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INTRODUCTION

Chairman Murphy, Ranking Member DeGette, and distinguished Members of the
Comnmittee, on behalf of Drug Enforcement Administrator Michele M. Leonhart and the men and
women of the Drug Enforcement Administration (DEA), thank you for the opportunity to discuss
the cpidemic of pharmaccutical controlled substance abuse, specifically the relationship between
prescription opioid diversion, misuse and abuse and heroin trafficking and usc. DEA and other
agencies have been concerned about the connection between prescription opioid diversion, misuse
and abuse and rising heroin trafficking and use for several years.

According to the most recent National Survey on Drug Use and Health (NSDUH), there
were 335,000 current heroin users in 2012, more than double the number in 2007 (161,000). The
DEA believes the increased heroin use is driven by many factors, including an increase in the
misuse (e.g., using more than medically indicated or using in a manner not medically indicated)
and abuse (i.e., using in order to feel the psychoactive effects of the drug) of prescription
psychotherapeutic drugs, specifically opioids. Increases in heroin purity and availability, the low
street cost of heroin, expanded Mexican Drug TrafTicking Organizations” involvement in the
distribution of heroin, and the lack of public awareness of the risks of heroin use are also important
contributing factors.

BACKGROUND

There has been some speculation that action to curb prescription drug diversion and non-
medical use somehow “diverted” attention from the ongoing problem of heroin usc and paved the
way for abusers and traffickers to abandon prescription drugs in favor of heroin. However, the
cycle of drug abuse is not that simple. To be sure, heroin use steadily increased as prescription
drug abuse became an epidemic in this country. The problem of prescription drug abuse has
increased exponentially in the last 15 years due 1o a combination of excessive prescribing, drug
availability through friends and family, Internet trafficking, rogue pain clinics, prescribers who
prescribe pharmaceutical controlled substances without a legitimate medical purpose or outside the
usual course of professional practice, pharmacies that dispense illegitimate prescriptions, and
supply chain wholesalers and manufacturers that fail 1o provide effective controls and procedures
to guard against diversion—all of which fueled illicit access at the expense of public health and
safety.

WAG-MDL-00430.00003



—an

69

Al the outset, it is important to note that the non-medical use of prescription opioids and
heroin use can lead to addiction and death. We know that more than 16,000 people lost their lives
in 2010 to overdoses involving prescription opioids. These deaths represent not just a statistic, but
our family members, friends, neighbors and colleagues who join others who lost their lives to
heroin as well as a myriad of other drugs.

The extent of the lives lost to illicit and licit drug overdoses must be put into context.
Recently, the Centers for Disease Control and Prevention (CDC) reported its analysis revealing
that 38,329 people died from a drug overdose in the United States in 2010." Nearly 60 percent of
those drug overdose deaths (22,134) involved pharmaceutical drugs. Opioid analgesics, such as
oxycodone, hydrocodone, and methadone, were involved in about three of every four
pharmaceutical overdose deaths (16,651), confirming the predominant role opioid analgesics play
in drug overdose deaths.’

The cycle of abuse between licit and illicit opioids requires us to recognize that what these
individuals and communities are facing is not a heroin or a prescription drug problem. It is an
addiction problem. Heroin use and prescription drug abuse are both addictions that begin with use
and are sustained and promoted through increased trafficking. This serious public health problem
can be addressed by education, appropriate screening and trcatment, recovery support, and
enforcement. These initiatives can be effective regardless of whether the problem is fed by heroin
or prescription drugs. The DEA supports all of these initiatives to address both prescription drug
misuse and abuse and heroin use.

ABUSE OF PHARMACEUTICAL CONTROLLED SUBSTANCES

According to the 2012 NSDUH. 6.8 million people over the age of 12 used
psychotherapeutic drugs for non-medical reasons during the past month. This was higher than the
users reported in 2011, but similar to the number of users reported between 2005 and 2010. This
represents 29 percent of illicit drug users and is second only to marijuana in terms of popularity.
There are more current users of psychotherapeutic drugs for non-medical reasons than current
users of cocaine, heroin, and hallucinogens combined.

' Drug Overdose in the United States: Fact Sheet. www.ede,
(accessed Marc, 18, 2014).
# Naloxone is an opiate antagonist that can rescue individuals who have overdosed on an opiate, Introduction of
naloxone into the victim immediately reverses the affects of the opiate and can save a patient from the overdose.
Naloxone is currently available as an injectable, however, police departments in several areas of the country such as
Quincy, Massachusetts and Suffolk County, New York are using a nasal naloxone delivery method that is administered
by police officers who are certified to carry and utilize the drug under established protocols. Police first responders
generally arrive on the scene of an overdose well before emergency medical service personnel and in overdose
situations, every second counts. The quicker that naloxone is administered the better chance for patient survival.

2
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In 2012, 156,000 persons aged 12 or older used heroin for the first time within the previous
12 months, which was similar to estimates from 2007 to 2011. However, this was an increase from
annual initiates during 2003 (92,000) and 2006 (90,000). Among recent initiates aged 12 to 49, the
average age for first-time heroin use was 23.0 years, which was similar to the 2011 estimate (22.1
years).” Notably, a special analysis by the NSDUH indicates that 81 percent of heroin initiates
between the ages of 12 and 49 in 2008-2010 had previously used pain relievers non-medically.*

Non-medical prescription opioid use, particularly by teens and young adults, can easily lead
to heroin use. Black-market sales for prescription controlled substances 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 [11 prescription drug and also the most prescribed drug in the country)® can be
purchased for as little as $5 to $7 per tablet. Stronger drugs like oxycodone combinations (e.g.,
Percocet, a schedule Il drug) can be purchased for as little as $7 to $10 per tablet. Even stronger
prescription drugs are sold for as much as $80.00 per tablet or more in the case of the previous
formulation of OxyContin 80 mg, and $30.00 to $40.00 per tablet for 30 mg oxycodone single
entity immediate release or the 30 mg oxymorphone extended release. These increasing costs
make it difficult, especially for teens and young adults, 1o purchase in order to support their
addiction, particularly when many first obtain these drugs for free from the family medicine
cabinet or friends. Not surprisingly, some users of prescription opioids turn to heroin, a much
cheaper opioid, generally $10 per bag, which provides a similar “high™ and keeps the drug
seeker/abuser from experiencing painful withdrawal symptoms. This cycle has been repeatedly
confirmed. For some time now, law enforcement agencies across the country have been
specifically reporting an increase in heroin use by teens and young adults who began their cycle of
abuse with prescription opioids.

Healthcare providers and the victims they treat are confirming this increase. According to
some reporting by treatment providers, many individuals addicted to opioids will use whichever
drug is cheaper and/or available to them at the time. Individuals addicted to opioids are
anecdotally known to switch back and forth between prescription opioids and heroin, depending on

* Substance Abuse and Mental Health Services Administration, Results from the 2012 National Survey on Drug Use
and Health,

* Giroerer, Joe and Muhuri, Pradip. Association between nonmedical pain reliever use and heroin initiation.
Presentation at ONDCP Interagency Meeting on Heroin, June 28, 2012,

¥ On February 27, 2014, DEA published in the Federal Register a Notice of Praposed Rulemaking (NPRM) to move
hydrocodone combination products from schedule 111 to schedule I, as r ded by the Assistant Secretary for
Health of the U.S. Department of Health and Human Services and as supported by the DEA"s own evaluation of
relevant data. This NPRM proposes lo impose the regulatory controls and sanctions applicable to schedule 11
substances on those who handle or prop to handle hyd done combination products. The NPRM is available on
the DEA's website, www deg.usdoj.gov. Members of the public are invited 10 submit comments or request a hearing.
Electronic comments must be submitted, or written comments postmarked, by 11:59 p.m. Eastern Time on April 27,
2014, Requests for hearings must be submiwed by March 31, 2014,

3
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price and availability. Abusers who have recently switched to heroin are at high risk for accidental
overdose. Unlike with prescription drugs, heroin purity and dosage amounts vary, and heroin is
often cut with other substances, all of which could cause individuals with less tolerance to higher
potency opioids to accidentally overdose.

A HOLISTIC APPROACH TO NON-MEDICAL PRESCRIPTION DRUG USE, DIVERSION AND
AVAILABILITY

Non-medical drug use cannot be addressed through law enforcement action alone. The Office
of National Drug Control Policy's 2011 Prescription Drug Abuse Prevention Plan, a multi-pronged
approach that includes education, tracking and monitoring, proper medicine disposal, and
enforcement is a science-based and practical way to address this national epidemic.

Education

The DEA educates the registrant population, including pharmacy personnel, as well as
parents, community leaders and law enforcement personnel regarding diversion trends, the scope
of the prescription drug diversion problem, and how 1o best address prescription drug diversion in
communities throughout the United States.

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; to date, 34 separate PDACs have been held in 16 different states.
Each one-day conference is held on a Saturday or a Sunday for the convenience of the pharmacy
community. The confercnce is designed to address the growing problem of diversion of
pharmaceutical controlled substances at the retail level. The conference addresses pharmacy
robberies and thefts, forged prescriptions, doctor shoppers, and illegitimate prescriptions from
rogue practitioners. The objective of this conference is to educate pharmacists, pharmacy
technicians, and pharmacy loss prevention personnel on methods to prevent and respond to
potential diversion activity. In addition, the DEA Office of Diversion Control routinely makes
presentations to the public, educators, community-based organizations, registrants, and their
professional organizations, industry organizations, and law enforcement agencies regarding the
diversion and non-medical use of pharmaceutical controlled substances.

DEA also established the Distributor Initiative Program in 2005 to educate registrants on
maintaining effective controls against diversion, and monitoring for and reporting suspicious
orders. This program was initially designed to educate wholesale distributors who werc 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
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suspicious orders to DEA. Through the Distributor Initiative Program, DEA educates distributors
about their obligations under the CSA, as well as provides registrants with current trends and “red
flags” that might indicate that an order is suspicious, such as the type of drug(s) ordered, orders of
unusual size, orders that deviate from a normal pattern, frequency of orders, breadth and type of
products ordered, and the location of the customer.

Monitoring

Prescription drug monitoring programs (PDMPs) are typically State-run electronic database
systems used by practitioners, pharmacists, medical and pharmacy boards, and law enforcement.
These programs are established through state legislation and are tailored to the specific needs of a
particular state. DEA strongly supports PDMP programs and encourages the use of these programs
by medical professionals in detceting and preventing doctor shopping and other forms of diversion.
Currently, 48 states have an operational PDMP (meaning collecting data from dispensers and
reporting information from the database to authorized users). Additionally, DEA makes its
registrant database available to any state, without a fee, for use in their PDMP, or other state
agency charged with investigating healthcare fraud or controlled substance diversion. 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.

Medication Disposal

Another factor that contributes to the increase of prescription drug diversion is the availability
of these drugs in the household. In many cases, dispensed controlled substances remain in
household medicine cabinets well after medication therapy has been completed, thus providing
easy access to non-medical users, accidental ingestion, or illegal distribution for profit. Accidental
ingestion of medication, including a controlled substance, by the elderly and children, is more
likely when the household medicine cabinet contains unused medications that are no longer needed
for treatment. The medicine cabinet also provides ready access to persons, especially teenagers,
who seck to use these medications non-medically. Removing household medication that is
unwanted or no longer needed is a key component to limiting the availability of and access to these
drugs by children and drug seekers for non-medical purposes.

DEA has responded to this problem by coordinating, every six months, Nationwide
Prescription Drug Take-Back Days with our Federal, state, local, and tribal law enforcement
partners. Prescription drug take-back days are convenient opportunities for the public to safely
dispose of unused, unwanted or expired medications. Since September 2010, DEA has held seven
Nationwide Prescription Drug Take-Back Days. On October 26, 2013, the most recent Nationwide
Take Back Day, 647,211 pounds (324 tons) of prescription medications were collected from
members of the public. Collectively, the seven Nationwide Take Back Days have removed a total
of 3.4 million pounds (1,733 tons) of medication from circulation. The eighth national take-back
day is scheduled for April 26, 2014.
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In addition, DEA is fully engaged in ensuring proper disposal of controlled substances and
is developing a final rule implementing the Secure and Responsible Drug Disposal Act. The Act
authorizes DEA to promulgate regulations allowing additional ways for Amcricans to dispose of
their unwanted or expired controlled substance medications in a secure and responsible manner.
DEA’s goal is to implement the Secure and Responsible Drug Disposal Act of 2010 by expanding
the options available to safely and securely collect pharmaceutical controlled substances from
ultimate users for purposes of disposal, to include: take-back events, mail-back programs, and
collection receptacle locations. With the final regulations on the horizon, the DEA hopes that all
Americans will be able to remove unwanted controlled substances more readily from their
households, thereby helping to reduce diversion and the public health concerns regarding these
substances.

Enforcement

Over the past several years, DEA has uncovered two types of illegal schemes used to divert
powerful and addictive controlled substance pharmaceuticals. Florida was the epicenter of many
illegal operations whereby hundreds of millions of dosage units of controlled substances were
diverted into the illicit marketplace across the United States. Between 2005 and 2009, the
diversion of millions of dosage units of schedule 111 hydrocodone products was facilitated by rogue
internet pharmacies and unscrupulous prescribers who provided prescriptions to drug seekers
utilizing these sites. The Ryan Haight Online Pharmacy Consumer Protection Act that took effect
in April 2009 responded to the explosion of domestic rogue internet pharmacy diversion. This law,
combined with intensified law enforcement and regulatory actions, virtually eliminated domestic-
based rogue internet pharmacies that were involved in internet distribution of prescription opioids.

As the number of domestic, Internet-based pharmacies began to decline in 2008, law
enforcement observed a significant rise in the number of rogue pain clinics, particularly in Florida.
Instead of hydrocodone combination products, the practitioners in these clinics dispensed millions
of dosage units of oxycodone, a schedule 11 controlled substance that is just as dangerous as
hydrocodone combination products when taken for a non- medical use. There was a sharp increase
in pain clinics located in the tri-county area of South Florida (comprised of Broward, Miami-Dade,
and Palm Beach Counties) in 2009. According to data provided by the State of Florida, by 2010,
Broward County alone was home to approximately 142 rogue pain clinics. Federal, state and local
law enforcement investigations identified thousands of drug seckers that routinely traveled to
Florida-based rogue pain clinics to obtain pharmaceutical controlled and non-controlled
substances, such as oxycodone, hydromorphone, methadone, tramadol, alprazolam, clonazepam,
and carisoprodol. They then would travel back to their home states and illegally distribute the
drugs that ultimately flooded the illicit market in states along the entire East Coast and the
Midwest.

6

“ It addition, the amount of heroin seized at the South West border increased over 300 percent from 2008 to 2013,
6
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Not unexpectedly, increased diversion leads to increased enforcement activity. The
National Forensic Laboratory Information System (NFLIS) collects results of drug chemistry
analyses conducted by Federal, state, and local forensic laboratories across the country. As such,
NFLIS can provide detailed analytical results of drugs seized by law enforcement, including trends
in the diversion of pharmaccutical controlled substances into illegal markets. As of December
2013, 49 state laboratory systems, 96 local laboratory systems, and one territorial laboratory
system were participating in NFLIS. In 2012, an estimated 1.6 million drug analysis records were
reported to participating NFLIS state and local laboratories. The increase in opioid pain
medication analyses conducted by NFLIS-reporting laboratories from 2001 to 2012 is staggering:
275 percent for oxycodone; 197 percent for hydrocodone; and 334 percent for morphine.

DEA intelligence reveals that heroin trafficking organizations are relocating to areas where
non-medical use of prescription drugs on the rise. Correspondingly, NFLIS shows an increase in
the heroin cases and reports’:

NFLIS Estimates
2008 2009 2010 2011

Heroin Reports 95,879 112,153 110,393 | 119,765 | 131,624 |
Heroin Cases 73,562 83,535 82,385 88,924 99,830 |
Total Reports 1,711,763 | 1,758,505 | 1,713,360 | 1,660,216 | 1,622,435 |
Total Cases 1,290,363 | 1,297,735 | 1,274,383 | 1,218,161 | 1,189,089 |
% Heroin

Reports 5.60% 6.38% 6.44% 7.21% 8.11%
% Heroin Cases 6.92% 7.95% 8.04% 9.24% 10.72% |

Enjorcement: 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 scts 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 TDS's
from 37 to 66. With the expansion of TDS groups across the United States, the number of
diversion-related criminal and administrative cases has increased significantly.

7 In NFLIS, a “case™ is a law enforcement investigation; a “report' is an analysis of an exhibit pertaining to an
investigation. There are typically many reports in a single case.
T
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Enforcement: Diversion Groups

When the DEA was established in 1973, DEA regulated 480,000 registrants. Today, DEA
regulates more than 1.5 million registrants. The expansion of the TDS groups has allowed
Diversion Groups to concentrate on the regulatory aspects of enforcing the Controlled Substances
Act. DEA has steadily increased the frequency of compliance inspections of specific registrant
categories such as manufacturers (including bulk manufacturers); distributors; pharmacies;
importers; exporters; 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 Controlled Substances Act and its implementing regulations.

The TDS's and the Diversion Groups have brought their skills to bear on Florida-based
pain clinics and as the pill mill threat is driven out of Florida and moves towards the north and
northwest, DEA will continue to target the threat with the TDS groups’ proven law enforcement
skills, the Diversion Groups' regulatory expertise, and by educating registrants.

CONCLUSION

Non-medical prescription opioid use is a major factor contributing to the increase in heroin
trafficking and use throughout the United States. Any long-term solution to reduce non-medical
opioid use must include aggressive actions to address prescription drug diversion while educating
the public about the dangers of the non-medical use of pharmaceuticals, educating practitioners on
methods of diversion and trends of non-medical pharmaceutical use, and treating those individuals
with substance use disorders. The increase in heroin use and non-medical prescription opioid use
and trafficking leads to addiction. Preventing the availability of pharmaceutical controlled
substances to non-medical users and educating practitioners and the public about pharmaccutical
diversion, trafficking and abuse are priorities for the DEA. As such, DEA will continue to work in
a cooperative effort with other Federal, state, local, and tribal officials, law enforcement,
professional organizations, and community groups to address this epidemic. The DEA and our
Federal, state, local, and tribal law enforcement and regulatory counterparts are attempting to
control the diversion of prescription opioids into the illicit marketplace, as well as controlling the
rise in heroin use. The increase in heroin use derives, in part, from the non-medical use of
prescription opioids and the addiction made possible by abuse and availability. DEA and its
partners will continue to address this epidemic through a holistic approach.
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Mr. BURGESS. The gentleman yields back. I thank the gentleman
for his testimony.

We will now hear from the members for questions, 5 minutes for
each member.

I will begin.

Well, Mr. Rannazzisi, you just gave some rather startling statis-
tics. Mr. Botticelli, you said in your testimony we can’t arrest our
way out of this problem. So let me just ask you, from a federal per-
spective, we have put a lot of money and a lot of effort on behalf
of taxpayers into this, what is it about this that is not working?

Mr. Botticelli, we will start with you, and maybe we can just go
down the line and just answer the question, how has this become
the problem that it is?

Mr. BOTTICELLIL Sure. I think a number of my Federal panelists
have articulated some of the problems, and I think, first and fore-
most, a lot of this issue is driven by the vast overpreseribing of pre-
scription pain medication. A recent report by the GAO showed that
the vast majority of physicians get little to no training in substance
use disorders and little to no training in safe opioid prescribing.
And a part of our——

Mr. BURGESS. Let me stop you there because this is not a new
problem. I mean this was a problem 40 years ago when I was in
medical school, and I would disagree with the statement that we
got no training, but OK, the training may not be adequate to the
scope of the problem, but honestly, can we say that this is some-
thing that just happened to us, and we were completely unaware
that this was an issue? I mean how could you possibly make a
statement like that?

Mr. BOTTICELLI I think part of what the balance has been, and
I think it has been out of kilter, is that physicians, quite honestly,
were pushed in terms of making sure that we adequately treated
pain in the United States. And we absolutely need to make sure
that we do that. I think we need to have a balanced strategy that
understands the tremendous addiction potential of these drugs, the
risky patients that we have before us in terms of who should be
prescribed prescription medication, as well as monitoring those who
are developing a problem.

So I do think that this is a balanced approach in terms of both
making sure that we are adequately treating pain, but we are also
not inadvertently creating a problem by overprescribing these
medications to people who are developing a problem, or who are at
risk.

Mr. BURGESS. I don't want to put words in his mouth, but Mr.
Rannazzisi seemed to imply that we are overprescribing. Is that a
fair assessment of your testimony?

Mr. Rannazzisl. I think that if you are talking about 99.5 per-
cent of the prescribers, no, they are not overprescribing, but our
focus is in rogue pain clinics and rogue doctors who are overpre-
scribing. Actually, they are prescribing illegally, they are not over-
prescribing, they are illegally prescribing.

So, yes, if you are considering that overprescribing, yes.

Mr. BURGESS. Well, that is your job. You are law enforcement,
so you get to close them down, right?
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Mr. RANNAZZISI. And we are trying. They are overwhelming us
with numbers.

Mr. BURGESS. All right, I do want everyone’s response to that be-
cause in the interests of time and wanting to keep to the 5-minute
interval, I am going to submit that in writing to each of you.

I want to bring up something because each—or several of you
have brought it up, and that is the issue of making naloxone much
more available. Maybe we should also be talking about making
Ambu bags available for people who are going to overdose. I mean
it is hard to know who is going to overdose, but, Mr. Botticelli, you
brought it up, and I think, Dr. Sosin, you brought it up as well,
but what is the issue here with making this available?

Mr. BOTTICELLI. I think that we have been tremendously heart-
ened, both at the Federal level, as Dr. Volkow talked about, in
terms of the approval of new delivery devices for doing that. One
of the main areas that ONDCP has been working with our state
partners is the passage of state legislation to look at naloxone dis-
tribution. And so I think we have now 17 states that have enacted
naloxone distribution legislation, which I think has really been
helpful here.

We have also been, quite honestly, working with many law en-
forcement agencies across the state——

Mr. BURGESS. Pardon me for a moment. It is a federally con-
trolled substance, is it not? Naloxone?

Mr. BOTTICELLI. It is not a controlled substance, if I remember
correctly.

Mr. BURGESS. OK. Is there a cost issue?

Mr. BOTTICELLL There is a cost issue, and one of the things,
Chairman, that you asked is what are the opportunities that we
have in terms of looking at this, and again, I think it was really
helpful that SAMHSA looked at how we might use existing Federal
funds, but I think if there is an area that we can continue to ex-
plore together it is how we might enhance resources for many over-
dose prevention efforts.

One of the things that I have heard as I have traveled around
the country is that having state legislation and having these de-
vices is a great start, but many states and local areas are under-
resourced in terms of implementing it.

Mr. BURGESS. Yes, and again, I may submit that in—for answer
in writing as well, but, Dr. Volkow, let me just ask you. You men-
tioned in your testimony to address this problem, we have to recog-
nize the special character of this phenomenon, and part of which
is that opiates play a key role in relieving suffering. So as pro-
Ividers and policymakers, are we doing a good job of walking this
ine?

Dr. VoLKOW. Based on the numbers, I don’t think we can say we
are, and the reality is that in this country, we have both an under-
treatment of pain and over-prescription of medications. These are
not exclusive. And one of the issues that we have been faced with,
and Mr. Botticelli had been discussing is, in 2000, when the Joint
Committee for Accreditation of Hospital demanded that you treat
pain, you see a steep increase in the number of prescriptions. So
what you are doing in parallel, there has not been an increase in
education in medical schools. So each 7 hours average in the
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United States there is a diversity of opiate medications that are
currently available, and there are many indications where actually
patients are being given the opioids when it is not severe pain, and
this, for example, is the case in many cases for young people with
dentists that are prescribing the opiate medication, so there is a
room for improvement on that education of providers.

The other issue too that we have not understood very much when
we were—I mean certainly, when I was in medical school, they will
tell you if you prescribe an opioid medication with someone that is
suffering from pain, they are not going to become addicted. Now,
we can come to recognize that it is not the case, that there are pa-
tients that are taking the medication as prescribed, and they can
become addicted. So the issue is who are they, how do we recognize
them so we can prevent that transition. And

Mr. BURGESS. Well, and my time has expired. I will just offer the
observation, 40 years ago, I was given the admonition by a pro-
fessor in anesthesiology, this stuff is so good, don’t even try it once.
So clearly, it was known 40 years ago.

I recognize Mr. Welch for 5 minutes for questions please.

Mr.nWELCH. OK, I want to thank the panel and the Chairman
as well.

You know, in Vermont, as I mentioned in my opening statement,
we are just trying to face this directly, which is, I think, a much
better approach than denial, and it has engaged the community in
some very effective ways. And it has developed—I think it has
helped our providers develop what they call a Hub and Spoke Sys-
tem where there is an emphasis on medication, which really does
seem to be helping some folks who are willing to be helped, and
then some wraparound treatment services for people who can ben-
efit by that. And a lot of our ability to do that is because we are
getting some federal help. We get about $6 million out of the Sub-
stance Abuse Prevention and Treatment Block Grant. That has
been level funded. And my question really to Mr. Clark, can you
explain the decision, I guess this is the Administration decision not
to propose an increase in that program, given the intensity of the
crisis. And I think with this discussion occurring all around the
country, obviously, you are going to have many more states that
are willing to roll up their sleeves and try to get engaged, which
would sxﬁgest the resource need is there in order to help make this
successful.

Dr. Clark?

Dr. CLARK. Mr. Welch, we are working very closely with state au-
thorities, with organizations like NASADAD and NASMHPD to ad-
dress these issues, but we also, as Mr. Botticelli pointed out, are
approaching this from a comprehensive approach rather than sim-
ply using a single funding mechanism to address the issue. We
need to keep in mind that we need multiple strategies to address
this problem, and with those multiple strategies, we believe that
we can make an impact. So relying, indeed, on the Affordable Care
Act and other strategies, we can leverage the Block Grant Funding
to target this.

We are also allowing jurisdictions to prioritize using our preven-
tion efforts, as well as our treatment efforts. The problems that
they are experiencing——
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Mr. WELCH. All right.

Dr. CLARK [continuing]. In their respective jurisdictions——

Mr. WELCH. OK, thank you. No—but no more money. Money is
tight, I get it.

And, Mr. Botticelli, your predecessor came up and had a great
visit with us in Vermont. It was tremendous to have him there.
And we have expanded the use of naloxone—how do you say that?

Mr. BOTTICELLI. Naloxone.

Mr. WELCH. Naloxone. Yes, and we have had some success with
that. We have had a number of instances of it being used success-
fully just recently about 15 times.

But do you think that the FDA should consider making that an
over-the-counter medication?

Mr. BOTTICELLI. Yes. So, first of all, like you, I really want to ap-
plaud you and Governor Shumlin in terms of calling significant at-
tention to this issue. I spent the better part of my career in Massa-
chusetts, and am very familiar with——

Mr. WELCH. Right.

Mr. BOTTICELLI [continuing]. The heroin issue that we have had
in New England for a long, long time.

Our office, as part of our preseription drug abuse plan and over-
dose, has been looking for continued ways to expand the use of
naloxone. Again, I think we are heartened by this delivery device.
Our partners at NIDA are looking at and researching the expan-
sion of and use of other ways. So we are having conversations with
both Federal partners and, quite honestly, some external stake-
holders who are really, really interested in terms of looking at how
do we increase the—not only the availability of naloxone,%ut con-
tinue to promote easier to use and, quite honestly——

Mr. WELCH. OK.

er. BoTTICELLI [continuing]. Perhaps some cheaper versions
0  e—

Mr. WELCH. Right.

Mr. BOTTICELLI [continuing]. Naloxone.

Mr. WELCH. I have time for one more question.

Dr. Volkow, I want to ask you about this issue with doctors and
with patients. I have known close friends who have had serious
medical issues and have been in a lot of pain, and once that line
is crossed where they are getting the prescription medication, it al-
most seems like there is an undertow where the answer to the pain
question always is essentially to get more medication and more
powerful medication. And a patient in that moment is pretty vul-
nerable. And the doctor gets really persistent advocacy %y the pa-
tient and sometimes the patient’s family. You have got to do some-
thing. So how do we help the doctors deal with what, Dr. Burgess,
of course, we have another doctor here, but how do they, there are
a lot of doctors around here, but how do we—the doctors really
have to be on the frontline, and it is very tough because they have
a patient who is in pain, they have a family who is saying will you
do something, but the something that is getting done in many cases
is resulting in long-term problems.

Dr. VoLKOW. Yes, and you are touching on one of the hardest
issues to deal with clinically: how do you manage severe chronic
pain. What many people don’t know is that the risk of suicide for
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patients with chronic pain is double that of the general population,
so it is extraordinarily debilitating. And the strongest medication
we have are opioids. The problem with opioids, apart from
addictiveness, is that you become tolerant very rapidly, and so that
requires that you increase the dose. So chronically, and then you
have to shift to something more potent, and that is exactly where
the whole problem lies around. They are not ideal, but it is what
we have, and it can relieve the patients in the moment that they
need them.

The strategy is what other alternatives we can use other than
Jjust relying as—in opioids as the only alternative, and that is
where research is ongoing to see—that is what I was mentioning
in the whole area of brain neuroscience, the feasibility of devices
that can actually be used potentially to handle and manage pain
will be a breakthrough. You will rely less on medications. And I
also think the aspect of we as a society have created the expecta-
tion that anything that is wrong with you should be treated with
a medication. So zero tolerance for pain. And I think that as a cul-
ture, we need to revision that also.

Mr. WELCH. Thank you.

I yield back. Thank you very much.

Mr. GINGREY [presiding]. Thank you. Thank you, Mr. Welch.

And I am sitting in, obviously, for Dr. Burgess. Let me just make
a brief statement, and then I will ask my question.

As a physician of many years, I don’t think that even back in the
day we were given the proper training in regard to pain medica-
tion. Also I will say this, there has been a lot of emphasis over the
past 10 years or so about advanced directives and the necessity for
that, and, of course, the hospice programs that have developed and
that sort of thing, but I don’t hear hardly any discussion about pa-
tients given their wishes in regard to how they want their pain
controlled in a terminal situation where there is no chance for re-
covery. I don’t know that people really understand, and in many in-
stances pain medication is started because the family members
don’t want their loved one to suffer. That is quite natural and ap-
propriate, but before you know it, the patient has gone beyond the
stage where they can say, look, I don’t want to be totally zonked
out at the time of my demise. So that is just, I guess, food for
thought in a way.

I am going to ask my specific question, Mr. Rannazzisi. You said
earlier in your testimony that the DEA is just getting overwhelmed
by all these rogue pain clinics that are popping up everywhere.
How is that happening? How do these places just pop up, as you
put it, and why is it happening, why are you getting overwhelmed?

Mr. RanNazzisi. Well, that is a great question, sir. It is not just
DEA that is overwhelmed. Our state and local counterparts are
overwhelmed. Think about this. Prior to the Ryan Haight Act, the
Internet drug bill that was passed, there were, say, seven clinics—
pain clinics in Broward County, in 2010 there were 142 clinics in
Broward County. Now, if you look, when we moved our enforce-
ment groups down there, and we moved 10 tactical diversion
squads to work with our state and local counterparts, and we start-
ed knocking off these rogue pain clinics, they moved up into Geor-
gia. If you looked at the 75 corridor, there were over 100 pain clin-
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ies going up that 75 corridor. Some of them were right off of the
interstate. You just get off and get back on. Then they moved into
Tennessee. Tennessee now has approximately 300 clinics.

Now, if you think that—state and local law enforcement and
DEA doesn’t have the capacity to go after every one of these clinics
quickly, because these are legal drugs that they are peddling, and
we have to establish that that doctor is prescribing outside the
usual course of professional practice, and not for legitimate medical
purposes. It takes time. These cases take time. So what they are
doing is they are just counting on the fact that they are going to
run the clinic that is not being hit by DEA. So we are all over-
whelmed, everyone in law enforcement.

Mr. GINGREY. Yes, but what percentage would you say of these
clinics are fraudulent?

Mr. RanNazzisl. In Florida, the vast majority of them. In Geor-
gia, I believe that the vast majority of those clinies that popped up
were. There are good pain clinics, don't get me wrong. Every pain
clinic is not bad.

Mr. GINGREY. Yes.

Mr. RaNNazzisI. But the pain clinics that we are looking at are
absolutely atrocious. There is no medical care.

Mr. GINGREY. Yes.

Mr. RANNAZZISI. It is the modern-day crack house.

Mr. GINGREY. Thank you for that answer.

And any of you could answer this. Last year, GAO, the Govern-
ment Accountability Office, found an overlap in 59 of the 76 pro-
grams it identified in the drug abuse and prevention area. What
steps are any of your agencies taking to minimize overlap and more
efficiently spend out taxpayer dollars? I mean you would think that
we could get some efficiency here. Anybody?

Mr. BorriceLLl. Sure, Chairman. Our office has looked at that
report and has been working with our Federal partners to look at
the breadth of our prevention programs, and to make sure that we
are not, quite honestly, duplicating programs.

I do think that, however, if you talk to many, many people at the
local level, they will tell you, however, that we don’t have enough
prevention, and I think you heard from many, many folks up here
that while we may have programs that are addressing the same
issue, they are reaching not the entirety of the population. So we
really want to make sure that, one, that we are not kind of dupli-
cating the programs that we have already——

Mr. GINGREY. Well, very important, I would think that you guys
are talking to each other, of course. Others? I have a little time
left, 2 seconds, 1 second. Wait a minute, I am the chair now, aren’t
I? I have 5 minutes left. Mr. Clark?

Dr. CLARK. Well, as——

Mr. GINGREY. Dr. Clark, excuse me.

Dr. CLARK. One of the things we are concerned about in the Ad-
ministration is the issue of fragmentation, overlap, and duplication,
and that we do work very closely with our federal partners to make
sure that we minimize fragmentation, overlap, and duplication.
And working under the assistance of ONDCP, we are able to ad-
dress that.
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As was pointed out, communities need multiple resources, and
you find that sometimes you cannot completely eliminate some
overlap because, indeed, the unique issues of individual commu-
nities require that there be some overlap, but we are very sensitive
to both the GAO concerns and OMB’s concerns about fragmenta-
tion, overlap, and duplication, and assiduously try to avoid that.

Mr. GINGREY. Thank you all. I thank the panel. My time has ex-
pired, and I yield 5 minutes now to Mr. Lujan.

Mr. LusAN. Mr. Chairman, Doctor, thank you so very much for
the time today, and I am glad to see that we are having this hear-
ing. This is important. By the chairman and the committee staff ac-
knowledging that this hearing needed to take place, I think we are
acknowledging there is a problem across the country.

The question after this hearing today though is, are we going to
sweep this under the rug again, or are we going to do something
signif;lcant with recommendations that are going to come from ex-
perts?

This is a problem plaguing America. The case in New York
brought more attention to what was happening with heroin abuse
and overdoses, but we have been losing lives across the country for
years. And what are we going to do? There are recommendations
that have been put on the table by many experts. It has been stud-
ied over and over and over. There is a program from 2011 on the
prescription drug side to reduce abuse significantly over 5 years, I
will be asking the question where are we with that, but every life
that is lost as a result of this is one life too many.

There are only so many parts of the world that are growing pop-
pies. Do we not know, as the United States of America, where pop-
pies are being grown and how they are migrating into the United
States in the form of hercin and illegal substances? Seems to me
we should. And what are we doing to stop that flow? That is very
troubling.

Now, going back to the prescription drug side, there have been
presentations that we have seen in New Mexico that have been put
together by some people that I respect very much, that show a cor-
relation with drug overdoses with increased prescriptions that are
coming out, not just pain medication facilities that are popping up.
And so one of the questions that I have is, is there data that is re-
ported to any of you that you do analysis on, where there is a
court—at least with the data that I have seen, there is—it is shown
that there is a correlation between overdoses and increased pre-
scriptions that are being administered, and what do we do with
that data? Are we able to go in or is that an area where we don’t
have enough support now between the federal and the state part-
ners? And I would ask anyone that would like to tackle that.

Dr. SosIN. Thank you, Congressman Lujan.

You mentioned a New Mexico report. Dr. Paulozzi from CDC
worked with scientists in New Mexico and health department staff
there to analyze and demonstrate those relationships, and abso-
lutely, there is a very tight relationship between the volume of
opioid prescribing and opioid overdose deaths. That information
does get used at a national level, and thinking about the areas to
intervene, but also at the state and local level where it has to be,
to better understand how the problems in each individual jurisdic-
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tion, and the factors that are influencing the prescribing practices
are being addressed there.

One of the ways that CDC in particular works is by trying to lib-
erate data by working with state and local health departments to
understand the context of prescribing, of health system data, and
of mortality data, to put a better picture and understand the con-
text within which overdose deaths are occurring and abuse is oc-
curring, and then be able to target programs like through their
PDMP’s, like restriction programs, et cetera, that address those
problems.

Dr. VoLkow. If I may, first of all, I want to thank you for bring-
ing up that issue because the way that I view it, this is an urgent
issue and we cannot put it under the rug, under no conditions. And
I feel passionate because I do get the parents coming to me and say
when we went to wake up our child, it was dead, and we didn’t
even know that they were abusing opioids.

The other issue is that we do have the tools to actually address
the problem of opioid prescription abuse and opioid deaths. We
need to implement them. We have treatments that work for drug
addiction that can decrease the number of overdoses, but also we
need to address the problem that we have with chronic pain in this
country. How many people suffer chronic pain in this country? Esti-
mated IOM, 100 million. 100 million. There is the notion on that
100—that there is an increase in chronic pain, and that needs to
be addressed. So from the healthcare perspective, we need to ad-
dress it.

Mr. LuJaN. And, Dr. Volkow, as my time expires, there are some
questions that I will be submitting in to the record, but I would
welcome your response as well.

And, Mr. Chairman, I just wanted to share with you that there
is a program in New Mexico that appears to be working with the
distribution of Narcon, where there has been a reversal of more
than 250 overdoses last year, where they are getting it into the
hands of first responders and nurses. So it is not necessarily on the
street, but it is with those that are responding to these accidents.
And there may be a way for us to work on that with some ideas
down the road.

Mr. Chairman, again, I share, before you return to the hearing,
how much we appreciate that you are doing this and you have
brought this hearing, but I certainly hope that there is more that
will be done, and that this hearing won’t be the last of hearings
and conversations, and an approach that we can take as a Con-
gress to work with our state partners to do something. This is a
bad problem across the country, but it is also plaguing New Mex-
ico. And I thank you for your attention to this, Mr. Chairman.

Mr. BURGESS. The Chair thanks the gentleman, and does also ob-
serve that further hearings are likely to be necessary, and as Mr.
Welch pointed out, to hear from governors, and I would like to hear
{)‘ron‘i some of our mayors because they are on the first lines of this

attle.

The Chair now recognizes the gentlelady from North Carolina,
Mrs. Ellmers, 5 minutes for questions please.

Mrs. ELLMERS. Thank you, Mr. Chairman, and thank you to our
panel for being here today, addressing this very important issue.
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I would like to start by asking a question of Mr. Botticelli and
Dr. Volkow.

Understanding the path of addiction, there is, and I think you
have both identified a genetic basis for that, one of the things I
would like to know is, again, the progression. Is this something
that starts with tobacco use, smoking, use of alcohol, drinking, and
then how does it progress and how do you feel? And I will just start
with you, Mr. Botticelli, and then have Dr. Volkow comment.

Mr. BorriceLLL I do have to acknowledge that just about every-
thing that this field knows about this has come from the work of
Dr. Volkow.

Clearly, we know that there is a genetic predisposition for many
people in terms of family history of substance abuse, but we also
know that there is, like many diseases, there are environmental
factors that go into that issue.

We know that substance use disorders are a disease of early
onset, so that many people who do develop, left untreated, left
undiagnosed, develop a substance use disorder, largely because of
starting alcohol, tobacco and/or marijuana use——

Mrs. ELLMERS. Yes.

Mr. BOTTICELLI. At a very young age. Clearly, there are some
particular issues as it relates to the addiction potential of presecrip-
tion drug medication——

Mrs. ELLMERS. Yes. Yes.

Mr. BOTTICELLI [continuing]. But the vast majority of people
that, at least, I have talked to, and the data show that those folks
who do have a significant opioid use disorder have started from a
very young age. And if you saw the Philip Seymour Hoffman story,
he actually started with alcohol abuse at a very young age. So we
know that there are prevention and intervention opportunities that
we can have along the way to really make sure that we are identi-
fying people early in their disease progression, and then we are in-
tervening in this issue.

Mrs. ELLMERS. Yes.

Mr. BorTiCELLI. The other piece that you talked about, and
again, I think it still warrants further work, is what about the pro-
gression from prescription drug use to heroin addiction.

Mrs. ELLMERS. Yes.

Mr. BOTTICELLI. Clearly, we know that it is a progressive dis-
ease, and people, left untreated, will often progress to more signifi-
cantly harmful use patterns, but we also know that price plays a
role, as the DEA mentioned, in terms of the progression. So we
know that there are multiple factors that really affect peoples’ pro-
gression, not only in terms of overall development of a substance
use disorder, but from prescription medication to heroin.

Mrs. ELLMERS. Yes. Yes. Dr. Volkow?

Dr. VoLKOW. Yes, and the questions you ask intrigue many sci-
entists, and it is called—has led to the term of gateway——

Mrs. ELLMERS. Right.

Dr. VoLKOW [continuing]. Hypothesis because all of the epidemio-
logical studies have repeated corroborated that most individuals
that become addicted to illicit substances started with nicotine or
alcohol, then transition into marijuana and then the other drugs.
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So the question is that just because it is more accessible that you
start with nicotine or aleohol——

Mrs. ELLMERS. Yes.

Dr. VoLKOW [continuing]. Or could it be that these drugs, includ-
ing nicotine, alcohol, and marijuana, are changing your brain in
such a way that it makes it more receptive to the addictiveness of
drugs.

Mrs. ELLMERS. Yes.

Dr. VoLKOW. And there is data now from genetic studies and
from studies in animals that suggest, at least for the case of nico-
tine and alcohol, and also marijuana, that it is changing the sensi-
tivity of the brain reward sequence in a way that primes you——

Mrs. ELLMERS. Yes.

Dr. VOLKOW [continuing]. To the addictiveness of these other
drugs. And in the case of prescription opioids, that is also what
they are observing, that most of the individuals that end up ad-
dicted to prescription opioids had a history of nicotine addiction
earlier, or had started abusing alcohol.

Mrs. ELLMERS. Yes. Thank you.

My last question is for Mr. Rannazzisi. Obviously, your agency
is working with many other agencies on this issue, and I am going
to ask you a question that really falls under the FDA, but from
your opinion, in the work that you are doing, do you believe that
some of the prescription drugs, the deterrent formulas such as, you
know, for Oxycontin, some of the deterrent formulas, will that
make a difference and is it feasible that if we take this approach,
that that is going to help on the wide and broad scope that you
have outlined if we are using these deterrent forms?

Mr. RaNNAzzisI. Absolutely. The abuse deterrent formulations
will make a difference. But those drugs will still be abused——

Mrs. ELLMERS. Yes.

Mr. RANNAZZISI [continuing]. Orally with a potentiator, like a
muscle relaxer, or a Benzo, but in the end, it is going to stop them
from crushing and snorting, or erushing and injecting.

Mrs. ELLMERS. Yes.

Mr. RanNazzisl. And we know that when you crush and inject,
or crush and snort, you are raising the risk——

Mrs. ELLMERS. Yes.

Mr. RANNAZZISI [continuing]. Of overdose and death——

Mrs. ELLMERS. Yes. Yes.

Mr. RANNAZZISI [continuing]. Just in that method of delivery. So,
yes, do I think it is important? Absolutely, it is important. Look at
what happened with the Oxycontin product, when it went from the
OC to OP, you could bang that tablet with a hammer and it is not
going to break.

Mrs. ELLMERS. Yes.

Mr. RanNazzisi. It balls up in your nose when you try to snort
it. It is crazy——

Mrs. ELLMERS. Yes.

Mr. RANNAZZISI [continuing]. That, if you try to abuse that drug,
but what do we see everybody doing? Immediately, they started
moving to the Oxymorphone product——

Mrs. ELLMERS. Yes.
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Mr. RANNAZzISI [continuing]. Or the immediate release Oxy 30s.
OK, so they are adapting.

Mrs. ELLMERS. Yes.

Mr. Rannazzisl. If we could figure a way to get an abuse deter-
rent formulation across the board, then we are going to see some
significant results—

Mrs. ELLMERS. Thank you.

Mr. RANNAZZISI [continuing]. Absolutely.

Mrs. ELLMERS. Thank you so much for your answers, and your
insight on this issue.

And, Mr. Chairman, I yield back the remainder of my time.

Mr. BURGESS. Gentlelady yields back.

The gentleman from Kentucky, Mr. Yarmuth, recognized 5 min-
utes for your questions please.

Mr. YARMUTH. Thank you very much, Mr. Chairman. And I
thank the panel as well for the testimony, and for what is obvi-
ously a very committed effort across the spectrum of government
to deal with this problem. I am glad to know that, I shouldn’t say
glad, but it is somewhat reassuring to know that this is not just
a Kentucky problem. Certainly, in my travels in my district and
around the state, and talking with law enforcement and with men-
tal health professionals, and everyone who is involved in this area,
we have a huge problem in Kentucky. During the first 3 quarters
of 2013 there were at least 170 Kentuckians who died from heroin
overdoses, and that was 41 more people who had died the entire
previous year, and is actually a 200-plus percent increase since
2011. So we have a problem that is there and growing.

And one of the young people who died was the nephew of a Ken-
tucky state representative, Joni Jenkins, a good friend of mine and
a great representative. Her nephew, Wes, they suspected, began
with preseription drugs and then moved to heroin because of ex-
pense. He died in May of 2013. And she told her story in the Louis-
ville Courier-Journal, and I would like to read one of the things she
said because it prompts a question. She said, for an entire year,
our family kept the addiction private. They were well aware of it,
he had been in and out of treatment and they were working with
him, but they kept it private so Wes would not suffer the social
stigma of being a drug addict. I now know that there is a terrible
shame attached to this illness, but we have to break through the
silence to find a cure. And she said, I also know that I will search
for answers the rest of my life for that.

Is this a problem that you have seen? You are nodding your
head, Mr. Botticelli, so respond to that, that much of the the access
to treatment or the willingness to treatment is deterred because of
a social stigma?

Mr. BorTiCELLL. I have—and many of us have heard that story
countless times from parents. Many of us were just in Atlanta with
a conference sponsored by Chairman Rogers. And we hear that
story repeatedly, and I think our collective efforts have really been
to raise the visibility of ensuring that people know that addiction
is a disease, and this is not about shame, this is not about guilt.
We know that one of the reasons why people don’t seek treatment,
and why parents don’t ask for help, is because of the shame and
embarrassment that is related to that. And so part of what I think
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all of our Federal partners are doing is how do we raise the under-
standing and visibility, and, quite honestly, the compassionate
treatment of people with addiction—of addictive disorders into this
work. And I think that we are seeing, quite honestly, a movement
in terms of—like we did with other disorders that were shameful
and stigmatized——

Mr. YARMUTH. Yes.

Mr. BOTTICELLI |continuing]. That we have to elevate the voice
of parents and people in recovery so that we do know that hope is
possible, and that it would be easier for them to come forward and
ask for help, but unfortunately, we have heard that story way too
many times from——

Mr. YARMUTH. Yes.

Mr. BOTTICELLI [continuing]. From parents and people who are
affected.

Mr. YARMUTH. Have you come up with any great answers? I
mean what can we do to help that just as individual members? We
do span the country anyway.

Mr. BorTiCELLI. Yes. I think there are a couple of things that we
are doing. A lot of our work at the Office of National Drug Control
Policy, we actually established an Office of Recovery to really pro-
mote the fact—we are looking at the development of recovery sup-
port services, so that people in the community can see that recov-
ery is possible. I think we have been promoting—those of us who
are in recovery, talking very publicly about the fact that we are in
recovery, because it shows to other people that this is not just
about death and destruction, that there really is hope on the other
side of this. So I think all of us play a role in terms of
destigmatizing that.

Just having these hearings really shows the fact that we have
leadership in this country who are concerned about this, and it is
not a shame. This is not a moral choice, this is not a moral failing,
this is about a disease, and we have to deal with it from a public
health perspective.

Mr. YARMUTH. Yes.

Mr. BoTTICELLIL. So I really appreciate your acknowledgement of
that—those challenges.

Mr. YARMUTH. Well, it seems to me that much of this problem
involves education. I assume that when these young people, or
whether it is young or not, but predominantly young people begin
on preseription drugs, they have no idea that this is the course that
they could likely be on. And I don’t know whether that is a school
issue, a PTA issue, what it is, but it seems to me like information
is one of the greatest avenues for combatting this problem.

Well, anyway, Mr. Chairman, I would request unanimous con-
sent that this OpEd that I mentioned from Joni Jenkins be made
a part of the record.

Mr. BURGESS. Without objection, so ordered.

[The information appears at the conclusion of the hearing.]

Mr. YARMUTH. Thank you, and I yield back.

Mr. BURGESS. The gentleman yields back his time.

The Chair now recognizes the gentleman from Ohio, Mr. John-
son, 5 minutes for your questions please.
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Mr. JOHNSON. Thank you, Mr. Chairman, and I really appreciate
the opportunity to hear from the panel today on this very, very im-
portant issue.

You know, prescription drug and heroin abuse are very serious—
is a very serious epidemic in Ohio, and parts of my district in east-
ern and southeastern Ohio are some of the worst hit.

In 2012, 5 Ohioans died every day from unintentional drug over-
dose with opioids, both prescription and heroin, as the driving fac-
tor. Attorney General Mike DeWine identified heroin as contrib-
uting to as many as 11 fatal overdoses a week. It is a major public
health crisis. However, prescription opioids continue to be the lead
contributor to fatal overdoses in the state. In 2012, for example, an
average of 67 doses of opioids were dispensed for every Ohio resi-
dent.

Law makers, nonprofit organizations, medical, industry leaders,
communities and parents across the state have been working to co-
ordinate their response to this epidemic, but in a corner of Ohio
that shares borders with 3 other states, communities are struggling
to get drug abuse under control. Individuals identified as abusing
in one state may cross state lines to escape detection and abuse in
another. A nonintegrated system also makes it harder to identify
prescribing providers and pill mills.

So for all of you on the panel, anyone that wants to try and re-
spond to this, I realize that states are largely in charge of imple-
menting their own prescription drug monitoring programs, but in
multistate areas like I serve, the importance of working together
to curb abuse cannot be emphasized enough. So what is being done
at the federal level to encourage states to share information com-
piled by their respective PDMPs?

Mr. BorTiceLLl. Thank you, Congressman, and as you have ar-
ticulated, both the establishment of vibrant prescription drug moni-
toring programs, and, quite honestly, the interstate interoperability
of those programs, has been key for much of the work that we have
been doing on the Federal level. So, we are happy that in 2006 we
only had about 20 operable prescription drug monitoring programs
in the United States, and now we have 48 that are operable, one
in the process and unfortunately, one state that doesn’t have a pre-
scription drug monitoring program. And as part of this strategy, we
have been working with the Bureau of Justice Assistance and the
Boards of Pharmacy to really look at interstate operability so that
those states that share a border can make sure that they are shar-
ing data. So now we have 20 states that are able to share informa-
tion across borders, and clearly, we have a goal of making sure that
all of these programs share data among particularly neighboring
states.

Mr. JOHNSON. Yes, I will share with you that, as a 30-year IT
professional myself, I can tell you that architecture and data stand-
ardization, interface standards, those are very, very critical compo-
nents. If you don’t know where you are going, any road will get you
there. And it is one thing to have a monitoring system, it is quite
something else to have a monitoring system that adheres to stand-
ards so that it can be effectively used.
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How do we make the nationwide PDMP system more effective,
and what still needs to be done to fully achieve a fully-integrated
network?

Dr. SosiN. Congressman Johnson, thank you for your question.
Clearly, the PDMP and the ability to achieve successful, effective
PDMPs is critical to the law enforcement side, the public health
side as well, the clinical side as well. And as Mr. Botticelli com-
mented, we are making progress, meaning that we are better un-
derstanding the components of these PDMPs, and what it is that
needs to be shared and how to share them. The work that you all
are doing in raising visibility, that governors and mayors are doing,
saying that this is an issue that they are going to address, also al-
lows this opportunity to set the standards for what we need to
share and how we will share that information across borders.

The CDC, working with the FDA and the Bureau of Justice As-
sistance, has been funding at Brandeis, the prescription behavioral
surveillance system, which takes from 20 states the PDMP data
they have, to better understand what these factors are that in-
crease the success of PDMP’s.

Mr. JOHNSON. Let me get to one more quick question. I have to
move quickly.

How can we shift drug abuse prevention efforts from the collec-
tion of silo data like we are talking about, to a system in which
this information isn’'t lost every time an individual realizes that
they are being tracked, and takes evasive measures like leaving a
health plan, for example, because not only do you have working
across state lines, but an abuser that goes from one health plan to
another can also hide. So how do we solve that problem?

Mr. BOTTICELLI. And some of my colleagues can add on to this,
but part of what we have been really trying to focus on is make
sure that we are treating and integrating substance use issues as
part of mainstream healthcare, of really looking at things like mak-
ing sure that people are getting screened and intervened as part
of their overall health plan so that, you know, for a very, very long
time, we have had two systems of care in the United States. We
have had medical care over here and behavioral healthcare over
here, and that we haven’t necessarily really looked at how we make
aure that we are treating substance use disorders as a medical con-

ition.

So part of our goal is more thorough integration of mental health
and substance use services within our primary care settings——

Mr. JOHNSON. Sure.

Mr. BOTTICELLI [continuing]. Because it is really important that
we not see these as two separate issues,

Mr. JOHNSON. Yes.

Mr. Chairman, I have many, many more questions. Obviously,
this is a complex and sensitive issue for many Americans, but I
have run out of time so I yield back. Thank you.

Mr. BURGESS. The Chair thanks the gentleman. The gentleman
yields back his time.

The Chair recognizes the gentlelady from Florida, Ms. Castor, 5
minutes for your questions p?ease.

Ms. CasTOR. Thank you, Mr. Chairman, and thank you to the
panel very much.
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This hearing is really hitting home for me today because yester-
day I learned that the death of a friend last month was tied to her
long-term opioid addiction. Her sister sent me an email, I got it
Jjust yesterday, and she committed suicide, and her sister said be-
cause of her long-term addiction. So she left a daughter and a hus-
band and an entire family, and the sister is asking please do more.
So I hope we can all come together to tackle this. It is causing so
much pain for so many families.

And the State of Florida has really been at the heart of the prob-
lem. And still in Florida, they say that every 7 to 8—every—I can’t
believe it, 7 to 8 minutes, someone overdoses in the State of Flor-
ida. I am also hearing from my local hospitals. They have had to
add rooms in the NICU units of hospitals because of babies being
born addicted, and these babies typically will cost $1 million to
take care of, and they are in the hospital for a month. So we had
better invest in prevention or else we are going to be spending a
lot on the outside.

So, Mr. Rannazzisi, Florida—the general talking points are, well,
Florida has improved. There was a huge law enforcement crack-
down. We have adopted a prescription drug tracking system, the
PDMP. The problem is that doctors are not using it. The last sta-
tistics I saw, only 3.5 percent of all prescriptions being written are
being checked on that database.

What is your view right now in Florida? Have we made progress?
What is left to do?

Mr. RaNNAZZISLL 1 think under the leadership of Attorney Gen-
eral Bondi and law enforcement leaders down in Florida, yes, we
have made progress, absolutely. The problem is, again, we are over-
whelmed by the numbers. There are so many people down there in
Florida. We actually have cases where Florida rogue pain clinic op-
erators were funding clinics in northern states, so when when the
heat is on them, they are going to move into another state.

I think that we are making progress, but again, it is going to
take time. Now, the PDMP issue, I would love to see mandated
PDMP use. The National Association of Boards of Pharmacy have
gone out of their way to ensure that there is interoperability and
interconnectivity between the PDMP’s. I think they have 25 states
that are already connected, and they have done a phenomenal job,
but if no one is looking at that PDMP, or very few are looking at
that PDMP, it is not going to help.

Ms. CASTOR. So do you agree that the local law enforcement ef-
forts—what I see on the ground in my community, in the Tampa
Bay area, we used to have these long lines with cars from out of
state, people waiting outside in the alley for these pill mills to open
up. You don't really see that anymore, but with these statistics on
the rate of deaths from overdose, something else is happening. We
are not really making a dent there. Has it shifted to the internet,
are they going out of state, is it both? What is going on?

Mr. RaNNAzzIsI. 1 think they are moving to more rural areas
where there is less law enforcement presence. I think the operators
understand—I have a great video I would have loved to have
shown you of a clinic, and what happens as soon as the clinic
opens. I think that they are adapting. The clinic owners are adapt-
ing very well, and they are one step ahead of us right now, but in
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the end, local law enforcement is doing a phenomenal job, and they
are moving people out of the Tampa Bay area and out of the 3-
county area, but it is still there——

Ms. CASTOR. Yes.

Mr. RANNAZZISI [continuing]. It is just moving to more rural
areas where they can’t address the problem as quickly.

Ms. CASTOR. So in this very sad e-mail from my friend that I got
yesterday, she said she has read now about the FDA approval of
Zohydro, pure Hydrocodone, non-tamper resistant, 10 times strong-
er than Vicodin, the Vicodin prescription opiate. I know that the
Advisory Committee to FDA had some very serious concerns with
this, yet it has been approved.

Dr. Volkow, could you give me your opinion on whether this drug
should be readily available?

Dr. VoLkow. Well, we clearly have a very large number of opioid
medications, and we are overpreseribing them. [ wouldn’t point my
finger at one or the other. I do think that the feasibility of getting
formulations that cannot be diverted is something that is very pow-
erful, and the FDA should be commended because it came up—
pharmaceuticals can come up with an indication for a medication
that is deterrent proof, and that is incentivizing to the development
of these types of medications.

Zohydro is Hydrocodone, it is slow delivery over 12 hours, and it
actually does not have Acetaminophen, and because the way that
you have—correctly which is Vicodin, the way that you have it is
combined with Acetaminophen which produces liver toxicity, which
led the FDA to consider if someone needs Hydrocodone, do you
need to give them Acetaminophen, and it was in that context that
they approved it——

Ms. CASTOR. And——

Dr. VOLKOW [continuing]. But——

Ms. CASTOR [continuing]. Could I ask, since my time is short, Mr.
Botticelli, do you agree with the FDA’s approval, or do you have
concerns?

Myr. BOTTICELLI. I think the important point, and again, I don’t
think the FDA has their own process in terms of how they approve
medications. I would agree that how we continue to make sure that
we have abuse-deterrent formulations is really important. I also
think that this really underscores the importance of prescribing,
and training on prescribing, because I think the point is that we
have many medications that are open for a potential to abuse, and
we want to make sure that physicians and other prescribers really
understand the risks associated with these drugs.

Ms. CASTOR. And, Mr. Rannazzisi, local law enforcement has ex-
pressed concern about this new drug on the street because it is so
potent, and because it is likely, if a child takes it, it could death.
What is your view?

Mr. RaNNAzzISI. Yes, local law enforcement and DEA and our
federal partners have all expressed. We all lived through the
Oxycontin problem back in the '90’s into the 2000’s, and we just
don’t want history to repeat itself. Too many people passed from
the abuse, circumventing that delivery system.

Mr. BURGESS. The gentlelady’'s——

Ms. CASTOR. And my——
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Mr. BURGESS [continuing]. Time has expired.

The Chair recognizes the gentleman from Virginia, Mr. Griffith,
5 minutes for your questions please.

Mr. GRIFFITH. Well, let me pick up there. You are concerned
about this newer drug, and so my question is what do you all do,
and I would ask it of all of you but I start with you, Mr.
Rannazzisi.

Mr. RANNAZZISI. Rannazzisi.

Mr. GRIFFITH. Rannazzisi, thank you. And that would be, how do
we do a better job of predicting where we are going to see spikes
and abuse on drugs as they come forward, because some people say
that we should have probably seen the increase in the prescription
drug abuse of opioids and heroin?

Mr. RaNNazziSI. Well, we monitor the amount of drug going into
a particular state through our ARCOS system, but in the end, what
we generally see is the drug being abused in the Appalachian area
of the country, and then it spreads out from there. So when we
were looking at Oxycontin, for instance, the Oxycontin abuse epi-
demic started in that area, Kentucky, Tennessee, southern
Ohio——

Mr. GRIFFITH. Southwest Virginia.

Mr. RaNNAzzISI. Yes, southwest Virginia—well, yes, absolutely.
And then spread out. And we believe that pattern is going to hap-

en again with this new product. It is just a matter of time. We
ow that product is now in the pharmacies and being dispensed,
80 ——

Mr. GRIFFITH. And, now, for the people that we—that you have
identified, I think that one of the other speakers said abuse-deter-
rent formulations. Once we know somebody is abusing, I have al-
ways liked the lock-in, where you lock into a pharmacy and you
lock into a doctor, because one of the problems in southwest Vir-
ginia that you mentioned a minute ago is, is that you can be in
West Virginia, Tennessee, Kentucky and North Carolina all with-
in—no matter where you are in southwest Virginia, within an hour
or 2 hours, you can be in any one of those states because of the
wz}ily the geography is, and you can go from one rural area to an-
other.

So what are we doing on that? Are we looking at that as a pos-
sible means? Dr. Clark, if you want to answer, that is fine. I am
just trying to find answers.

Dr. CLARK. Clearly, there is no simple answer, and your question
is a very important one, and this committee is trying to address it.
We are working with the Association of State and Territorial
Health Offices, and the Federation of State Medical Boards, and
the Boards of Pharmacy. We do collect surveillance data from our
household survey and working with our colleagues in the CDC, so
part of the issue is monitoring the movement of individuals, getting
practitioners, whether they are pharmacists, nurse practitioners or
physicians, to monitor what it is that they are doing. Getting peo-
ple to access and actually use the PDMPs, and having interoper-
ability, as was pointed out. So—and then involving community coa-
litions, because, as was pointed out from the representative from
glorida, people know where the places are. And what we need to

o0 is
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Mr. GRIFFITH. Sure.

Dr. CLARK [continuing]. To get community coalitions

Mr. GRIFFITH. Well, that is why——

Dr. CLARK [continuing]. To carry that information.

Mr. GRIFFITH. That is kind of why I like the lock-in because then,
you lock them into a doctor, into a pharmacy, if you know, now, I
don’t want to do that to folks who haven’t been identified as having
a problem, but once you know they have a problem, then that gives
you a better handle on what they are doing if you lock them in and
that is the only place they can go. Wouldn’t you agree, and I need
to hurry because I have other things I want to ask?

Dr. CLARK. That is one strategy that can be employed. So you
want to make sure that if you do that, that they have access to the
resources necessary to be in that——

Mr. GRIFFITH. Sure. And here is the dilemma that we have, be-
cause one of the things that the DEA is—has done, and we talked
about this the last time you were here, is that they are asking the
distributors to, you know, say, OK, don't sell so much to a phar-
macy if that pharmacy looks like they are above the average, or if
you see some sign that they may be abusing. And I told the story
about what happened when I went to my local pharmacy, and there
were two people in there who were both being told you have to
come back next month, which was not a few—but a few days away,
because we used up our allotment. And I intuited that maybe they
only had 1 supplier, and then that supplier said, he’s above average
for other people who have more than 1 supplier. I went back and
checked and that is exactly what is going on. He didn’t know that
was the problem, but I said, you only have one supplier, don’t you?
He said, yes, I use one distributor. And I think that is the problem.

So we have on the one hand, we want to lock out people who are
abusing it. On the other hand, we want to make sure people who
need it, get it. So I guess what I am saying in the second matter
is, for the rural areas, it may be a problem because that is less law
enforcement, and we recognize that, and why a lot of my region is
in different HIDA designations. At the same time, you want to
make sure people are getting the drugs they need, and if you are
in a rural area, you are a small pharmacy, you may only be using
one distributor. While the DEA doesn’t have a quota, the dis-
tributor then is putting a quota on because, based on other phar-
macies, that particular pharmacist or drugstore is ordering more
drugs, but it is because they are only using the one supplier as op-
posed to using two or three.

How do we solve that problem? And I think Dr. Volkow wants
in on this.

Dr. VoLkow. Yes, I was smiling because the notion is we have
situations where a patient cannot get their medication, and yet at
the same time, the DEA has to collect this massive amount of pills
that people are not using, which tells you we are overprescribing
the number of pills that are necessary.

So coming back to the point that we have been discussing, we
really need to educate the healthcare system on the optimal way
of prescribing them, not just when they need them, but the number
of tablets that you are given. I mean all of us have the idea, go
to the dentist, 2 weeks of opioid prescriptions. I mean you need one
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day. So it is the whole notion of educating the healthcare system,
and educating the lay public, and making the responsibility too
of—why do we need to provide so many pills. And the insurers can
get involved into these type of solutions.

Dr. CLARK. And the lock-in approach works as part of a treat-
ment plan——

Mr. GRIFFITH. That is right.

Dr. CLARK [continuing]. With someone who suffers from chronic
pain, the practitioner develops a treatment plan, the patient
agrees, and that actually benefits everyone.

Mr. GRIFFITH. Very good.

Mr. BURGESS. The—

Mr. GRIFFITH. I know my time——

Mr. BURGESS. The gentleman’s time has expired. We will give an
opportunity perhaps for a second round, but I wanted to go to Mr.
Griffith because he has been waiting so long.

Mr, GRIFFITH. Absolutely.

Mr. ScaLisE. Thank you for that, Mr. Chairman, and for our pan-
elists for this important discussion. I know in my home parish of
Jefferson, Louisiana, we have seen spikes in increase of drug-re-
lated deaths over the last few years, and each year it just seems
to be going up higher. When I talk to my coroner in Jefferson,
Gerry Cvitanovich, who works very closely in trying to, of course,
they see the end result of it, but they also try to work on the front
end in doing some of the education that Dr. Clark has talked about
and others. They have seen that heroin is the one that seems to
be popping up the most. I think last year, heroin deaths accounted
for a majority of all the drug-related deaths, over 100 of those. And
in my home parish of Jefferson, like I said, we are seeing this
across the board.

One of the things they do work on is just trying to educate people
in the community. And I know, Dr. Clark, you have talked about
this in your testimony, and alluding to work with not just phar-
macists but others.

What are the different things that you have been doing, and if
you have had success on the education front, especially not just
within the medical community, but within the targeted populations
of those folks that might have the highest likelihood of being ex-
posed to heroin?

Dr. CLARK. Again, one of the things, a comprehensive strategy
becomes critical, and I talked with prevention, working with com-
munity coalitions, so that we have that message. We have already
heard about the issue of chronic pain management, and people
moving from the use of a prescription opioid to drugs like heroin.

So having good strategies for pain treatment, working with state
health and territorial health officers, federation and state medical
boards, nursing organizations, dental organizations and even vet-
erinarians, because they, too, have access to prescription—

Mr. ScaALISE. Right.

Dr. CLARK [continuing]. Opioids, we can address that end of the
agenda, then——

Mr. ScALISE. Yes, I want Mr. Rannazzisi——

Dr. CLARK [continuing]. Probably——
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Mr. SCALISE [continuing]. To answer this too because I know you
talked about this in your testimony as well, so if you can touch on
your experiences there.

Mr. RanNazzisi. We never turn down the opportunity to go out
and speak to professional organizations. We have a very good rela-
tionship, or a fine relationship with the National Association of
Boards of Pharmacy, the individual pharmacist associations, and
the medical associations. When they ask us, we will come out. The
Pharmacist Diversion Awareness Conference, we go out and we
have been to 14 states, and trained over 6,000 pharmacists in their
corresponding responsibility, the trends and trafficking for pharma-
ceuticals, to make them aware of what is going on so they know
how to deal with this when a bad prescription comes in and what
they are supposed to do.

We have industry conferences. We bring industry in. October of
last year, we brought the distributors in to talk about what we are
seeing trendwise, and what they need to do as far as their legal
obligations under the Act. We bring the manufacturers and import-
ers in. In April or May of last year, we brought them in. And we
do this on a regular basis to show the trends and trafficking. We
are out there educating as much as possible because it is one of the
pillars in the pharmaceutical initiative that the White House is
pushing for.

Mr. ScaLISE. One of the things when you talk to the people on
the ground, our local, whether it is coroners, law enforcement,
there are a lot of different federal programs out there, and I do
want to touch on that GAO report because there are some con-
cerning issues that they raised that have been touched on a little
bit, but I want to get into a little bit more, but on that front, when
you look at all the grants that are out there, I know in Louisiana,
I think grants come in from five different departments through
thirty different programs for some of these treatment programs. So
there is a lot of overlap and duplication, but is there a better way
maybe to block grant these, to put them together in a way that
would be more flexible? And maybe, Dr. Clark, you can answer, are
we giving states enough flexibility today and with the duplication
can we do a better job and maybe consolidating those grants in a
way that allow the states to do what they do best, without having
to go through so many different processes, through so many dif-
ferent agencies, where you have this duplication?

Dr. CLARK. Well, clearly, we have to work with states and their
discretion in how to prioritize what it is that they view as impor-
tant epidemiologically in their jurisdiction. And so we have sup-
ported the use of block grant funds to the discretion of the states,
and worked with both the individual state authorities and the na-
tional organizations associated with that.

We are also working with recovery-oriented organizations so that
we have peers, people who are recovering from substance use dis-
orders to help speak up and carry out the message, working with
community coalitions and others because, indeed, they can tell a
better story than professionals or regulators, et cetera. So——

Mr. ScaLISE. OK, and——

Dr. CLARK [continuing]. The——

WAG-MDL-00430.00030



96

Mr. SCALISE [continuing]. And let me apologize, my time is about
to go, I do want to at least ask for the record, if I can get this infor-
mation on the GAO report, because it did identify, you have, what,
15 different federal agencies, 76 different federal programs that all
have abuse prevention or treatment programs, and they also identi-
fied overlap of 59 of the 76 programs. And so I think Dr. Gingrey
had earlier asked Mr. Botticelli and Dr. Clark to talk about what
your agencies are doing to address that overlap, those problems
that were identified in the GAO report.

If, Dr. Sosin, I am sorry, Dr. Volkow and Mr. Rannazzisi can also
get me their information to—just to show what you all are doing
to try to address the overlap problems that were raised in that
GAO report.

And with that, I will—

Mr. BURGESS. Well, the gentleman’s time has expired. I think
that information will be generally interesting to the committee, so
if the committee staff will provide that information to the com-
mittee.

Mr. ScALISE. Would you all be OK with getting that to the com-
mittee? Thank you.

Mr. BURGESS. And the Chair would recognize the gentleman
from Texas, Mr. Green, 5 minutes for your questions please.

Mr. GREEN. Thank you, Mr. Chairman. And I thank the O&I
Committee for having this hearing.

Prescription drug abuse is a real growing and public health
threat that must be addressed. The consequences of abuse and ad-
diction to opioids such as prescription pain relievers and heroin has
a devastating effect on our communities. We need a comprehensive
solution that protects public health, preserves patient access to the
needed therapies, and improved access to treatment.

Last week, an article was published in the New England Journal
of Medicine discussing the Department of Health and Human Serv-
ices’ efforts to address the prescription opioid overdose epidemic,
including improving access to the addiction treatment services.

Dr. Volkow, you were one of the authors of this article, and, Dr.
Clark and Dr. Sosin, the heads of your respective agencies also au-
thored this article. The article makes clear that the treatment of
addiction to prescription drugs and other opioids with proven ap-
proaches like Methadone and other medication assisted therapy is
of crucial importance. It describes the importance of the Affordable
Care Act in increasing access to care for many Americans, includ-
ing those who are struggling with addiction disorders.

Dr. Volkow, can you elaborate on how the ACA builds on the
Mental Health Parity and Addiction Equity Act, and improve on in-
surance coverage for people who are addicted to prescription drugs,
heroin or other substances?

Dr. VoLKOW. Yes, the problem is that, as I mentioned in my tes-
timony, is that less than ¥s of patients that require, that could ben-
efit from opioid medications, are getting them for the treatment of
their addiction. And these reflect, among other things, the fact that
many of the people that are addicted to drugs do not have an insur-
ance, and rely on the state funding to get their treatment. And as
a result of that, we have removed the healthcare system for a posi-
tion there—where they could not just act in preventing substance
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use disorders, but on treating them. The healthcare act, by pro-
viding insurance to those that currently don’t have it, will give
them the opportunity to be treated in the healthcare system for
substance use disorders, as well as, in those instances where the
addiction has not occurred, for the healthcare system to intervene
in prevention. So that is why it is so important.

Mr. GREEN. Dr, Clark, do you agree with that?

Dr. CLARK. Indeed. When people who present for treatment can’t
get treatment, are asked why they couldn’t get treatment, the larg-
est reason is cost and access to treatment.

Mr. GREEN. OK, thank you. I understand the ACA provision cre-
ates an optional Medicaid state plan, benefit for states to establish
health homes for the coordination of beneficiaries with chronic con-
ditions, has also supported some states in their effort to address
the drug abuse.

Dr. Clark, can you elaborate on how the Health Home Program
is beneficial in tackling the problem of abuse?

Dr. CLArRK. Well, we have actually, with regard to opioids, we
have got several jurisdictions that are looking at health homes as
a way of dealing with opioids. So in Vermont, one jurisdiction, I
think, Rhode Island, I will have to clarify that, is also taking that
approach. Comprehensive services being offered where a person’s
care is adequately monitored offers us an opportunity to reduce
some of the complexities associated with opioid misuse.

Mr. GREEN. Thank you. It is clear from the comments the Afford-
able Care Act makes it possible for many people with substance
use disorders, whether it is addiction to prescription drugs, heroin,
or c(;lther substances, to access the treatment they so desperately
need.

Mr. Chairman, I know we have had our differences over the Af-
fordable Care Act, but I would hope we all share the goal of pro-
viding more robust treatment to those who are working to over-
come this addiction.

And I yield back my time.

Mr. BURGESS |presiding|. The gentleman yields back. Our discus-
sion with the Affordable Care Act will continue at a later date.

Mr. GREEN. I am sure it will.

Mr. BURGESS. We have now I think heard from all members who
wanted to ask a question. I would ask unanimous consent that a
follow-up question be allowed for those of us who remain.

Mr. GREEN. I don’t have any problem with that. I cant stay,
but——

Mr. BURGESS. Very well, but I wanted to get that unanimous
consent agreed to before you left, so it is not just on my shoulders.

Mr. GREEN. I trust the Chairman.

Mr. BURGESS. Mr. Griffith, I interrupted you before. Would you
like to follow up on your line of questioning?

MMr. GRIFFITH. Well, I would just like to give an opportunity,

Y. —

Mr. RANNAZZISI. Rannazzisi.

Mr. GRIFFITH [continuing]. Rannazzisi.

Mr. RANNAZZISI. Yes.

Mr. GRIFFITH. Thank you. I am sorry I have such a hard time
with that this morning. But Mr. Rannazzisi was about to comment
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on the dilemma that we have with the small rural pharmacists, or
pharmacy, that has one distributor.

Mr. Rannazzisl. Yes, and I want to thank you for clarifying that
DEA has not set a quota downstream for the distributors.

The distributors are working through their issues regarding due
diligence to determine if there is a problem pharmacy or if it is not
a problem pharmacy. I think that the rural pharmacies present a
specific problem because they do need to get medication to their pa-
tients, and they need that downstream supply. We are hoping that
the distributors are on site, looking at their operations before they
completely cut off the distributor, or limit the pharmacy, but again,
that is a business practice and, unfortunately, I have no control
over their business practices.

Mr. GrRIFFITH. Well, and I would just say it is because of the con-
cerns and [ am sure some memos have been put out by the DEA,
we are all trying to do the right thing, that has caused the dis-
tributor to be concerned, and maybe if there could be some ac-
knowledgement from the DEA to the distributors, hey, keep an eye
out if it is rogue, but if it is just you are looking at, you know, this
pharmacy is more than another pharmacy, find out if they have
Just one distributor because that makes a huge difference in wheth-
er or not they are truly distributing more of the opioids than some-
bodydelse. And if you all could do that, that would be greatly appre-
ciated.

Mr. BURGESS. The gentleman yields back. I thank the gentleman
for his follow-up.

Dr. Volkow, you made a statement that was really fairly provoca-
tive a few moments ago, and I just wanted to follow up on it a little
bit with you when you were discussing the effect of nicotine, alco-
hol on developing—I guess you were talking about developing
brains and then you added the—with the addition of marijuana,
and I ask you not to say anything about the rightness or wrongness
of the public policy, but as you know, this nation is right now en-
gaged in a significant experiment where some states have legalized
marijuana. Are you all studying that and the effect of this decrimi-
naliz?ation in some states? Are we prepared for what might happen
next?

Dr. VoLkow. Yes, definitely. I know, unfortunately, it is one of
those experimental situations that is happening, whether we like
it or not. So what we have done is provided, identified the grantees,
the researchers, in those communities where there has been legal-
ization for recreational or medical purposes to actually give them
supplemental money so that they can look at the consequences of
these changes in policy, in the education of systems, in accidents,
in emer;]gency room admissions, in productivity in the workforce.
We need to have evidence that can then—hopefully can guide pol-
icy, as opposed to doing policy in darkness on the beliefs of people,
and what—since you brought up the issue, to one of the things that
is also a concern as discussing the preseription, people are using
prescriptions because they feel that are prescribed by physicians,
they cannot be so harmful.

he notion that marijuana has so-called medical purposes is also
changing the perception of this drug cannot be so harmful if it has
medicinal properties. And the whole perception of risk is changing,
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which, again, has opened the willingness of young people to take
marijuana and to consume it regularly.

Mr. BURGESS. Well, I do hope that you are monitoring the situa-
tion, since society has provided you the experimental situation. I
also hope that you are preparing to deal with what the downstream
effects are from this rather bold social experiment that some of the
states are undertaking right now. And I hope that is more than
just sending more money to those states. I hope that it is some-
thing that you are—that oversight is happening at your level, that
there will be a national monitoring of this.

Dr. VoLkow. The way that we oversee research protocol is very,
very rigorous. If the scientist is not producing or the methodology
is not adequate, we do not fund them.

Mr. BURGESS. Just speaking of downstream effects, there is also
the issue, and it has been brought up several times this morning,
and any of you feel free to comment on this, the issue of, of course,
the device by which the drug is administered, and then the possi-
bility for exposure to Hepatitis B or C, or HIV. From a public
health perspective, are we preparing ourselves for any differences
in the incidence of these illnesses as a consequence of the delivery
device?

Mr. BorTiCELLL I will start on that. One of the main concerns
of HHS has been, obviously, the increase in viral hepatitis and hep-
atitis C among the very young cohort of injection drug users. So we
have been working in concert with the Health and Human Services
who has put forth actually an action plan to diminish viral hepa-
titis, and clearly, there is a lot of overlap in terms of the issues
that we are taliing about here. So this is obviously a significant
public health concern, so we want to make sure that we are dealing
with this in a concerted way.

Mr. BURGESS. Yes, and, of course, the good news right now is
Hepatitis C is one of those things that looks very well like there
may be a cure that is not just on the horizon but is here. The only
problem is it is very expensive. And my differences with Mr. Green
over the Affordable Care Act aside, ultimately though, someone has
to pay for that, so I hope we are doing the necessary—I hope we
are monitoring and doing the necessary preventive things to keep
that in check, and to prevent the disease, rather than just simply
now being able to cure it with a very expensive therapy that,
thankfully, is available.

Mr. Botticelli, did you have some additional observations on the
issue of the states that are legalizing marijuana?

Mr. BorTiCELLI I do, and what 1 wanted you to know is that in
addition to the additional NIDA grants that are out there, our of-
fice has actually convened a group of Federal partners to look at
the eight criteria that the Department of Justice has laid out for
Colorado and Washington, and are really committed to gathering
data on the Federal, state and local level, looking at what is the
impact in terms of legalization in Colorado and Washington have
on both the public health and public safety consequences that we
have. So in addition to some of the public health-related work that
Dr. Volkow has funded, we are also looking at what are the public
safety consequences, things like increase in drugged driving, inter-
state transportation of marijuana from Colorado to other states. So
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our office has really been committed in terms of ensuring that we
have good public health and public safety data to monitor what is
happening in Colorado and Washington.

Mr. BURGESS. And, Mr. Rannazzisi, I would assume that your
agency is participating in that as well?

Mr. Rannazzisl. It still is a Schedule I controlled substance. We
are still doing investigations concerning marijuana downstream.

Mr. BURGESS. And are you monitoring the downstream effects in
neighboring states, in the incidences—as Mr. Botticelli talked
about, the incidence of driving while impaired, the incidence of
even just crime, are you compiling those statistics so they will be
available to policymakers in subsequent hearings?

Mr. RannNazzisl. We are talking to our state and local counter-
parts in all of the surrounding states, and we are gathering infor-
mation. I don’t know how all-inclusive that information is because,
quite frankly—some of the state and locals are not keeping that
type of information, but we are keeping tabs with our state and
locals on what is going on within their states.

Mr. BURGESS. Very well.

Mr. GRIFFITH. Mr. Chairman.

Mr. BURGESS. Yes, the Chair recognizes the gentleman from Vir-

ginia.
Mr. GRIFFITH. I would be remiss, since we have taken on mari-
Jjuana, not to mention that I have just introduced a Bill to legalize
the use of marijuana in medicinal circumstances, akin to the Vir-
ginia plan that was passed in 1979, that requires a doctor’s pre-
scription, thus, changing the scheduling. The Bill actually calls for
the changing of the scheduling. The DEA is in a tough spot. Some
of these states are doing it, but it is still a Schedule I, which means
that the DEA has a hard time collecting the data that you just
asked for without stumbling across felons that they are not pros-
ecuting. So they are in a catch 22. I think it is much better to have
doctors and pharmacists, and the regular system working, because
then you get real data for your scientists to look at and see if it
is effective, as they designed it to be.

So the Bill doesn’t go as far as Colorado or Washington might
want it, or the Crazy California Plan as I often call it, but it allows
real doctors with real pharmacists and real distributors, controlled
by and under the laws of the United States, to use true marijuana
if it can be used in a real way medicinally.

Mr. BURGESS. Very good. The gentleman yields back.

I am all for giving doctors more power.

That actually concludes all of the questions that we have from
members. I neglected to mention at the start of the hearing, ask
unanimous consent that members’ written opening statements be
introduced into the record. Without objection, the documents will
be entered into the record.

In conclusion, I would like to thank all of our witnesses. I will
thank the member that have participated in today’s hearing. I will
remind members they have 10 business days to submit questions
for the record, and I will ask the witnesses to all agree to respond
promptly to the questions submitted in writing.

With that, the subcommittee is adjourned. Thank you for your
attendance today.

WAG-MDL-00430.00035



