSKA: Correct, okay,
yes. The question 1is, the actual volume by
weight.

That is Jjust the pills itself. TWe
do recommend to most of the people if they
come 1in with their container, because most
will come 1in, we'll get some folks come in
with five or six with all their wvitals on it,
have the name and the doctor.
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We'll say, folks, take those with
you. They'll uncap them. They'll dump them
into the top of the container, and they'll be
able to get them back.

Could vyou bring up where we have
both those pictures of the container and the
other one? Could you bring that up for me?

So, vyes, the answer to that 1is,
only the pills are weighed, and only the pills
are collected. The containers, if you look --
that's okay. There you go, thanks.

Up on the top there, folks, you
can actually see, that has just a small enough
opening where you can take the container and
dump it 1in without getting anyone's hand in
there.

Now, we did have a couple vyoung
gentlemen ask us, or try one time, they were
going to run and grab the whole prescription
container and rip it off the wall. It didn't
work, but we were able to escort them to the
correctional center also, which was nice of
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us. Public service again.

AUDIENCE MEMBER: With your
pharmacy take-away program, those that show up
with controlled substances, are they turned
back, or what happens there?

MR. GRABOWSKA: Yes, sir. The
question was, if anyone shows up with
controlled substances at take-away, what's
done?

The pharmacies are telling them to
go to the law enforcement center and use that
receptacle for controlled substances.
Correct.

Now, are they still getting some?

I would say vyes, especially if the folks
bring 1in a paper bag Jjust full of random
pills, which we are getting sometimes, too.

It would be a perfect scenario if
we could break down each of the pills coming
in and find out which is which, and which is
controlled, which 1is not. There's Jjust no
time for it. There's not enough money or
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time.

Ma'am?

AUDIENCE MEMBER: I thought I
heard you say that you logged everything, but
if they're Jjust dumped in there, how do you
log —-

MR. GRABOWSKA: Sure, the question
is, how are things 1logged if everything is
just dumped into the containers?

The log 1is just the actual weight
of the collected prescription drugs or
capsules or whatever it is. Nothing is done
as far as a break-down Dbetween, this 1is
Oxycontin, this 1is Lorsaid, this 1is aspirin.

Ma'am?

AUDIENCE MEMBER: So then are you
treating all of the prescription drugs, over-
the-counter or prescription, as controlled
substances?

MR. GRABOWSKA: Are we?

AUDIENCE MEMBER: Yes.

MR. GRABOWSKA: We are collecting
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all of them. Yes.

AUDIENCE MEMBER: But I thought
their treatment had to be -- their disposal,
and how they're 1logged in and how they're
treated, I thought that controlled substances
were treated differently from non-controlled
substances, or at least the responsibility for
documenting them.

MR. GRABOWSKA: Right, as far as
the documentation goes, we're just documenting
the actual weight of them, and that they're
disposed, not the actual breakdowns.

AUDIENCE MEMBER: Thank you.

MR. GRABOWSKA: Yes.

Sir?

AUDIENCE MEMBER: The costs that
you've 1incurred on the program, does that
include the incineration cost, or how is that
dealt with?

MR. GRABOWSKA: The incineration
cost 1s actually free to us, except for the
man hours to go out. It's, like I said, in
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North Dakota, things are done a little more
simple once 1in a while, and we are very
fortunate because of it.

But we do literally have our
Agents <call the city and say, I want to
incinerate evidence, which 1is something that
we do quite often.

If it's marijuana,
methamphetamine, whatever it is, we will take
those pills to the incinerator, put them in,
and they'll actually burn them for us at no
cost.

And that's more of a political
connection between the Bureau and the Chief of
Police or the Sheriff 1in that county that
allows us to have that.

Yes, ma'am?

AUDIENCE MEMBER: So with the --
you're looking at two things. You're looking
at the take-backs. You've got two take-back
programs going, and now -- and then vyou're
looking at the diversion side.
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You're looking at an expenditure
on your take-back side, and you're looking at
the costs on your diversion.

Are vyou seeing a balance, or are
you seeing a change in diversion, so you're
not spending as much trying to buy back all of
those drugs again, or is that coming down the
pipe, do you hope?

MR. GRABOWSKA: Right. We are not
seeing any correlation with that right now.
We've only been doing this for a year, and we
are just now up in the 22 different spots. I
would hope that's something we would be able
to find.

The diversion side 1is a monster.
You know, as the Sheriff had talked earlier,
when he got up, it's -- I think this 1is a
great safety factor. I think this is going to
have a great impact, but the diversion side is
still something that we're going to have to
keep continually addressing. But we have not
seen that correlation yet.
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AUDIENCE MEMBER : But you're
hoping?

MR. GRABOWSKA: Absolutely. I
would hope we can fix it tomorrow, I would.
Love to.

Ma'am?

AUDIENCE MEMBER: Are vyou doing
this on a continual basis for the controlled
substances, or are you just doing certain days
of the week or month?

MR. GRABOWSKA: This is
continuous, so at any time, they can come in
and drop off those scrip drugs.

What we were finding 1is that we
only held it on certain days, we were getting
the influx of people, but if you couldn't make
it at your convenience, most folks Jjust aren't
able to alter a schedule to attend. So we
have kind of 24 hour access to it.

AUDIENCE MEMBER: I've spoken to a
pharmacist from a military Dbase 1in North
Dakota to help get some ideas for a program.
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I'm just wondering, did you guys go to the
military folks or the VA folks, or did they
come to you, Or --

MR. GRABOWSKA: We're actually
working with them now on this. When we
initially put this out, they were involved in
the communication, but I think they had some
permissions maybe that they had to get through
on their end that were a 1little bit more
complicated than the pharmacies were able to
work with us.

But vyes, we are working with the

Air Force bases that we have in North Dakota.

Yes?
AUDIENCE MEMBER: A Dbit of an
extension. What about nursing homes and long

term assisted care facilities as sources? Any
success looking at them?

MR. GRABOWSKA: We have started
communicating with them for that. They right
now 1in North Dakota kind of have their own
system of gathering those together and sending
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them off is what they're currently doing, and
they're incurring those costs.

So we are mainly seeing only the
general public right now turning in, but we're
not working directly with the long term care
facilities.

AUDIENCE MEMBER: Have vyou run
into any environmental issues using regular
draft incinerators to dispose of products that
are controlled?

MR. GRABOWSKA: We haven't.

Ma'am?

AUDIENCE MEMBER: Actually that
was my question.

MR. GRABOWSKA: Just by the state
regulation that the AG had worked through was
able to allow that.

Yes, sir?

AUDIENCE MEMBER: You're using
that exemption, the law enforcement exemption
-— you're not, you don't have to follow those
rules?
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MR. GRABOWSKA: I don't quite
understand your question, sir, I'm sorry.

AUDIENCE MEMBER: When you burn it
like in a regular city dump or something,
you’ re burning a list of chemicals that's pre-
listed waste, it should be incinerated at a
fully proper use facility, you're burning it
at a city dump, and I take it from your slide
that you're using the law enforcement
exemption for what you're trying --

MR. GRABOWSKA: Correct.

MR. CAVERLY: You know, when we
did the national take-back, we became aware of
all of these environmental restrictions that
we don't necessarily deal with on a daily
basis.

When we talked to local law
enforcement and we issued that SAC
authorization letter or SAC endorsement
letter, we tell the local PDs that they should
destroy controlled substances 1in accordance
with federal, state, and local laws.
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But we don't follow around behind
them to make sure that the incinerators have
the proper permits, and so on and so forth.
So, while we're making, I think, a good faith
effort to ensure that, you have to recognize,
for law enforcement folks, vyou're speaking a
different language, so it's not something that
we're accustomed to hearing.

It's something that we've Dbecome
-- we at DEA have become certainly much more
aware of, and will work even harder for our
second take-back April 30 to ensure, Dbut
that's something that we in law enforcement
aren't used to dealing with and aren't used to
hearing.

That doesn't mean we shouldn't
hear it or we shouldn't be aware of it, but we
leave it up to the local agencies to
appropriately destroy it.

In North Dakota, they're using the
means that they have available to them, and
Lonnie, I guess you're not aware, and I
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certainly wasn't of some of these
restrictions.

One more question and then we'll
move on to our next speaker.

MR. GRABOWSKA: Yes, sir.

AUDIENCE MEMBER: I'd like to just
start by saying, I think programs 1like this
are a wonderful idea. And I realize that the
answer to my question probably isn't known or
can't be known, but as programs like this move
forward and more and more take hold, I would
imagine at some point, we'd have to ask the
question, what percent of what's out there are
we getting off the streets?

And not to Dbe cavalier, but if
despite all of our efforts, we're taking a
half percent or one percent off the streets,
is it worth it? Has anybody looked at this?

MR. GRABOWSKA: You know, as far
as numbers, no. And that's what our goal 1is
going to be as our program rolls, also, is to
find out, is this actually making the proper
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effect that it's supposed to?

AUDIENCE MEMBER: It's a problem of
measurable, but I guess you would just have to
look at maybe emergency room visits, that kind
of stuff as the markers.

MR. GRABOWSKA: And how much
you're able to buy out there, how much can we
illegally get our hands on is going to be a
big measurement tool. When it's not available
anymore, then we kind of know that we did
something. Yes.

Thank you, folks. You bet.

(Applause.)

MR. CAVERLY: One of the huge
challenges when we talk about prescription
drug abuse is the issue you raised.

You know, what's the universe of
prescription drug abuse? How many drugs are
being abused, what percentage of controlled
substances that are manufactured for
legitimate wuses wultimately get diverted and
misused?
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We had a former Administrator
within DEA that would consonantly ask us that
question, very frustrated. You want to know -
- we can tell you how many abusers there may
be based on drug abuse surveys, but we really
don't know what the universe of drugs are that
are being used illicitly.

We do find a correlation between
volume and abuse. It seems like the more
drugs that are produced, presumably for
legitimate uses, the more drugs we also see in
the illicit market.

We've seen that with specific
drugs that have been manufactured for specific
uses. As they become more commonly
prescribed, they become more commonly found in
the illicit market.

But it's wvery difficult to get
that outcome percentage, an