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AMERICA’S HEROIN AND OPIOID ABUSE
EPIDEMIC

Tuesday, March 22, 2016

HOUSE OF REPRESENTATIVES
COMMITTEE ON OVERSIGHT AND GOVERNMENT REFORM
Washington, DC

The committee met, pursuant to call, at 10:01 a.m., in Room
2154, Rayburn House Office Building, Hon. John Mica presiding.

Present: Representatives Mica, Turner, Jordan, Walberg, Amash,
Gowdy, Massie, Meadows, DeSantis, Buck, Walker, Blum, Hice,
Carter, Grothman, Hurd, Palmer, Cummings, Maloney, Norton,
Clay, Lynch, Connolly, Cartwright, Lawrence, Lieu, Watson Cole-
man, DeSaulnier, Boyle, and Lujan Grisham.

Mr. MicA. Good morning. I would like to welcome everyone this
morning to the Committee on Oversight and Government Reform,
and to a hearing which is entitled “America’s Heroin and Opioid
Abuse Epidemic.” T would like to welcome our ranking member,
Mr. Cummings, and all the members and our witnesses this morn-
ing to this hearing and call the hearing to order.

Without objection, the Chair is authorized to declare recesses at
any time.

The order of business this morning will be as follows. We will
begin the hearing with opening statements from myself and the
ranking member. Other members are welcome to submit opening
statements, and with Mr. Cummings’ support we will leave the
record open for 5 days, legislative days, for additional comments or
statements.

Without objection, so ordered.

And when we complete the opening statements, we will turn to
our panel of witnesses. We have five distinguished witnesses today,
three at the Federal level, one at the state, and one at the local
level for our hearing. We will swear those witnesses in, and then
we will hear their testimony, and then we will proceed with ques-
tions. So that will be the order of business that will follow.

So again, welcome, and I will start with my opening statement.

Unfortunately, the United States is experiencing an historic epi-
demic of drug overdose deaths. Today, drug overdoses are the lead-
ing cause of accidental death in the United States. In 2014—I don’t
have the 2015 figures yet, but in 2014 there were—listen to this—
47,055 deaths caused by drug overdose. That means if this hearing
lasts for two hours, 10 people will die in the next two hours in the
United States from drug overdose deaths.

This is a little chart showing you the increase since 1999. I re-
member I chaired Criminal Justice Drug Policy Oversight Sub-
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committee from 1998 to 1999, and we thought we had an epidemic
back in 1999 with 16,000, and I can show you some of the head-
lines from my local newspapers where we had many people dying
over a weekend. Unfortunately, that is what we are seeing again
in my community and across the United States.

Unfortunately, more Americans have died from drug-related
overdoses in one year than all that were killed in the lengthy Ko-
rean War. If the current trend continues, the annual death rate
could climb beyond those killed in Vietnam over that multi-year
struggle in one year.

The graph from the Washington Post illustrates the disturbing
rise in drug overdoses between 1999 and 2014. Now, of the 47,000,
more than 10,000 Americans died of heroin-related overdoses. Her-
oin use is increasing at a faster rate. If you want to talk about a
war on women and a war on our young people, the heroin deaths
are Kkilling our women at twice the rate of men and 109 percent
more with our youth.

Unfortunately, we have seen, according to the Centers for Dis-
ease Control and Prevention, that again with heroin deaths among
our youth between 18 and 25 in the past decade have soared and
again lead the statistics, the deadly statistics. Across all demo-
graphics, the rate of heroin-related overdose deaths has increased
286 percent.

While the exact cause of this epidemic is up for debate, many ex-
perts believe the use of other drugs is also a driving factor. Addic-
tion to other drugs such as prescription painkillers and marijuana
potentially open the door to an epidemic now destroying families
and communities.

Those addicted to other drugs turn to heroin to get a similar high
because it is cheaper and more readily available. Mexican drug car-
tels have established heroin trafficking routes here in the United
States and coming across our borders. Now we see increased sup-
plies in recent years.

I had a chance to talk with my police chiefs and law enforcement
folks in the district, our HIDTA folks, our DEA folks, and we are
seeing an incredible supply, and we will have some questions about
where that is specifically coming from. We know a lot of it is com-
ing across the Mexican border.

The impact, unfortunately, is felt in communities across the na-
tion. Just a few weeks ago I met again with all of the local officials,
and we have one of my local officials who we will hear from in a
few minutes, Teresa Jacobs, our county mayor in Orange County,
who has been forced to deal with the heroin epidemic in Central
Florida in her county. In Orange County alone, and you will hear
more about this, we had 475 related heroin bookings in 2013. By
the end of 2015, last year, we had 840. The majority of those ar-
rested were between the age of 18 and 44.

The Obama Administration, unfortunately, I believe, has been
sending mixed signals about the use of substances such as mari-
juana, which is one of the gateway drugs. Talk to anyone who is
in counseling, treatment, rehabilitation, and you will find out that
marijuana is a gateway drug, and many of the heroin users start
there and work their way up the chain of deadly drugs.



3

According to the National Institute on Drug Abuse—now listen
to this—more high school seniors are now using marijuana than
cigarettes. A policy that has been adopted, unfortunately, has con-
sequences. The “Just Say No” drug policy which was championed
by the late First Lady, Nancy Reagan, has turned into a “Just Say
Okay” policy, and now we are seeing the consequences.

While improving treatment is a key, enforcement is and must re-
main an essential part of combatting the heroin epidemic. When I
talked to the police chief and I saw the numbers in our locale, I
said, well, it looks like you have been able to keep the lid on some
of this, although it is now at epidemic proportions. And they told
me, Mr. Mica, he said this is only because we now have antidotes
that can bring these people back. The only reason we aren’t seeing
double or triple the deaths is because our law enforcement and our
first responders can bring these people back if they can get to them
in time.

Not only illegal immigrants are flowing over the Mexican border
but also illegal drugs. We know that is the main source of the sup-
ply of heroin, cocaine, marijuana, and a host of other deadly nar-
cotics. Stopping deadly drugs from entering the United States is a
Federal responsibility, and we will hear from some of those officials
engaged in that war.

New statistics show Federal drug prosecutions, unfortunately,
are down 6 percent in the last year, 2015. This comes after a 14
percent drop since the beginning of the Obama Administration’s so-
called Smart On Crime initiative.

Our frontline law enforcement officers, if we are going to save
more of these kids and others who are overdosing, they should be
equipped with the resources to prevent and save them from over-
dose deaths, not just our emergency medical officers. The EMS peo-
ple get there usually after the first responders, and it may be too
late. So this is something else we have learned from our local task
force and law enforcement officials.

One of the police chiefs in my district informed me that just
within the last month or so, we had one student who had to be re-
vived from overdosing three times in one week. That is astounding.
Whhat is astounding is he is still alive and we were able to catch
that.

Speaker Ryan announced addressing this current epidemic as a
priority, and the Senate has acted on some legislation. I believe
that this is absolutely critical, that this whole drug situation, in-
cluding the heroin epidemic, become a priority for this Congress.

I look forward to hearing from our witnesses today as we exam-
ine how to protect our communities from this fast-growing and sky-
rocketing national epidemic.

I am now pleased to yield to our ranking member, Mr.
Cummings. Mr. Cummings was my ranking member. We together
led the effort from 1998 to 2000. I remember going into Baltimore
with him and conducting hearings there when people were dying
on the streets in huge numbers. But, Mr. Cummings, we are unfor-
tunately backsliding, and here we are today. But he did a great job
of trying to save people in his community, and he is now the rank-
ing member of our full committee.

Mr. Cummings?
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Mr. CUMMINGS. Thank you very much, Mr. Chairman. I want to
thank you for holding a hearing on America’s heroin and opioid epi-
demic.

I want to take a moment before I start to extend our prayers to
the people of Brussels, Belgium.

Mr. MicA. I would join you, and I would ask everyone for just
a moment of silence, if we could.

[Moment of silence observed.]

Mr. MicA. Thank you, Mr. Cummings.

Mr. CuMMINGS. Thank you, Mr. Chairman.

Today’s hearing is about a national public health emergency, and
we need to treat it like one. People are dying in Baltimore, Or-
lando, Salt Lake City, Manchester, and cities all across our nation.
We can no longer ignore this public health emergency.

The Congress needs to put its money where its mouth is and ac-
tually help, help our states fund treatment programs to stop this
epidemic in its tracks. Drug treatment facilities without adequate
funding are like firemen trying to put out a raging inferno without
enough water. Last week, Leader Pelosi sent a letter urging Speak-
er Ryan to schedule a vote on $600 million in emergency funding
to help states address this epidemic before this recess week.

Our colleague from Connecticut, Representative Courtney, has
already introduced this bill in the House, and Senator Shaheen has
been pressing this legislation in the Senate. Congress should not
leave town until we take emergency action to increase funding to
help states combat this epidemic.

We must also fully fund President Obama’s budget request for
$1.1 billion in 2017. This crisis will not end in a day. It will take
our sustained commitment, and every one of us owes it to our con-
stituents to make that a priority. They want us to take action, and
they want us to take action now.

Let me tell you why Federal funding is so important. In my home
town of Baltimore, I witnessed with my own eyes, in my own
neighborhood, the destruction drug addiction inflicts on our com-
munities. The first time I ever heard of a drug overdose death was
55 years ago from heroin, 55 years ago. I didn’t understand it then.
It was a young man in our neighborhood who we looked up to who
turned to heroin, named Bey-Bey, and I can remember being so
confused as to what this was all about.

So I have seen vibrant neighborhoods and hard-working families
and communities destroyed. In Baltimore, where many of the vic-
tims were poor and black, this went on for decades. Our nation
treated this issue like a war rather than a public health emer-
gency. We incarcerated generations rather than giving them the
treatment they needed.

Now, things are changing. Between 2006 and 2013, the number
of first-time heroin users nearly doubled. About 90 percent of these
first-time users were white. This epidemic has become a runaway
train barreling through every family and every community in its
path. It has no respect for barriers. It is now responsible for the
deaths of 78 Americans every single day, every single day.

Why is this happening? In part, it is a result of doctors over-pre-
scribing pain medication and drug companies urging them on so
they can make massive profits. I would like to enter into the record



5

an op-ed by Emily Narciso that appeared in the Baltimore Sun on
March 19th.

Mr. MicA. Without objection, so ordered.

Mr. CUMMINGS. I just want to read just a paragraph from this
article. It says, “Prescriptions of opioids have been traditionally
limited to cancer pain and comfort measures. But in the mid-"90s,
companies began marketing these pills as a solution to a new
plethora of ailments. In their efforts to expand the market, pro-
ducers understated and willfully ignored the powerfully addictive
properties of their drugs. The promotion of OxyContin by Purdue
Pharma was the most aggressive marketing of a Schedule II drug
ever undertaken by a pharmaceutical company. The Sackler family,
which owns Stanford, Connecticut-based Purdue Pharma, achieved
a place on Forbes’ 2015 List of America’s Wealthiest Families. The
Sacklers, the richest newcomers to the list, are worth an estimated
$14 billion,” $14 billion.

Now, going on, as she explains, the United States has only 5 per-
cent of the world’s population, but we consume 80 percent of the
world’s painkillers. Five percent, ladies and gentlemen, of the
world’s population, but 80 percent of the painkillers we consume.

So, yes, I believe it was unconscionable that our nation ignored
this issue for decades, but now Republicans and Democrats are
starting to work together, and I thank God that this day has finally
come and the stars are starting to align for meaningful change.

We now have people like Orrin Hatch, Chris Christie, Rob
Portman, Kelly Ayotte, and Mike Pence realizing the severity of
this crisis and supporting more funding to help our cities and
states. They are beginning to realize that this is not an urban
issue, a rural issue, a black issue, an Hispanic issue, or a white
issue. This is an American issue that affects your sisters, your
brothers, your sons, and your daughters.

There is something else we must do. We can no longer allow drug
companies to keep ripping off taxpayers for life-saving medications.
The Chairman mentioned just a moment ago the drug naloxone
and its life-saving effects. Cities all around the country have recog-
nized the need to equip their first responders, police officers and
public health officials with naloxone, a drug that can reverse opioid
overdoses in a matter of minutes. But their efforts have been di-
rectly undermined by corporate greed.

As more first responders began using this drug, the company
that makes it, Amphastar, began to increase its prices by stag-
gering amounts. In May 2014, a 10-dose pack cost the Baltimore
City Health Department roughly $190. Guess what? Today, it costs
more than $400 for the life-saving drug. Despite repeated efforts by
my home state of Maryland, this company continues to over-charge
for this drug. The company also continues to obstruct congressional
oversight by refusing to produce all of the documents I requested
last May, last May, about their massive price increases.

Mr. Chairman, today’s hearing is rightly focused on the heroin
and opioid epidemic, but I hope the committee will turn next to my
request for documents, as well as my request for a hearing with ex-
ecutives from Amphastar.

With that, let me welcome our esteemed panel of witnesses
today, and I thank you for being here. In particular, I would like
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to welcome Dr. Leana Wen, the Baltimore City Health Commis-
sioner, who has done an outstanding job. She is a true national
leader in developing and carrying out effective solutions to the
opioid crisis. We are very fortunate to have her heading our health
efforts in Baltimore, and we are very pleased to have her here
today.

And with that, Mr. Chairman, I yield back.

Mr. MicA. Thank you, Mr. Cummings.

Again, we will leave the record open for members who came in
late for 5 legislative days if you would like to submit them at this
point in the record.

Mr. MicA. We now want to again welcome our witnesses. Let me
first introduce them, and then we will swear you in.

I am pleased to welcome the Honorable Michael Botticelli, and
he is the Director of Office of National Drug Control Policy at the
White House.

We have Mr. Lou Milione, and he is the Deputy Assistant Ad-
ministrator for Diversion Control at DEA, the Federal Drug En-
forcement Administration at the Department of Justice.

And then we have Ms. Kana Enomoto, and she is the Principal
Deputy Administrator of Substance Abuse and Mental Health Serv-
ices Administration at the U.S. Department of Health and Human
Services.

And then we have Ms. Leana Wen, and she is the Health Com-
missioner for Baltimore City Health Department.

And then I would like to also welcome my requested witness, the
Honorable Teresa Jacobs, Mayor of Orange County, Florida.

Some of you have been before us before, some of you haven’t. We
ask you that you limit your statements to approximately 5 minutes.
You will see the little monitor. You can also request from the Chair
additional statements or information be added to the record. So if
you have a statement and you want to summarize it, you are wel-
come to do that.

Since this is an oversight and investigations panel of Congress,
I would like you to stand now and be sworn. Can you raise your
right hand?

Do you solemnly swear or affirm that the testimony you are
about to give before this committee and Congress is the whole
truth and nothing but the truth?

[Witnesses sworn. ]

Mr. MicA. All of the witnesses have answered in the affirmative,
and we will let the record reflect that.

We will first turn to our ONDCP representative, the Director of
the Office of National Drug Control Policy from the White House,
Mr. Botticelli.

Welcome, and you are recognized.

WITNESS STATEMENTS

STATEMENT OF MICHAEL BOTTICELLI

Mr. BorTiCELLI. Chairman Mica, Ranking Member Cummings,
and members of the committee, thank you for the opportunity to
appear here today to discuss the issues surrounding opioid drugs,
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including heroin and illicit fentanyl, in the United States, as well
as our Federal response.

During his State of the Union address, President Obama specifi-
cally mentioned addressing prescription drug and heroin use as a
priority and an opportunity to work with Congress in a bipartisan
manner on this issue that transcends party, income level, gender,
race, and geography.

The Office of National Drug Control Policy produces the National
Drug Control Strategy, which is the Administration’s blueprint for
reducing drug use and its consequences. Using our role as the coor-
dinator of Federal drug control agencies, in 2011 the Administra-
tion released a plan to address the sharp rise in prescription opioid
drug misuse that coincided with a surge in opioid drug prescribing
at the beginning of this century. As this crisis has evolved with an
increase in heroin and fentanyl use and overdose deaths, the Ad-
ministration continues to put forward new initiatives to help deal
with emerging issues.

For example, in October the Administration announced a series
of commitments it obtained from state, local, and private-sector
partners, as well as Federal agencies, aimed at addressing this epi-
demic.

Opioids are having an unimaginable impact on public health and
safety in communities across the United States. Fifty-seven people
died each day from opioids in 2010, and by 2014 that figure was
up to 78 people. The number of drug overdose deaths involving syn-
thetic opioids other than methadone, a category including fentanyl,
has more than doubled since 2012.

These overdose rates are harrowing. However, we are making
some progress. Past-month non-medical use of opioids by Ameri-
cans 12 and older was significantly lower in 2014 than during its
peak in 2009, and the number of people initiating the non-medical
use of prescription pain relievers in the past year also decreased
significantly during that time.

Unfortunately, this progress has been counteracted by an in-
crease in the availability and use of heroin. Heroin purity has been
rising while prices have remained low. The heroin crisis is com-
pounded by the reemergence of illicit fentanyl, a powerful synthetic
opioid that is sometimes added to heroin to increase its potency or
used unsuspectingly on its own. Since fentanyl is far more potent
than heroin, its use increases risk for overdose death.

While prescription opioid misuse far surpasses heroin use, and
the transition from non-medical prescription opioid use to heroin
occurs at a very low rate, a recent review article concluded that
this transition appears to be a part of the transition of addiction
among those with frequent use or dependence rather than a re-
sponse to the reduction and availability of prescription medications,
as some have speculated.

Graduate medical education programs do not provide a com-
prehensive focus on the identification or treatment of opioid use
disorders. A startling evaluation of health care claims data found
that a majority of non-fatal opioid overdose victims were receiving
an opioid from a prescriber, and 91 percent received an opioid pre-
scription again from a prescriber following their overdose.
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In response last year, President Obama issued a Presidential
Memorandum requiring all Federal agencies to provide training on
the appropriate and effective prescribing of opioid medications to
ztaff who prescribed controlled substances as part of their Federal

uties.

Just last week, the Centers for Disease Control issued rec-
ommendations for primary care clinicians on the prescribing of
opioids to treat chronic pain. The Administration also obtained
commitments by more than 40 provider groups that more than
500,000 health care providers will complete opioid prescriber train-
ing in the next two years. And the Administration continues to
work with Congress to make mandatory prescriber education part
of their controlled substance licensure.

The Administration has also focused on several key areas to re-
duce and prevent opioid overdoses, including educating the public
about overdose risks and interventions, increasing third-party and
first responder access to the opioid overdose reversal medication
naloxone, promoting Good Samaritan laws, and connecting over-
dose victims and persons with an opioid overdose to treatment.

Yet, there remains in this country a considerable gap that inhib-
its many victims of this epidemic from accessing the treatment
they so desperately need. Therefore, the President’s Fiscal Year
2017 budget proposes $1 billion in new funding over two years to
support cooperative agreements with states to expand access to
medication-assisted treatment and to expand access to substance
use treatment providers in areas across the country most in need
of providers.

And just a few days ago, HHS Secretary Burwell announced $94
million in Affordable Care Act funding to health centers to expand
the delivery of substance use services, with a specific focus on
medication-assisted treatment for opioid use disorders in under-
served populations.

While we appreciate Congress’ support, the President’s proposal
gnderscores the need for additional funding to address this epi-

emic.

To address the increase in heroin and illicit fentanyl use and
availability, the National Drug Control Strategy focuses on identi-
fying, disrupting, and dismantling criminal organizations traf-
ficking opioid drugs, working with the international community to
reduce the cultivation of poppy, and identifying labs creating syn-
thetic opioids like fentanyl and its analogs.

In addition, last year ONDCP created the National Heroin Co-
ordination Group, which is a multi-disciplinary team of subject-
matter experts to lead Federal efforts to reduce the supply of her-
oin and fentanyl in the United States, and we have also committed
$2.5 million in high-intensity drug trafficking area programs to de-
velop a heroin response strategy, providing law enforcement re-
sources to address the heroin threat across 15 states and the Dis-
trict of Columbia.

We have also been actively engaged with the government of Mex-
ico on efforts to reduce the flow of heroin and fentanyl into the
United States. Earlier this month, I met with Mexican Attorney
General Gomez and other interagency representatives. We agreed
to further collaboration on efforts to disrupt the production of her-
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oin and fentanyl. This bilateral cooperation will be mutually bene-
ficial to both our countries.

Members of the committee, we remain committed to working
with our Federal, state, local, tribal, and private-sector partners to
reduce and prevent the health and safety consequences of non-med-
ical prescription opioid, heroin, and illicit fentanyl use. Thank you
very much.

[Prepared statement of Mr. Botticelli follows:]



10

EXECUTIVE OFFICE OF THE PRESIDENT
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Chairman Chaffetz, Ranking Member Cummings, and members of the Committee, thank
you for this opportunity to address the issues surrounding opioid drugs, including heroin and
fentanyl, in the United States, and the Federal response. As you know, this is an important
concern for President Obama, who traveled to West Virginia in October to highlight this public
health and public safety challenge. During his State of the Union address in January, the
President specifically mentioned addressing prescription drug and heroin abuse as a priority —
and an opportunity to work with Congress in a bipartisan manner on this issue that transcends
political party, income level, gender, and race.

The Office of National Drug Control Policy (ONDCP) was established by Congress in
1988 with the principal purpose of reducing illicit drug use, manufacturing, and trafficking;
drug-related crime and violence; and drug-related health consequences. As a component of the
Executive Office of the President, ONDCP establishes policies, priorities, and objectives for the
Nation's drug control programs and ensures that adequate resources are provided to implement
them. We also develop, evaluate, coordinate, and oversee the international and domestic anti-
drug efforts of Executive Branch agencies and ensure such efforts sustain and complement state
and local drug policy activities.

At ONDCP, we are charged with producing the National Drug Control Strategy
(Strategy), the Administration's primary blueprint for drug policy, along with a national drug
control budget. The Straregy is a 21% century plan that outlines a series of evidence-based
reforms that treat our Nation’s drug problem as a public health challenge, not just a criminal
justice issue. It is guided by what science, experience, and compassion demonstrate about the
true nature of drug use in America. We recognize that any policies to limit the prescribing of
opioids need to take into account patients’ legitimate need for pain medications.

The considerable public health and safety consequences of nonmedical use, and
inappropriate prescribing, of prescription opioids and the use of heroin and illicit fentanyl,
underscore the need for action. Since the Administration’s inaugural 2010 Straregy, we have
deployed a comprehensive and evidence-based strategy to address opioid use disorders and
opioid induced overdose deaths. The Administration has increased access to treatment for
substance use disorders, expanded efforts to prevent overdose, and coordinated a Government-
wide response to address the consequences of opioid misuse. We also have continued to pursue
actions against criminal organizations trafficking in opioid drugs.

This statement focuses largely on the Administration’s interventions to address opioid
drug misuse, as well as those of our Federal, state, and local partners that are involved with
opioid prescribing or the prevention and treatment of opioid misuse.

Opioid Use Trends and Consequences

Opioids — a category of drugs that includes heroin and prescription pain medicines like
oxycodone, oxymorphone, hydrocodone, and fentanyl — are having a considerable impact on
public health and safety in communities across the United States. Their misuse has evolved into
an epidemic that transcends locality, income level, gender, and race. According to the Centers for
Disease Control and Prevention (CDC), approximately 129 Americans on average died from a
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drug overdose every day in 2014.! Of the 47,055 drug overdose deaths in 2014, heroin was
involved in 10,574 drug overdose deaths, while opioid analgesics were involved in 20,808 drug
overdose deaths. Among the opioid analgesic category, there were more than 5,544 drug
overdose deaths involving synthetic narcotics other than methadone, which includes fentanyl.
This number has more than doubled from two years earlier (2,628 in 2012). Deaths from opioids
in 2010 were 57 per day, and by 2014 they were 78 per day. Additionally, overdose deaths
involving opioids are likely undercounted. Of deaths where drug overdose is cited as the
underlying cause of death, approximately one-fifth of the death certificates do not list the drug
responsible for the fatal overdose.?

The Administration continues to focus on vulnerable populations affected by opioids,
including pregnant women and their newborns. When used chronically by pregnant women, both
prescription opioids and heroin can cause withdrawal symptoms in newborns at birth; if these
opioids were withdrawn during pregnancy, fetal harm could result. From 2000 to 2009 the
number of infants displaying symptoms of drug withdrawal after birth, known as neonata}
abstinence syndrome (NAS), increased approximately threefold nationwide.’ Newborns with
NAS have more complicated and longer initial hospitalizations than other newborns.* Newly
published data show the rate of NAS incidence per 1,000 births increased 40 percent, from 3.4 in
2009 to 5.8 in 20123

Overdose rates in the United States are much too high; however, the Nation is making
some progress in addressing prescription opicid misuse. In 2014, more than 4.3 million
Americans ages 12 and older reported using prescription pain relievers non-medically within the
past month, down from 5.3 million in 2009.% The number of Americans 12 and older initiating
the nonmedical use of prescription pain relievers in the past year also has decreased from 2009 to
2014, from 2.2 million to 1.4 million.” Additionally, according to the latest Monitoring the
Future survey, the rate in 2015 of past-year use among high school seniors of narcotics other
than heroin, inchuding OxyContin or Vicodin, is its lowest since 2002.°

‘While progress has been made in reducing nonmedical use of prescription opioids, it has
been counteracted by a rise in availability and use of heroin, although nonmedical prescription
opioid use continues to far surpass heroin use. The number of past-year heroin users increased

'Centers for Disease Control and Prevention, Nationat Center for Health Statistics. Multiple Cause of Death, 1999-2014 on CDC WONDER
Online Database, released 2015. Extracted by ONDCP from hgy!mggggx cdc.gov/med-icd10.htm} on December 9, 2015.
2 Rudd, RA, Aleshire, N, Zibbell, JE, and Gladden, RM. Increases in Drug and Opioid Overdose Deathis — 2000-2014. Centers for Disease
Comrol and Pn:vcmlon Monahty and Morbidity Weekly Reporz Jan 1. 2016 64(50) 1378-82. Available at:
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from 373,000 in 2007 to 914,000 in 2014,° and approximately 435,000 Americans reported past-
month use of heroin in 2014.!° These figures likely undercount the number of users, as national
household surveys do not track all heroin-using populations, such as homeless users.

Heroin use and deaths involving heroin are rising significantly throughout the United
States among men and women, in most age groups, and regardless of income level. !’ Since
2007, there has been a 340 percent increase in heroin-involved overdose deaths, from 2,402 in
2007 to 10,574 in 2014.12 Additionally, heroin purity has been rising since 2010, while prices
have remained low.!* This increase in purity permits heroin use by snorting or smoking, which
broadens the drug’s appeal to a population that previously was disinclined to inject the drug
intravenously.

Similar trends concerning growth in heroin use are reflected in the country’s substance
use disorder treatment system. Data show a near tripling in the past 10 years of treatment
admissions for individuals primarily seeking treatment for non-heroin opiate use disorder, from
52,768 in 2003 to 154,778 in 2013. During the same period, the number of admissions for
primary heroin use increased by 15 percent (from 274,459 to 316,797).!% Although all states have
not yet reported specialty treatment admission data for 2013 and 2014, the states that have
reported show an increase in the proportion of primary treatment admissions that are for heroin
use.'

The heroin crisis is being compounded by the reemergence of illicit fentanyl, a powerful
Schedule II synthetic opioid analgesic more potent than morphine or heroin.!¢ Fentanyl is
sometimes added to heroin to increase the product’s potency, or mixed with adulterants and sold
as “synthetic heroin” with or without the buyer’s knowledge. Since fentanyl is more potent than
heroir§,7 its use increases risks for overdose death, even among individuals who are chronic opioid
users.

Some states are being hit especially hard by fentanyl-related overdoses. For example,
Ohio state medical authorities report there were 514 fentanyl-related overdose deaths in Ohio in
2014 alone — up from 92 in the previous year.'* And in New Hampshire, the Office of the Chief

? Substance Abuse and Mental Health Services Administration. Resulis from the 2014 National Survey on Drug Use and Health: Detailed Tables.
Department of Health and Human Services. [September 2015] Table 7.24 — Types of Hiicit Drug Use in the Past Year among Persons Aged 12
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Medical Examiner reports that out of 385 drug deaths in 2015 (an additional 45 are pending
toxicology results), 351 involved opioids. Of those deaths involving opioids, 253 involved
fentanyl and 74 involved heroin.”®

It is important to note the complex relationship that exists between nonmedical
prescription opioid use and heroin use. A report from the Substance Abuse and Mental Health
Services Administration (SAMHSA) found that 80 percent of new heroin users reported
nonmedical prescription opioid use, but less than four percent of nonmedical prescription opioid
users transitioned to heroin use.?’ However; a review article in the New Fngland Journal of
Medicine concluded that the transition from nonmedical prescription opioid use to heroin use
appears to be part of the progression of substance use disorder in a subgroup of nonmedical users
of prescription opioids, primarily among persons with frequent nonmedical use and those with
prescription opioid misuse or dependence.?’ This suggests that a certain segment of the
population is at higher risk of developing an opioid use disorder or likely to transition from
nonmedical prescription opioid use to heroin use. Moreover, research indicates that some
prescription opioid users will initiate heroin use if it is accessible, and especially if it is
inexpensive relative to prescription opioids, but they will also use prescription opioids and
prescription tranquilizers when heroin is hard to find or of poor quality.?

This behavior also dramatically increases the risk of exposure to blood-borne infections
from injection drug use, including human immunodeficiency virus (HIV) and hepatitis C.
Intravenous use of the prescription opioid oxymorphone recently spurred an HIV outbreak in
southeast Indiana. Since the first patient in the outbreak was identified in January 2015, 190
people have tested positive for HIV.?

Additionally, an evaluation of recent healthcare claims data found that a majority of non-
fatal opioid overdose victims were receiving an opioid from a prescriber at the time of their
overdose and that 91 percent of victims received an opioid prescription again from a prescriber
following their overdose.?* This includes overdose due to a prescription opioid or heroin. This
study also found that the percentage of people who overdosed a second time was double among
those with an active prescription compared to those without one, and those on the highest doses
of opioids were at significantly greater risk of overdosing.

This interrelationship between prescription opioids and heroin indicates that we must
continue to push for mandatory education and training of opioid prescribers to alleviate the
circumstances that lead to prescription opioid misuse, heroin use and its consequences.
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Mexico is a primary supplier of heroin to the United States, with Mexican drug
traffickers producing heroin in Mexico and smuggling the finished product into the United
States.?S Opium poppy cultivation in Mexico has increased substantially in recent vears, rising
from 11,000 hectares in 2013, with an estimated potential pure heroin production of 26 metric
tons, to 17,000 hectares in 2014 with potential production of 42 metric tons of pure heroin.?®

Fentanyl used for illicit purposes comes from several sources including pharmaceutical
fentanyl diverted from legal medical use, which accounts for a small percentage of the fentanyl
in the illicit market, and clandestine fentanyl that is manufactured in Mexico or China and
smuggled into the United States.?” A portion of illicit fentanyl that is smuggled into the U.S.
market is ordered via the internet and shipped to the buyer using legal shipping companies.”$*

The Administration’s Response

President Obama’s inaugural National Drug Control Strategy, released in May 2010,
labeled opioid overdose a “growing national crisis” and laid out specific actions and goals for
reducing nonmedical prescription opioid and heroin use.”® In April 2011, the Administration
released a comprehensive Prescription Drug Abuse Prevention Plan (Plan)*’, which created a
national framework for reducing prescription drug diversion and misuse. The Plan focuses on:
improving education for patients and healthcare providers; supporting the expansion of state-
based prescription drug monitoring programs; developing more convenient and environmentally
responsible disposal methods to remove unused and unneeded medications from the home; and
reducing the prevalence of pill mills and doctor shopping through targeted enforcement efforts.

Graduate medical education programs may not provide a comprehensive focus on the
identification or treatment of substance use disorders, and since the opioid drug epidemic is
connected to overprescribing of prescription opioid drugs in the United States, the first piilar of
the Plan focuses on ensuring that prescribers are better trained on the dangers of misuse and
abuse of prescription drugs. Much progress has been made in expanding available continuing
education for prescribers. At least fifteen states (Arkansas,>! Connecticut,’? Delaware,*
Florida,* Iowa,*> Kentucky,’® Maryland,”” Massachusetts,*® Nevada,® New Hampshire,” New
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* US Department of State, Bureau of | N ics and Law E; Affan‘s ics Controt Strategy Report
2015 [INCSR] (March 2015) for data from 2013 - 2014 and lished U.S. G i

2 Drug Enfc ic Intelligence Section. 2015 National Heroin Threat Assessment. DEA-DCT-DIR-039-15.

** DEA Background Briefing on Fentany!. Presentation made at ONDCP on March 14, 2016.
» Ofﬂoe of Nanonal Dmg Comrol Policy. 2010 National Drug Contra! Strategy. Exccunve Ofﬁce of the President. [2010]. Available:
iteh defaul / licy-a n 2 1 ag

use ndep/issu ugs lan
3 A C.A. § 20 7-704 (201 5) avallable at: http //www i ics/arcod "Vefaul! asp

3 CONN. GEN. STAT. § 20-10b (2015), available at hitpJ//www.cga.ct mvlz()l S/ACT/PA/201 5PA-00198-ROOHRB-06856-PA htm
*24 DEL. CODE ANN § 3 1 l avatlable at
iregulations.dela

ift pdf.
i Flonda Admmlstraxwe Code Rule 64}315 13 001, avmlable at: https //www ﬂru!es org/gateway/ruleno asp‘?ld-64315 13.001
3 JOWA ADMIN. CODE 1. 253-11.4 (2011), available at https://www legis.iowa.gov/docs/ACO/chapter/07-22-2015.653,11.pdf.
%261 Ky. Admin. Reg. 9:250 (2013), available athw_gwm_(}@[z_mm
3 Maryland Department of Heaith and Mental Hygiene. Maryland Board of Physicians. CME Mandate (2015). available at:
http:/fwrwwr.mbp state. md.us/pages/overdose html
¥ MASS. GEN. LAWS ch. 94C, § 18(¢) (2011), avaalable ar hitps:/is
3 NV. B 459 (2015), available at hitps./) tals i
0SB 576 (2016) [318-B:40], available al jili A /ec




16

Mexico,*! North Carolina,*? Tennessee,® Utah,* and West Virginia**) now require education for
prescribers.

At the Federal level, in October 2015 President Obama announced a Presidential
Memorandum requiring all Federal agencies, to the extent permitted by law, to provide training
on the appropriate and effective prescribing of opioid medications to all employees and certain
contractors who are health care professionals and who prescribe controlled substances as part of
their Federal responsibilities and duties.*® Also, CDC has issued a guideline for the prescribing
of opioid pain medication for patients 18 and older in primary care settings, focusing on the use
of opioids in treating chronic pain outside of active cancer treatment, palliative care, and end-of-
life care.*” Additionally, the Administration has developed and made available free and low-cost
training options for prescribers and dispensers of opioid medications via several sources,
including SAMHSA and the National Institute on Drug Abuse at the National Institutes of
Health. Also, the Food and Drug Administration (FDA) now requires manufacturers of extended-
release and long-acting opioid pain relievers to make available free or low-cost continuing
education to prescribers under the Risk Evaluation and Mitigation Strategy for these drugs. And
over 40 prescriber groups organized by the American Medical Association agreed to boost the
number of prescribers trained to 500,000.

In order to help prescribers and pharmacists identify patients who may be at risk for
substance use disorders, overdose, or other significant health consequences of misusing
prescription opioids, the second area of the Administration’s Plan focuses on improving the
operation and functionality of state-administered prescription drug monitoring programs
(PDMP). PDMPs provide prescribers with information on the types and frequency of prescribed
controlled substances. State regulatory and law enforcement agencies may also use this
information to identify and prevent unsafe prescribing, doctor shopping, and other methods of
diverting controlled substances. Research also shows that PDMPs may have a role inreducing
the rates of prescribing for opioid analgesics.*

In 2006, only 20 states had PDMPs. Today, the District of Columbia has a law
authorizing a PDMP, and 49 states have operational programs.*® To drive PDMP utilization, 28
of the 49 states with PDMPs currently require prescribers to query the PDMP in certain
circumstances.*® Given this growing national trend, the need for integration of PDMP data into
the health care setting has never been more critical. Integrating with provider health IT systems
(e.g., electronic health records or EHRs) will help drive the success of mandatory use
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requirements by reducing the burden placed on providers.’! For example, in Tennessee, there
has been a 38 percent decrease in the number of high-utilizing patients of opioid pain relievers
since the mandatory requirement to check the PDMP went into effect on January 1, 2013.%

The Department of Justice’s (DOJ) Bureau of Justice Assistance (BJA) is supporting
expanded interstate sharing of PDMP data. Currently, due to efforts of BJA, the Department of
Health and Human Services (HHS), ONDCP, and stakeholders such as the National Association
of Boards of Pharmacies, at least 34 states have some ability to request and share data across
state lines.® HHS has invested resources to make PDMP information readily available in health
IT systems like EHRs; this enables physicians and pharmacists to more quickly and easily check
a patient’s PDMP report before prescribing or dispensing a prescription pain medication. Since
the inception of BJA’s grant program in Fiscal Year (FY) 2002, grants have been awarded to 49
states and 1 U.S. territory. In recent years, the grant program has been expanded to include tribal
participation and to give support to states and localities to expand collaborative efforts between
public health and public safety professionals.

In addition, the Consolidated Appropriations Act, 2016 (Pub. L. 114-113) includes a total
of $70 million (an increase of $50 million) to scale up CDC's Prescription Drug Overdose
Prevention for States program. This program provides grants to states to help implement tailored,
state-based prevention strategies such as maximizing PDMPs, enhancing public insurer
mechanisms to prevent overdoses, and evaluating state policies and programs aimed at
addressing the opioid epidemic.

Data show that approximately 66 percent of past-year nonmedical users of prescription
pain relievers report getting them from a friend or relative the last time they used them, and
approximately 84 percent of the time, that friend or relative obtained the pain relievers from one
doctor.3 Therefore, the third area of the Plan focuses on safely removing millions of pounds of
expired and unneeded prescription medications from circulation. Since September 2010, the
Drug Enforcement Administration (DEA) has partnered with hundreds of state and local law
enforcement agencies and community coalitions, as well as other Federal agencies, to hold 10
National Prescription Take-Back Days. Cumulatively, these events allowed DEA to collect and
safely dispose of more than 5.5 million pounds of unneeded or expired medications.*® In
addition, DEA published a Final Rule for the Disposal of Controlled Substances, which took
effect October 9, 2014.% This regulation expands the options available to securely and safely
dispose of unneeded prescription medications. ONDCP and DEA have engaged with Federal,
state, and local agencies, and other stakeholders to educate the public about the new rule and
expand local drug disposal programs. State and local agencies throughout the country have
implemented disposal programs and prescription medication collection boxes. Additionally,
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Alameda County, California, and King County, Washington, have passed product stewardship
laws that require prescription drug manufacturers to develop and pay for county prescription
drug disposal programs.

The final part of the Plan focuses on improving law enforcement capabilities to reduce
the diversion of prescription opioids. Federal law enforcement, including our partners at DEA,
are working with state and local agencies to reduce pill mills, and prosecute and eradicate
unscrupulous registrants or anyone engaging in illegal prescribing practices.

Additionally, the Administration has focused on several key areas to reduce and prevent
opioid overdoses from prescription opioids and heroin, including educating the public about
overdose risk and interventions; increasing third-party and first responder access to the opioid
overdose reversal medication naloxone; working with states to promote Good Samaritan laws;
and connecting overdose victims and persons with an opioid use disorder to treatment.

The Administration continues to promote the use of naloxone by those likely to encounter
overdose victims, especially first responders and caregivers. Prior to 2012, just six states had any
laws that expanded access to naloxone or limited criminal liability for persons that took steps to
assist an overdose victim. Today, 46 states and the District of Columbia have enacted statutes
that expand access to naloxone or provide “Good Samaritan” protections for possession of a
controlled substance if emergency assistance is sought for a victim of an opioid overdose.”’ In
2014, FDA approved a naloxone auto-injector, Evzio, and in 2015, a nasal formulation of
naloxone, Narcan. These two delivery methods should facilitate administration of naloxone by
third parties who would be hesitant to administer the drug via injection when they encounter an
overdose. Additionally, the National Association of Counties, the National League of Cities,
and the United States Conference of Mayors, in conjunction with U.S. Communities Purchasing
Alliance and Premier, Inc., have secured discounts on naloxone and medications for treatment
through the purchasing program for state and local governments.

The expansion of treatment services for persons with opioid and other substance use
disorders has been a key focus of the Administration. The Affordable Care Act and Federal
parity laws are extending access to mental health benefits and substance use disorder services for
an estimated 62 million Americans.*® This represents the largest expansion of treatment access in
a generation, and could help guide millions into successful recovery.

The FY 2016 appropriations act provides an increase of approximately $100 million over
the previous year to address the prescription opioid and heroin epidemic. As part of increased
investments in the HHS Opioid Initiative, it includes a $35 million increase for SAMHSA to
expand medication-assisted treatment for opioid use disorders in high-risk communities, increase
the use of the overdose-reversal drug naloxone, and improve prevention efforts. It also continues
to include $1 million for a Bureau of Prisons pilot program to provide appropriate substance use
disorder treatment for eligible inmates. In addition, the appropriation continues to provide $7
million in funding for the DOJ Community Oriented Policing Services’ Anti-Heroin Task Force
grants to help communities form innovative partnerships that address the opioid epidemic, and a
$38 million increase for SAMHSA’s Substance Abuse Block Grant, which distributes funding to

> Only IA, KS, MT and WY do not have such laws.
* Berino, K., Rosa, P., Skopec, L. & Glied, S. (2013). Affordable Care Act Will Expand Mental Health and Substance Use Disorder Benefits and
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all 50 states to prevent and treat substance use disorders. The act also allows certain high-risk
communities to use Federal funds for services associated with syringe service programs and
increases funding for general drug prevention, anti-trafficking and treatment programs. Building
on this commitment, in his FY 2017 Budget President Obama proposed $1 billion in new
mandatory funding over two years to expand the availability of opioid use disorder services,
target areas of highest need, and allow states to implement evidence-based strategies that best
meet local needs, such as medication-assisted treatment and expansion of the availability of
substance abuse treatment providers (through enhanced loan repayment for healthcare providers
that offer medication-assisted treatment). Such efforts will help individuals seek treatment,
successfully complete treatment, and sustain recovery. These resources will support states in
expanding access to medication assisted treatment, include the placement of substance use
disorder providers in areas of the country that need them most, and invest in evaluation

Leadership and innovation is taking place at the local level as well. For example, in
Dayton, Ohio, Police Chief Richard Biehl implemented a community-based initiative,
“Conversation for Change,” where Dayton police officers collaborate with addiction and
recovery professionals, mediators, and family members to provide education, resources, and
assistance to people who are struggling with an opioid use disorder. In Gloucester,
Massachusetts, Police Chief Leonard Campanello launched an “Angel” initiative, where anyone
with a substance use disorder can enter a police station and ask for help. He or she will then be
assigned to a social services volunteer for placement into a treatment program. Police
departments across the country are now implementing similar programs.

To address the emerging rise in heroin and illicit fentanyl use and availability, the
National Drug Control Strategy focuses on identifying, disrupting and dismantling criminal
organizations trafficking in opioid drugs; working with the international community to reduce
cultivation of poppy; identifying labs creating dangerous synthetic opioids like fentanyl and its
analogues; and enhancing efforts along the Nation’s borders to decrease the flow of these drugs
into our country.

Expanding on these efforts, in October 2015, ONDCP created the National Heroin
Coordination Group, a multi-disciplinary team of subject matter experts to lead Federal efforts to
reduce the availability of heroin and fentany! in the United States. This hub of interagency
partners is leveraging their home agency authorities and resources to disrupt the heroin and illicit
fentany! supply chain coming into the United States and is establishing mechanisms for
interagency collaboration, and information-sharing focused on heroin and fentanyl.

This past December, the Administration released the report of the Congressionally-
mandated interagency Heroin Task Force, which was co-chaired by ONDCP and DOJ. The
report includes recommendations of Federal agency experts in law enforcement, medicine,
public health and education, providing emerging evidence-based public health and public safety
models for Federal agency engagement in activities that promote solutions to reduce demand or
decrease spread of disease.

In addition, this past summer, ONDCP committed $2.5 million in High Intensity Drug
Trafficking Areas (HIDTA) Program funds to develop a strategy to respond to the Nation’s
heroin epidemic. This unprecedented project by ONDCP combines prevention, education,
intelligence, and enforcement resources to address the heroin threat across 15 states and the

9
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District of Columbia. The effort will be carried out through a unique partnership of five regional
HIDTAs ~ Appalachia, New England, New York/New Jersey, Philadelphia/Camden, and
Washington/Baltimore. The HIDTA Program is a locally-based program that responds to the
drug trafficking issues facing specific areas of the country. Law enforcement agencies at all
levels of government share information and implement coordinated enforcement activities;
enhance intelligence sharing among Federal, state, local, and tribal law enforcement agencies;
provide reliable intelligence to law enforcement agencies to develop effective enforcement
strategies and operations; and support coordinated law enforcement strategies to maximize
available resources and reduce the supply of illegal drugs in designated areas. The HIDTA
Heroin Response Strategy will foster a collaborative network of public health-public safety
partnerships, sharing best practices, innovative pilots, and identifying new opportunities to
leverage resources.

Our Federal law enforcement agencies are aggressively addressing the heroin and
fentanyl issue here and abroad through a variety of means. The DEA and other U.S. Federal law
enforcement agencies have co-located Special Agents with international partners such as
Mexico, in South America, and in other parts of the world to assist in criminal investigations
targeting drug trafficking organizations, and to help develop their capacity to conduct the full
range of narcotics interdiction activities within their countries to target both heroin and fentanyl.
QOur Federal law enforcement agencies, in conjunction with the Department of State, are working
with the countries that supply fentanyl and the precursor chemicals used in its manufacture to
stem the flow of these dangerous chemicals to the Western Hemisphere. And along our
southwest border, U.S. Customs and Border Protection continues to detect and interdict heroin
and illicit fentanyl entering the United States, and to apprehend those attempting to bring these
dangerous drugs into our communities. DEA, Federal Bureau of Investigation, Homeland
Security Investigations, and Department of Justice’s Organized Crime Drug Enforcement Task
Forces (OCDETF) target, disrupt, and dismantle international drug trafficking organizations that
manufacture, transport, and distribute heroin and fentanyl destined for and distributed across the
United States. In addition, OCDETF’s National Heroin Initiative, starting in December 2014,
vets and funds innovative regional approaches that improve information sharing and data
collection and support multi-agency, multi-jurisdictional enforcement actions.

This month, I traveled to Mexico City with Ambassador Brownfield, Assistant Secretary
of State for International Narcotics and Law Enforcement Affairs, and Chargé d’ Affairs Duncan,
our acting Chief of Mission in Mexico. The primary purpose of the trip was to gain agreement
with the Government of Mexico on tangible, near-term actions to address the heroin and fentanyl
entering the United States from Mexico. We agreed to work closely together to address the issue.
Bilateral coordination is beneficial for both our countries, and we look forward to working
closely with our Mexican partners to reduce the flow of heroin and fentanyl into the United
States.

Conclusion

The Administration continues to work with our Federal, state, local, and tribal partners to
reduce and prevent the health and safety consequences of nonmedical prescription opioid, heroin,
and fentanyl use. Together with all of you, we are committed partners, working to reduce the
prevalence of substance use disorders and the number of overdose deaths through prevention,
increasing access to treatment, helping individuals recover from the disease of addiction, and

10
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working with law enforcement to reduce diversion of prescription opioids and the supply of
heroin and fentanyl. Thank you for the opportunity to testify here today, and for your ongoing
commitment to these issues. I look forward to continuing to work with you on these pressing
public health matters.

11



22

Mr. MicA. Thank you, and we will withhold questions until we
have heard from everyone.

Let me recognize Mr. Milione and welcome him, our DEA rep-
resentative.

STATEMENT OF LOU MILIONE

Mr. MILIONE. Thank you, Chairman Mica, Ranking Member
Cummings, and distinguished members of the committee.

DEA views the combined prescription opioid and heroin abuse
epidemic as the number-one drug threat facing the country. I ap-
preciate the opportunity to appear before you today and talk about
what we at the DEA are doing to address that threat.

Prescription opioids are walking users up to heroin’s door, across
that threshold, and into heroin’s deadly embrace. Mexican cartels
are entrenched in communities throughout our country, exploiting
the prescription opioid abuse epidemic and flooding the country
with high-purity, low-cost heroin. Those cartels are forming a toxic
business relationship with the violent distribution cells that are
slinging that dope in our communities.

What is the end result? In one year, almost 30,000 of our fellow
Americans died from a prescription opioid or heroin overdose. As
everyone has acknowledged, this is an unimaginable tragedy.

DEA understands that we need a balanced, holistic approach to
this epidemic. We stand with our interagency partners, including
those represented here today, and embrace prevention, treatment,
and education as critical to our success. However, enforcement
must be a key component of our overall strategy. We need to inves-
tigate and bring to justice not those suffering from opioid use dis-
order but those that are exploiting human frailty for profit.

Our answer to dealing with this drug threat: attack supply, re-
duce demand, and power communities, DEA’s 360 Strategy. There
are three prongs to the strategy: law enforcement, diversion con-
trol, and community outreach. My comments today focus primarily
on the Office of Diversion Control’s role in that strategy, but we
would be more than happy to follow up with details about Oper-
ation Rolling Thunder.

Rolling Thunder is the heroin enforcement prong of the 360
Strategy that is focused on the violent distribution cells that are
pushing heroin in our communities and the Mexican cartels that
are supplying the heroin that is killing so many Americans.

With 1.6 million DEA registrants, DEA diversion is uniquely po-
sitioned to assist in this fight with enforcement, education, and en-
gagement. The vast majority of those 1.6 million registrants are
law-abiding citizens. These are our practitioners, pharmacists,
manufacturers and distributors working in all our communities.
We investigate the very small percentage of those that are oper-
ating outside the law but yet inflict considerable harm on our coun-
try: for example, practitioners not prescribing for a legitimate med-
ical purpose outside the usual course of professional practice; phar-
macists not performing their corresponding responsibility to ensure
that the prescription is valid; manufacturers and distributors not
upholding the regulatory obligations to prevent diversion.

How do we do that? With our tactical diversion squads, our di-
version groups, and our great Federal, state, and local counter-
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parts. Our tactical diversion squads are specialized units made up
of agents, diversion investigators, and intel analysts. We have 69
of them nationally. We are going to add eight, bringing our number
up to 77 within the next six to nine months.

We are creating two mobile tactical diversion squads that can de-
ploy where the need is, giving us a fluid enforcement capability.

We have almost 700 skilled diversion investigators spread across
this country in our diversion groups. Both the tactical diversion
squads and the diversion groups work with their respective U.S.
Attorney’s Office to bring criminal and/or civil charges against
those registrants that are operating outside the law; and, where
appropriate, they bring administrative actions, DEA’s Orders to
Show Cause or immediate suspension orders, potentially revoking
a registrant’s DEA registration.

As I said earlier, enforcement will be a key part of the overall
strategy, but engaging with that large registrant community and
educating them are just as critical. In the last two years, DEA di-
version has conducted more than 300 events, providing education
and guidance to thousands of DEA registrants and industry lead-
ers. Since 2011, with our great partners at the National Associa-
tion of Boards of Pharmacy, we have conducted more than 64 phar-
macy diversion awareness conferences in 29 states and have had
the privilege of interacting with almost 10,000 pharmacy employees
about the risks of diversion.

Finally, we will continue engaging with our interagency partners
on important initiatives, including expanding access to treatment,
mandatory prescriber education, and the safe and responsible dis-
posal of unwanted, unused prescription drugs. Early in February,
a leading national chain pharmacy announced that they would
place drug kiosks in 500 drugstores in 39 states and Washington,
D.C. We see that as a very positive step in the right direction. We
look forward to the day when those secure kiosks are so common-
place throughout our communities that people can dispose of their
unwanted and unused or expired prescriptions frequently, safely,
and conveniently.

DEA will also continue our national take-back initiative with na-
tional events every approximately six months. During our Sep-
tember 2015 take-back, from 5,202 collection sites we collected
more than 370 tons of unwanted, unused prescription drugs. Our
next national take-back event is April 30th, about five weeks from
now.

For almost 20 years, I have had the privilege of working with the
brave men and women of the DEA, along with our Federal, state,
local, and foreign counterparts, investigating some of the most en-
trenched domestic and foreign criminal organizations threatening
our country. This current drug threat, the subject of this hearing,
is unlike anything I have ever seen.

We at the DEA will do whatever it takes to fight this epidemic.
We will attack supply, we will work to reduce demand, we will do
our best to empower communities.

I thank you for the opportunity to appear before you and look
forward to answering any questions you have.

[Prepared statement of Mr. Milione follows:]
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INTRODUCTION

Chairman Chaffetz, Ranking Member Cummings, and Members of the Committee: on
behalf of the approximately 9,000 employees of the Drug Enforcement Administration (DEA),
thank you for the opportunity to discuss our Nation’s most pervasive drug issue of the day: the
opioid overdose epidemic, spurred by nonmedical abuse of prescription opioids, heroin, and
illicit fentanyl use. This is a problem that is worsening,'

Drug overdoses are the leading cause of injury-related death in the United States,
eclipsing deaths from motor vehicle crashes or firearms.” There were over 47,000 overdose
deaths in 2014, or approximately 129 per day, over half (61%) of which involved either a
prescription opioid or heroin.” These are our family members, friends, neighbors, and
colleagues.

According to the 2014 National Survey on Drug Use and Health (NSDUH), 6.5 million
people over the age of 12 used psychotherapeutic drugs (i.¢., pain relievers, tranquilizers,
stimulants, and sedatives) for non-medical reasons during the past month. This represents 24
percent of the 27 million current illicit drug users and is second only to marijuana (22.2 million
users) in terms of usage. There are more current users of psychotherapeutic drugs for non-
medical reasons than current users of cocaine, heroin, and hallucinogens combined.*

Approximately 435,000 Americans reported past month use of heroin in 2014.° The
increase in the number of people using the drug in recent years — from 373,000 past year users in
2007 to 914,000 in 2014 — is troubling.® The misuse of controlled opioid prescription drugs
(CPD) and the growing use of heroin are being reported in the United States in unprecedented
numbers. According to the United Nations” body that monitors treaty compliance, the
International Narcotics Control Board (INCB), the United States consumes 78 percent of the

TRose A. Rudd, Noah Aleshire, Jon E. Zibbell, R. Matthew Gladden. Increases in Drug and Opioid Overdose Deaths - United
States, 2000-2014 Morbidity and Mortality Weekly Report, 2016;64:1378-1382.

% Centers for Disease Control and Prevention, Web-based Injury Statistics Query and Reporting System (WISQARS) [online],
(2014}, available ar: Wp://www cde.gov/injury/wisqars/fatal. htrl.

° Rose A. Rudd, Noah Aleshire, Jon E. Zibbell, R. Matthew Gladden. Increases in Drug and Opioid Overdose Deaths - United
States, 20002014 Morbidity and Mortality Weekly Report, 2016;64:1378-1382.

* Center for Behavioral Health Statistics and Quality. (2015). Behavioral health trends in the United States: Results from the 2014
National Survey on Drug Use and Health (HHS Publication No. SMA 15-4927, NSDUH Series H-30). Retrieved from
http://www.samhsa.gov/data/.

* Substance Abuse and Mental Health Services Administration, Center for Behavioral Health Statistics and Quality, National
Survey on Drug Use and Health, 2013 and 2014. Table 1.1A Types of Illicit Drug Use in Lifetime, Past Year, and Past Month
among Persons Aged 12 or Older: Numbers in Thousands, 2013 and 2014.

¢ Substance Abuse and Mental Health Services Administration, Center for Behavioral Health Statistics and Quality,
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world’s oxycodone and 99 percent of the world’s hydrocodone”, despite having only five percent
of the world’s population.

CONTROLLED PRESCRIPTION DRUGS (CPDs)

In 2014, over 4.3 million Americans aged 12 or older reported using prescription pain
relievers non-medically within the past month. This makes nonmedical prescription opioid use
more common than use of any category of illicit drug in the United States except for marijuana.
Whereas the vast majority of nonmedical opioid CPD users do not go on to use heroin, this
information provides valuable insight into the role that CPDs play in the opioid epidemic and
underscores the need to ensure that practitioners are educated on proper prescribing of CPDs.

Black-market sales for opioid CPDs are typically five to ten times their retail value. DEA
intelligence reveals the “street” cost of prescription opioids steadily increases with the relative
strength of the drug. For example, generally, hydrocodone combination products (a Schedule II
prescription drug and also the most prescribed CPD in the country)® can be purchased for $5 to
$7 per table on the street. Slightly stronger drugs like oxycodone combined with acetaminophen
(e.g., Percocet) can be purchased for $7 to $10 per tablet on the street. Even stronger
presoription drugs are sold for as much as $1 per milligram (mg). For example, 30 mg
oxycodone (immediate release) and 30 mg oxymorphone (extended release) cost $30 to $40 per
tablet on the street. The costs that ensue with greater tolerance make it difficult to purchase these
drugs in order to support a developing substance use disorder, particularly when many first
obtain these drugs for free from the family medicine cabinet or friends. Data from NSDUH
show that chronic and frequent users are more likely than recent initiates to buy opioid drugs
from a dealer.” Not surprisingly, a small number of people who use prescription opioids non-
medically — primarily those who are frequent nonmedical users or those with a prescription
opioid use disorder - turn to heroin, a much cheaper opioid, generally $10 per bag, which
provides a similar “high” and can keep some individuals who are dependent on opioids from
experiencing painful withdrawal symptoms. This cycle has been repeatedly observed by law
enforcement agencies. For some time now, law enforcement agencies across the country have
been specifically reporting an increase in heroin use by those who began using prescription
opioids non-medically.'®

Healthcare providers, as well as nonmedical users of CPDs are confirming this increase. .
According to some reporting by treatment providers, many individuals with serious opioid use

7 International Narcotics Control Board, March, 2015. “Report 2014; Estimated World Requi for 2015 Statistics for
2013, available at www.incb.org.

® On October 6, 2014, DEA published a final rule in the Federal Register to move hydrocodone combination products from
Schedule III to Schedule 11, as recommended by the Assistant Secretary for Health of the U.S. Department of Health and Human
Services.

® SAMHSA, Center for Behavioral Health Statistics and Quality, National Survey on Drug Use and Health, 2012-2013.
Unpublished special tabulations (March 2015).

19 U.S. Department of Justice, Drug Enforcement Administration, 2015 National Heroin Threat Assessment Summary, DEA
Intelligence Report, April, 2015, gvailable at:

http//www.dea gov/divisions/ha/2015/hq052215 National Heroin Threat Assessment Sum
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disorders will use whichever drug is cheaper and/or available to them at the time.!! Individuals
who have switched to heroin are at high risk for unintentional overdose. Heroin purity and
dosage amounts vary, and heroin is often cut with other substances (e.g. fentanyl), all of which
could cause unintentional overdose because users simply cannot predict the dosage of opioid in
the product they purchase on the street as heroin.'? It should be noted as well that the same could
be said of diverted or counterfeit prescription opioids purchased on the street.

Some CPD users become dependent on opioid medications originally prescribed for a
legitimate medical purpose.”* Moreover, a Substance Abuse and Mental Health Services
Administration (SAMHSA) study found that four out of five recent new heroin users had
previously used prescription pain relievers non-medically (although a very small proportion
(3.6%) of people who reported nonmedical use of prescrlptlon pain rehevers had initiated heroin
use within five years of initiating nonmedical use of pain relievers) .'"* The reasons an individual
may shift from one opiate to another vary, but today’s heroin is high in purity, and less expensive
and often easier to obtain than illegal CPDs. High-purity heroin can be smoked or snorted,
thereby circumventing a barrier to entry (needle use) and avoiding the stigma associated with
injection. However, many who smoke or snort are vulnerable to eventually injecting. Heroin
users t(;glay tend to be younger and more ethnically and geographically diverse than ever
before.

Overdose deaths involving heroin are increasing at an alarming rate, having almost
tripled since 2010. Today’s heroin at the retail level costs less and is more potent than the heroin
that DEA encountered two decades ago. It comes predominantly across the Southwest Border
(SWB) and is produced with greater sophistication from powerful transnational criminal
organizations (TCOs) like the Sinaloa Cartel. These Mexican-based TCOs are extremely
dangerous and violent and continue to be the principal suppliers of heroin to the United States.

DEA RESPONSE TO THE NONMEDICAL USE OF CPDs

Nonmedical drug use cannot be addressed through law enforcement action alone. Any
successful drug control strategy must be balanced and comprehensive, including a focus on both
public health and public safety. It requires a coordinated effort by DEA together with our
federal, state, and local government partners as well as private stakeholders.

Hys. Department of Justice, Drug Enforcement Administration, 2014 National Drug Threat Assessment Summary, November,
2014.

12 Stephen E. Lank Michelle Teti, Karot Silva, Jennifer Jackson Bloom, Alex Harocopos, and Meghan Treese, Initiation into
Prescnpuon Opioid Misuse Among Young Injection Drug Users, Int J Drug Pelicy, Author manuscript; available in PMC 2013
Jan 1, Published in final edited form as: Int J Drug Policy, 2012 Jan; 23(1): 37-44. Published online 2011 Jun 20. doi:
1016/].drugpo.2011.05.014. and; Mars SG, Bourgois P, Karandinos G, M o F, Ci D., “Every “Never’ I Ever Said
Came True™: Transitions From Opioid Pills to Heroin Injecting, Int J Drug Policy, 2014 Mar;25(2):257-66. doi:
10.1016/.drugpo.2013.10.004. Epub 2013 Oct 19,

" Pain, 2015 Apr; 156(4):569-76, doi: 10.1097/01,j.pain.0000460357.01998.1, Rates of opioid misuse, abuse, and addiction in
chronic pain: a systematic review and data synthesis. Vowles KE1, McEntee ML, Julnes PS, Frohe T, Ney JP, van der Goes DN.

™ Substance Abuse and Mental Health Services Administration, A, fations of N dical Pain Reliever Use
and Initiation of Heroin Use in the United States, Department of Health and Human Services, and {August 2013}, available ar:
http://www.samhsa. gov/data/2k13/DataReview/DR0O06/nonmedical-pain-reliever-use-2013.ndf.

'3 Cicero, T., Ellis, M., Surratt, H, Kurtz, S. The Changing Face of Heroin Use in the United States: A Retrospective Analysis of
the Past 50 Years, July, 2014,
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The Office of National Drug Control Policy’s (ONDCP) 2011 Prescription Drug Abuse
Prevention Plan, together with the 2014 National Drug Control Strategy and initiatives such as
SAMHSA'’s Drug Free Communities program, comprise a multi-pronged approach that includes
education, tracking and monitoring, proper medicine disposal, and enforcement, which
represents a science-based and practical way to address this national epidemic.

Education of the Drug Supply Chain:

DEA provides education and guidance to registrants, professional associations, and
industry organizations on current pharmaceutical diversion and nonmedical use, new and
existing programs, policies, legislation, and regulations. In fiscal year (FY) 2014, DEA
conducted over 150 such events. In FY 2015, DEA conducted 221 events, and for the first
quarter of FY2016, DEA conducted 42 outreach and public education events raising the
awareness of prescription drug abuse and the relationship to heroin, which reached thousands of
DEA registrants, professional students, and the general public.

DEA, along with state regulatory and law enforcement officials, and in conjunction with
the National Association of Boards of Pharmacy, hosts Pharmacy Diversion Awareness
Conferences (PDACs) throughout the country. The conferences are developed and designed to
address the growing problem of diversion of pharmaceutical controlled substances at the retail
level. The conferences address pharmacy robberies and thefts, forged prescriptions, doctor
shoppers, and illegitimate prescriptions from rogue practitioners. The objective of these
conferences is to educate pharmacists, pharmacy technicians, and pharmacy loss prevention
personnel on methods to prevent and respond to potential diversion activity. In FY2015, DEA
hosted 14 PDAC:s in seven states.  So far in FY2016, DEA has hosted eight PDACS in four
different states. Ten additional PDACS are planned in five more states during this fiscal year.
Since DEA began hosting the PDACS, over 10,000 pharmacy employees have been trained.

DEA has also routinely hosted its annual Manufacturers/Importers/Exporters Conference,
with its most recent event culminating on September 23-24, 2015. This conference provides a
forum to present federal laws and regulations that affect the pharmaceutical and chemical
manufacturing, importing, and exporting industry and to discuss practices to prevent diversion
while minimizing the impact on legitimate commerce. This event was attended by
approximately 300 individuals representing this subset of DEA registrant community.

DEA also established its Distributor Initiative Program in 2005 to educate this registrant
population on maintaining effective controls against diversion, and monitoring for and reporting
suspicious orders. This program was initially designed to educate wholesale distributors who
were supplying controlled substances to rogue Internet pharmacies and, more recently, to
diverting pain clinics and pharmacies. The goal of this educational program is to increase
distributor awareness and vigilance so that they cut off the source of supply to these and other
schemes. Wholesale distributors are required to design and operate a system that will detect
suspicious orders-and report those suspicious orders to DEA. Through the Distributor Initiative
Program, DEA educates distributors about their obligations under the Controlled Substances Act
(CSA), as well as provides registrants with current trends and “red flags” that might indicate that
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an order is suspicious. The Distributor Conference was recently held on April 15-16, 2015, and
consisted of approximately 265 industry leaders from over 130 companies.

DEA will continue to engage with and educate industry. On February 29, 2016, DEA’s
Office of Diversion Control hosted a meeting with the leadership of drug supply chain trade
associations to discuss areas of mutual concern.

Monitoring

Prescription drug monitoring programs (PDMPs) are typically State-run electronic
database systems used by practitioners, pharmacists, medical and pharmacy boards, and law
enforcement but access varies according to state law. These programs are established through
state legislation and are tailored to the specific needs of a particular state. DEA strongly
supports PDMPs and encourages the use of these programs by medical professionals in detecting
and preventing doctor shopping and other diversion. Currently, 49 states have an operational
PDMP (meaning collecting data from dispensers and reporting information from the database to
authorized users).

While PDMPs are valuable tools for prescribers, pharmacists, and law enforcement
agencies to identify, detect, and prevent nonmedical prescription drug use and diversion, PDMPs
do have some limits in their use for detecting diversion at the retail level. For example, the use
of PDMPs is limited across state lines because interconnectivity remains a challenge, as many
drug traffickers and drug seekers willingly travel hundreds of miles to gain easy access to
unscrupulous pain clinics and physicians.

We and our federal partners are working to address these problems. SAMHSA funds
grants to improve interoperability between PDMPs and Electronic Health Record (EHR)
technology and provide real-time provider access. ONDCP and the Bureau of Justice Assistance
(BJA) also offer assistance for interstate and state-tribal PDMP linkages. We also understand
that CDC supports work in 16 states to enhance and maximize PDMPs as public health and
clinical tools in its Prevention for States program. Further, the Alliance of States with
Prescription Drug Monitoring Programs, Brandeis University’s PDMP Center of Excellence, and
the Indian Health Service are also partnering to improve interoperability between IHS, its
pharmacies and PDMPs. The National Association of Boards of Pharmacy (NABP) hosts NABP
Prescription Monitoring Program (PMP) InterConnect, which facilitates the transfer of PDMP
data across state lines to authorized users. The program allows users of participating PMPs to
securely exchange prescription data between certain states As of February 2016, 37 states have
executed MOUs to participate in NABP’s InterConnect program, and 31 of these states are
currently live.

These programs, however, are only as good as the data that is in each system and the
willingness of practitioners and pharmacists to use such systems on a consistent basis. At least
Kentucky,16 New J ersey,17 New Mexico,18 New York, " Oklahoma,2° and Tennessee?! require all

¥ Kentucky 201 KAR 9:260.2012. Available at http//www.lre kv gov/kar/201/009/260 htm
Y PL. 2015, ¢.74 (NJ. 2015), available ar hitp//www.nileg.state ni.us/2014/Bills/AL15/74 PDF
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controlled substance prescribers to use the state’s PDMP prior to prescribing a controlled
substance.” DEA encourages all practitioners and pharmacists to use their state PDMP program.

Medication Disposal

On September 9, 2014, DEA issued a final rule, titled “Disposal of Controlled
Substances.” These regulations implement the Secure and Responsible Drug Disposal Act of
2010 and expand upon the previous methods of disposal by including disposal at drop-boxes in
pharmacies and law enforcement agencies, mail back programs and drug deactivation systems if
they render the product irretrievable. Through these regulations, DEA continues to focus its
national attention on the issue of nonmedical use of prescription drugs and related substance use
disorders (SUDs), and promotes awareness that one source of these drugs is often the home
medicine cabinet, as 50.5% of persons aged 12 or older who used pain relievers non-medically in
the past year got the pain relievers from a friend or relative for free®, and provides a safe and
legal method for the public to dispose of unused or expired CPDs.

Since 2010 DEA has held its National Drug “Take Back™ Initiative (NTBI) to provide a
convenient and safe option to dispose of unused, expired and/or unwanted prescription drugs.
DEA’s most recent NTBI was held on September 26, 2015. As a result of all ten National Take
Back Days, DEA, in conjunction with its state, local, and tribal law enforcement partners, has
removed a total of 5.6 million pounds (2,789 tons) of medications from circulation. The next
National Drug Take Back Day is scheduled for April 30, 2016.

Enforcement: Tactical Diversion Squads

DEA Tactical Diversion Squads (TDSs) investigate suspected violations of the CSA and
other Federal and state statutes pertaining to the diversion of controlled substance
pharmaceuticals and listed chemicals. These unique groups combine the skill sets of Special
Agents, Diversion Investigators, and a variety of state and local law enforcement agencies. They
are dedicated solely towards investigating, disrupting, and dismantling those individuals or
organizations involved in diversion schemes (e.g., “doctor shoppers,” prescription forgery rings,
and practitioners and pharmacists who knowingly divert controlled substance pharmaceuticals).
Between March 2011 and March 2014, DEA increased the number of operational TDSs from 37
t0 69.

' New Mexico Register. 16.12.9.9. November 15, 2012, Available at hitp://www.nmcpr state nm us/new-mexico-
Iegi i eV 1ii/xxiii21/16.12 9amen;

" New York 3343-A. 2012, Available at hittp://law justia.com/ =3 012/pbh/article-33/title-
2 Okiahoma 3251. 2010, Available at http://www.oklegist -1 0%20FL] 51%20hilr,
* Tennessee 2253. 53-10-310. 2012. Available at http://www.tn. gov/sos/acts/107/pub/pc0880 pdf
2 PDMP Center of Excellence, Brandeis University. httpy//www.pdmpexcellence.org/content/m: ing-medical-provider-
ga.rticipgtion-gdmgg retrieved September 30, 2015,

¥ Center for Behavioral Health Statistics and Quality. (2015). Behavioral health trends in the United States: Results from the
2014 National Survey on Drug Use and Health, Table 6.47B, Source Where Pain Relievers Were Obtained for Most Recent
Nonmedical Use among Past Year Users Aged 12 or Older, by Age Group: Percentages, Annual Averages Based on 2011-2012
and 2013-2014.
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Enforcement. Diversion Groups

When DEA was established in 1973, DEA regulated 480,000 registrants. Today, DEA
regulates more than 1.6 million registrants. The expansion of the TDS groups has allowed
Diversion Groups to concentrate on the regulatory aspects of enforcing the CSA. DEA has
steadily increased the frequency of compliance inspections of specific registrant categories such
as manufacturers (including bulk manufacturers); distributors; pharmacies; importers; exporters;
and narcotic treatment programs. This renewed focus on oversight has enabled DEA to take a
more proactive approach to educate registrants and ensure that DEA registrants understand and
comply with the CSA and its implementing regulations.

HEROIN AVAILABILITY TO THE U.S. MARKET

There are four major heroin-producing areas in the world, but heroin bound for the U.S.
market originates predominantly from Mexico and, to a lesser extent, Colombia. The heroin
market in the United States has been historically divided along the Mississippi River, with
western markets using Mexican black tar and brown powder heroin, and eastern markets using
white powder which, over the last two decades has been sourced primarily from Colombia. The
largest, most lucrative heroin markets in the United States are the white powder markets in major
eastern cities: New York City and the surrounding metropolitan areas, Philadelphia, Chicago,
Boston and its surrounding cities, Washington, D.C., and Baltimore. With the growing number
of individuals with an opioid use disorder in the United States, Mexican TCOs have seized upon
a business opportunity to increase their profits. Mexican TCOs are now competing for the East
Coast and Mid-Atlantic markets by introducing Mexican brown/black tar heroin as well as by
developing new techniques to produce highly refined white powder heroin.

DEA has also seen a 62 percent increase in poppy cultivation in Mexico between 2013
and 2014, primarily in the State of Guerrero and the Mexican “Golden Triangle” which includes
the states of Chihuahua, Sinaloa, and Durango. The increased cultivation results in a
corresponding increase in heroin production and trafficking from Mexico to the United States,
and impacts both of our nations by supporting the escalation of heroin use in the United States,
as well as the instability and violence associated with drug trafficking in Mexico.

The majority of Mexican and Colombian heroin bound for the United States is smuggled
into the United States via the SWB, and heroin seizures at the border have more than doubled,
from 1,016 kilograms in 2010 to 2,188 kilograms in 2014.2* During this time, the average
seizure at the Border also increased from 2.0 kilograms to 3.5 kilograms. Most heroin smuggled
across the border is transported in privately-owned vehicles, usually through California, as well
as through south Texas. In 2014, more than half of U.S. Customs and Border Protection (CBP)
heroin seizures at the Southwest Border were seized in the southern California corridors of San
Diego and El Centro. The distribution cells and the Mexican and South American traffickers
who supply them are the main sources of heroin in the United States today. The threat of these

* Drug Enforcement Administration, Unclassified Summary, 2015 National Drug Threat Assessment, Pg. 35, available at:

hitp://www.dea gov/resource-center/dir-ndta-unclass pdf.
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organizations is magnified by the high level of violence associated with their attempts to control
and expand drug distribution operations.

DEA has become increasingly alarmed over the addition of fentanyl into heroin sold on
the streets as well as the use of fentanyl analogues such as acetyl fentanyl. The more potent
opioids like fentanyl® present a serious risk of overdose death for a user. In addition, this drug
can be absorbed by the skin or inhaled, which makes it particularly dangerous for law
enforcement, public safety, or health care personnel who encounter the substance during the
course of their daily operations. On March 18, 2015, DEA issued a nationwide alert to all U.S.
law enforcement officials about the dangers of illicit fentanyl and fentanyl analogues and related
compounds. In addition, due to a recent spike in overdose deaths related to the use of acetyl
fentanyl, on July 17, 2015, DEA used its emergency scheduling authority to place acetyl fentanyl
in Schedule I of the CSA.

DEA RESPONSE TO THE HEROIN THREAT
Additional Resources in Fiscal Year 2017

DEA plays an important part in the U.S. government’s drug control strategy that includes
enforcement, treatment, and prevention. While there are complex issues affecting spikes in
heroin use and overdoses, including prescription drug abuse, the same significant poly-drug
trafficking organizations responsible for other illicit drug threats are also responsible for the vast
majority of the heroin supply. Additionally, drug trafficking has a proven linkage to gangs and
other violent criminal organizations. Funding includes $12.5 million and 42 positions, including
32 special agents, to create new enforcement groups in DEA domestic field divisions.

Heroin Task Force Program

As directed by Congress, the Department of Justice joined with ONDCP to convene an
interagency task force to confront the growing use and trafficking of heroin in America. DEA
and more than 28 Federal agencies and their components participated in this initiative. The task
force provided its Report to Congress on December 31, 2015.

International Enforcement: Sensitive Investigative Units

DEA’s SIU program, nine of which are in the Western Hemisphere, helps build
effective and vetted host nation units capable of conducting complex investigations targeting
major TCOs. DEA currently mentors and supports 13 SIUs, which are staffed by over 900
foreign counterparts. The success of this program has unquestionably enhanced DEA’s ability to
fight drug trafficking on a global scale.

2 Centers for Disease Control, Emergency Response Safety and Health Database, FENTANYL: Incapacitating Agent,
http.//www.cde. goviniosh/ershdb/emergencyresponsecard_29750022 html, accessed March 19, 2015; U.S. Department of Justice,

Drug Enforcement Administration, Office of Diversion Control, Drug & Chemical Evaluation Section, Fentanyl, March 2015.
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International Enforcement: Bilateral Investigations Units

Bilateral Investigations Units (BIUs) are one of DEA’s most important tools for
targeting, disrupting, and dismantling significant TCOs. The BIUs have used extraterritorial
authorities to infiltrate, indict, arrest, and convict previously “untouchable” TCO leaders
involved in drug trafficking.

DEA’S 360 STRATEGY

DEA is rolling out the 360 Strategy to address the opioid, heroin, and violent crime crisis.
The strategy leverages existing federal, state, and local partnerships to address the problem on
three different fronts: law enforcement, diversion control, and community relations. The
strategy is founded upon our continued enforcement activities directed at the violent street gangs
responsible for feeding the heroin and prescription drug abuse epidemic in our communities.

While law enforcement plays a central role in the 360 Strategy, enforcement actions
alone are not enough to make lasting changes in our communities. The 360 Strategy, therefore,
also focuses on preventing diversion by providing education and training within the
pharmaceutical community and to pursue those practitioners who are operating outside of the
law. The final component of the strategy is a community effort designed to maximize all
available resources to help communities turn around the recurring problems that have historically
allowed the drug and violent crime problems to resurface after enforcement operations.
Following is a summary of the three key facets of the 360 Strategy.

Enforcement: A commitment to stopping violence associated with drug trafficking

The enforcement component of the strategy is built around Rolling Thunder, a DEA-lead
enforcement initiative, which targets the link between the cartels and violent gangs — these two
elements have become the “New Face of Violent Crime.” To execute the enforcement, DEA will
rely upon all of its resources, including its Task Force Officers from local and state partners in
the area.

The 360 Strategy will address the increased violence and drug trafficking on American
streets. In the past, DEA would put its emphasis on working toward the Mexico-based
organizations pushing drugs into the United States. As part of Rolling Thunder, DEA Agents
will shut down the violent street gangs which regulate the drug trafficking business through the
barrel of a gun.

Diversion: Enlisting DEA’s Registrant Population in the Fight against Opioid Abuse

As stated above, the nonmedical use of prescription opioids is a strong risk factor for
heroin use, and the 1.6 million registrants involved in the manufacture, wholesale distribution,
and prescribing, are partners in our efforts to reduce opioid abuse.

DEA will engage with industry, practitioners, and government health organizations to
facilitate an honest and frank discussion about the CPD abuse contributing to the current heroin
epidemic. Additionally, DEA is studying ways, in collaboration with public health partners, to

9
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improve access to information that will help identify the nature of the drug abuse problem
plaguing a particular area.

Further, DEA will remain vigilant in identifying and pursuing prescribers and other
registrants operating outside of the law. This process will be enhanced locally through the use of
TDSs, which can mobilize to address regional or local issues, and additional diversion
investigators.

Community. Leaving something lasting and positive in the communities we serve

After an enforcement operation targeting violent criminals, there’s an opportunity for a
prepared community to take advantage of the space and time created to better itself and prevent
new traffickers from moving in.

This program enables communities to achieve long-term solutions by addressing not only
the immediate drug-trafficking problems, but also the underlying conditions that allow drug
trafficking, drug use and related violence to flourish. DEA will not only work with federal, state
and local agencies to bring greater enforcement resources to bear, but also marshal community
groups and their resources to identify local drug abuse problems, barriers to dealing with those
problems and treatment solutions. DEA will partner with other federal agencies and sources of
expertise and funding to broaden the resources available to the community.

The 360 Strategy is being implemented in four cities—West Memphis, Arkansas; St.
Louis, Missouri; Pittsburgh, Pennsylvania; and, Milwaukee, Wisconsin—allowing us to gauge
the success of the strategy, and to adjust the strategy as necessary in order to prepare for
implementation nationwide. Our enforcement efforts will continue across the United States with
our law enforcement and community partners.

CONCLUSION

The supply of heroin entering the United States feeds the increasing user demand for
opioids. DEA will continue to address this threat by attacking the crime and violence perpetrated
by the Mexican-based TCOs which have brought tremendous harm to our communities. DEA’s
360 strategy will address the opioid and heroin epidemic with a multi-faceted approach, by
stopping the violence associated with drug trafficking, and enlisting DEA’s registrant community
in the fight against opioid abuse. Additionally, DEA’s Office of Diversion Control will work
with DEA registrant community to address the prescription opioid side of this problem, and DEA
will use all criminal and regulatory tools possible to identify, target, disrupt, and dismantle
individuals and organizations responsible for violating the Controlled Substances Act. DEA will
continue to work on the recommendations from the Heroin Task Force by developing a
comprehensive strategy that will combine education, law enforcement, treatment and recovery,
and a coordinated community response.

10
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Mr. MicA. Thank you, and we will get to questions after all of
our witnesses.

Let me recognize Ms. Enomoto. She is the Deputy Administrator
for the Substance Abuse and Mental Health Services Administra-
tion at the Department of Health and Human Services.

Welcome, and you are recognized.

STATEMENT OF KANA ENOMOTO

Ms. ENomoOTO. Thank you. Good morning, Acting Chairman
Mica. Good morning, Ranking Member Cummings and members of
the committee. My name is Kana Enomoto, and I am SAMHSA’s
Principal Deputy Administrator, and I am honored to have been
delegated the duties and authorities of the SAMHSA Administrator
by Secretary Burwell.

Many thanks to all of you for your leadership to raise awareness
and catalyze action on the nation’s opioid crisis. As you have noted,
this truly is a matter of life or death.

I know prescription drugs, heroin, and illicit fentanyl have had
devastating consequences in many of your districts. I know this be-
cause SAMHSA partners with leaders in your communities as they
implement life-saving programs for individuals with or at risk for
opioid use disorders.

For example, the State of Maryland and the City of Baltimore
are addressing high rates of opioid-related emergency room visits
and utilizing peers to recruit patients into medication-assisted
treatment. In Florida, SAMHSA’s Prescription Drug Monitoring
Program Interoperability Grant helped get critical data to the front
lines of the fight to prevent prescription drug misuse. In Wyoming,
we have seen fantastic progress as the state has implemented our
Strategy Prevention Framework using data and science to focus
their efforts. And at the Odyssey House in Utah, with SAMHSA’s
help, it is increasing access to family-based, family-centered resi-
dential treatment for pregnant and parenting women with sub-
stance use disorders. Healthy babies are being born, and progress
is being made.

And while treatment admissions are increasing, overdose deaths
have reached record numbers, and not enough people are getting
treatment. As a nation, we will not stem the rising tide of this pub-
lic health crisis if only two out of ten people with an opioid use dis-
order have access to the treatment they need. It wouldn’t work for
diabetes, it wouldn’t work for HIV, and it will not work for addic-
tion. We must join together to ensure that every person with an
opioid use disorder who seeks treatment finds an open door.

Toward this end, SAMHSA is proud to support the President’s
National Drug Control Strategy and Secretary Burwell’s Opioid Ini-
tiative. In HHS, the Secretary’s initiative focuses on three high-im-
pact areas: changing prescribing behavior, increasing access to
naloxone, and expanding the use of medication-assisted treatment
and recovery.

It is simple: to prevent prescription opioid misuse, we need to re-
duce the number of pills in people’s medicine cabinets. SAMHSA
will encourage the use of CDC’s guidelines for prescribing opioids
in order to chart a safer, more effective course to management of
chronic pain.
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We know the vast majority of physicians and other prescribers
are dedicated, well-trained professionals committed to their pa-
tients’ good health. We must give them the tools they need to de-
liver high-quality, safe and effective care.

Since 2007, SAMHSA has provided continuing education to over
72,000 primary care physicians, dentists, and other health care
professionals. We also reach local communities through Drug-Free
Community Grants we administer together with ONDCP. These
coalitions do yeoman’s work to create environments that promote
health and prevent drug use, including the misuse of prescription
drugs, heroin, and illicit fentanyl.

The second aim of the Secretary’s initiative is increasing access
to naloxone. As you have noted, naloxone can reverse a potentially
fatal opioid overdose, but it only works if it is there when you need
it. In SAMHSA’s Overdose Prevention Course for Prescribers and
Pharmacists, one of the targeted strategies we promote is co-pre-
scribing of naloxone with opioid analgesics, particularly for patients
with high risk of overdose. We also let states know that they may
use their SAMHSA block grant funds to purchase and disseminate
naloxone, as well as for training and education on its use, and soon
we will be issuing a funding announcement for states to purchase
naloxone and equip and train first responders. We appreciate Con-
gress’ strong support in this area.

The third area of the Secretary’s opioid initiative is expanding
the use of medication-assisted treatment. Research tells us that
medications, along with behavioral therapies and recovery sup-
ports, are important components of an evidence-based treatment
plan. However, resources are limited, and MAT remains signifi-
cantly underutilized.

As Director Botticelli noted, the President’s Fiscal Year 2017
budget requests $1 billion in new mandatory funding which would
focus on the continuum of prevention, treatment, and recovery
services, expanding the use of MAT, expanding the use of tele-
health, and building the substance abuse treatment workforce. The
initiative also includes, importantly, $30 million in new mandatory
funding to evaluate the effectiveness of medication-assisted treat-
ment programs under different real-world situations.

On the discretionary side, SAMHSA proposes to maintain and
grow investments made by Congress in 2015 and 2016. We are pro-
viding funding for 23 more states to expand treatment capacity for
MAT, and we are preserving the behavioral health safety net by
maintaining increases to the Substance Abuse Prevention and
Treatment Block Grant.

We have also worked with ONDCP and DOJ to clarify and en-
hance the connection between MAT and the criminal justice sys-
tem. Drug courts are the most successful criminal justice response
to addiction in our nation’s history. This year we will prioritize
treatment that is less susceptible to abuse and diversion and ex-
pand our technical assistance to ensure that evidence-based prac-
tices are fully implemented.

With all this new care, who is there to provide it? We must en-
sure that the substance use workforce is sufficient to meet growing
demand. As such, we are requesting $10 million for a
buprenorphine prescribing authority demonstration to test the safe-
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ty and effectiveness of expanding buprenorphine prescribing to
nurses and physician assistants, and the Administration has re-
quested $20 million for our colleagues at the Health Resources and
Services Administration to grow the addictions workforce via the
National Health Service Corps.

Finally, SAMHSA is proposing a new regulation to increase the
patient limit for physicians who have a waiver to prescribe
buprenorphine.

Members of the committee, thank you for convening this impor-
tant hearing. I look forward to working with you to ensure that we
are using our investments strategically, responsibly, and effectively
to deliver the greatest possible impact 