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COMBATING THE OPIOID EPIDEMIC: EXAM-
INING CONCERNS ABOUT DISTRIBUTION
AND DIVERSION

TUESDAY, MAY 8, 2018

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON OVERSIGHT AND INVESTIGATIONS,
COMMITTEE ON ENERGY AND COMMERCE,
Washington, DC.

The subcommittee met, pursuant to call, at 10:00 a.m., in room
2123, Rayburn House Office Building, Hon. Gregg Harper (chair-
man of the subcommittee) presiding.

Members present: Representatives Harper, Griffith, Burgess,
Brooks, Collins, Barton, Walberg, Walters, Costello, Carter, Walden
(ex officio), DeGette, Schakowsky, Castor, Tonko, Ruiz, Pallone (ex
officio).

Also present: Representatives Blackburn, Bilirakis, McKinley,
Johnson, Guthrie, Lance, and Welch.

Staff present: Jennifer Barblan, Chief Counsel, Oversight and In-
vestigations; Mike Bloomquist, Staff Director; Karen Christian,
General Counsel; Jordan Davis, Director of Policy and External Af-
fairs; David DeMarco, Deputy IT Director; Adam Fromm, Director
of Outreach and Coalitions; Ali Fulling, Legislative Clerk, Over-
sight and Investigations, Digital Commerce and Consumer Protec-
tion; Theresa Gambo, Human Resources and Office Administrator;
Brittany Havens, Professional Staff, Oversight and Investigations;
Zach Hunter, Communications Director; Perry Lusk, Minority GAO
Detailee; Christopher Santini, Counsel, Oversight and Investiga-
tions; Jennifer Sherman, Press Secretary; Alan Slobodin, Chief In-
vestigative Counsel, Oversight and Investigations; Hamlin Wade,
Special Advisor for External Affairs; Christina Calce, Minority
Counsel; Jeff Carroll, Minority Staff Director; Tiffany Guarascio,
Minority Deputy Staff Director and Chief Health Advisor; Chris-
topher Knauer, Minority Oversight Staff Director; Miles Lichtman,
Minority Policy Analyst; Perry Lusk, Minority GAO Detailee; Kevin
McAloon, Minority Professional Staff Member; Andrew Souvall, Mi-
nority Director of Communications; and C.J. Young, Minority Press
Secretary.
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OPENING STATEMENT OF HON. GREGG HARPER, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF MIS-
SISSIPPI

Mr. HARPER. I now call to order this hearing on “Combating the
Opioid Epidemic: Examining Concerns About Distribution and Di-
version.”

One year ago today, on May the 8th, 2017, the committee opened
a bipartisan investigation into the distribution of prescription
opioids by wholesale drug distributors with a specific focus on un-
usually large opioid shipments to small pharmacies in West Vir-
ginia. The launch of this investigation was spurred by press reports
of astonishing levels of opioid distribution to pharmacies in small,
rural West Virginia towns.

Between 2007 and 2012, distributors sent more than 700 million
hydrocodone and oxycodone pills to the State, or 433 pills for every
man, woman, and child in the State. In that timeframe, 1,728 West
Virginians fatally overdosed on these two drugs.

The numbers were eye-opening. The Sav-Rite pharmacy in
Kermit, West Virginia, population around 400, received nearly 9
million opioids in a 2-year period. Another pharmacy, in nearby
Oceana, West Virginia, received 600 times as many oxycodone pills
as the Rite Aid drugstore just eight blocks away.

This led the committee, on a bipartisan basis, to request informa-
tion from the Drug Enforcement Administration and the so-called
Big Three drug distributors: McKesson, Cardinal Health, and
AmerisourceBergen. These distributors delivered more than 500
million opioids to West Virginia between 2007 and 2012, with Car-
dinal shipping 241 million opioids, AmerisourceBergen shipping
about 119 million opioids, and McKesson shipping more than 150
million opioids.

Later in the investigation the committee also sent letters to two
regional distributors with a major presence in West Virginia,
Miami-Luken and H.D. Smith. We found that the stunning num-
bers that led us to start this investigation were much more com-
mon than we had hoped.

Among our discoveries are a single pharmacy in Mount Gay-
Shamrock, West Virginia, population 1,779, that received more
than 16.5 million hydrocodone and oxycodone pills between 2006
and 2016. In nearby Williamson, West Virginia, population 2,900,
distributors sent almost 21 million opioids to two pharmacies dur-
ing the same period. And this is just within the targeted areas that
we reviewed.

We have learned much from the investigation but still have
many questions. For example, why did the distributors repeatedly
fail to report suspicious orders of opioids or exercise effective con-
trols against diversion?

By 2005, internet pharmacies had transformed the DEA regu-
latory paradigm with unprecedented large volumes of controlled
substances being shipped to individual pharmacies. Pill mill doc-
tors and pharmacies began to proliferate. The agency needed help,
and given their position in the supply chain and their legal obliga-
tions to identify and report suspicious orders, identified the dis-
tributors as a main line of defense against diversion.
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Through meetings and letters over a period of years, the DEA
educated and coached the distributors on their responsibilities. The
distributors have contended that the DEA provided insufficient
communication and guidance. Distributors have also said that only
the DEA can see the full picture with respect to pharmacy volume
and that distributors are simply privy to their own data.

But were distributors’ capabilities that limited? Distributors con-
duct due diligence, site visits, and can obtain market data. They
can request and analyze a pharmacy’s dispensing data, which pro-
vides the distributors with the ability to see all the controlled sub-
stances being dispensed by a pharmacy and the prescribers over a
given period of time.

In some cases, such as what we have seen in West Virginia, the
volume of controlled substances a distributor sends on its own
should be cause for concern.

Distributors also contend that they do not set demand and sim-
ply satisfy orders for prescriptions written by licensed doctors and
filled by licensed pharmacists. But what about the distributor’s
legal ‘;"esponsibility to know their customer and perform due dili-
gence?

And what does our work mean for the rest of the country? West
Virginia is far from the only State heavily impacted by the opioid
epidemic. It has hit every State, and everyone in this room has
been affected in some way.

How many other communities across the country have received
millions more opioids than their communities could reasonably sus-
tain? How many other times did a distributor miss the red flags
of their own distribution, let alone what could be found with due
diligence? How many other Kermits and Williamsons are out there?

It is my hope that we will see some answers today as to how the
drug distributors seemingly missed the red flags of diversion.

I want to welcome the witnesses and thank each of you for your
participation to help us in this important investigation.

I also thank my colleagues from across the aisle for all of their
hard work on this bipartisan investigation.

And I now recognize the ranking member of the subcommittee,
Ms. DeGette.

[The prepared statement of Mr. Harper follows:]

PREPARED STATEMENT OF HON. GREGG HARPER

One year ago today, May 8, 2017, the committee opened a bipartisan investigation
into the distribution of prescription opioids by wholesale drug distributors, with a
specific focus on unusually large opioid shipments to small pharmacies in West Vir-
ginia.

The launch of this investigation was spurred by press reports of astonishing levels
of opioid distribution to pharmacies in small, rural West Virginia towns. Between
2007 and 2012, distributors sent more than 780 million hydrocodone and oxycodone
pills to the State—or 433 pills for every man, woman, and child in the State. In
that timeframe, 1,728 West Virginians fatally overdosed on those two drugs.

The numbers were eye-opening. The Sav-Rite pharmacy in Kermit, West Vir-
ginia—population around 400—received nearly 9 million opioids in a 2-year period.
Another pharmacy in nearby Oceana, West Virginia, received 600 times as many
oxycodone pills as the Rite Aid drugstore just eight blocks away.

This led the committee on a bipartisan basis to request information from the Drug
Enforcement Administration, and the so-called Big Three drug distributors:
McKesson, Cardinal Health, and AmerisourceBergen. These distributors delivered
more than 500 million opioids to West Virginia between 2007 and 2012, with Car-
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dinal shipping 241 million opioids, AmerisourceBergen shipping about 119 million
opioids, and McKesson shipping more than 150 million opioids. Later in the inves-
tigation, the committee also sent letters to two regional distributors with a major
presence in West Virginia: Miami-Luken and H.D. Smith.

We found that the stunning numbers that led us to start this investigation were
more common than hoped.

Among our discoveries are a single pharmacy in Mount Gay-Shamrock, West Vir-
ginia-population 1,779-that received more than 16.5 million hydrocodone and
oxycodone pills between 2006 and 2016. In nearby Williamson, West Virginia—pop-
ulation 2,900-distributors sent almost 21 million opioids to two pharmacies during
the same period. And this is just within the targeted areas that we reviewed.

We have learned much from the investigation, but still have many questions. For
example, why did the distributors repeatedly fail to report suspicious orders of
opioids or exercise effective controls against diversion? By 2005, Internet phar-
macies had transformed the DEA regulatory paradigm, with unprecedented large
volumes of controlled substances being shipped to individual pharmacies. Pill mill
doctors and pharmacies began to proliferate. The agency needed help, and, given
their position in the supply chain and their legal obligations to identify and report
suspicious orders, identified the distributors as a main line of defense against diver-
sion. Through meetings and letters over a period of years, the DEA educated and
coached the distributors on their responsibilities.

The distributors have contended that the DEA provided insufficient communica-
tion and guidance. Distributors have also said that only the DEA can see the full
picture with respect to pharmacy volume and that distributors are simply privy to
their own data.

But were distributors’ capabilities that limited? Distributors conduct due dili-
gence, site visits, and can obtain market data. They can request and analyze a phar-
macy’s dispensing data, which provides the distributors with the ability to see all
the controlled substances being dispensed by a pharmacy and the prescribers over
a given period of time. In some cases, such as what we have seen in West Virginia,
the volume of controlled substances a distributor sends on its own should be cause
for concern.

Distributors also contend that they do not set demand, and simply satisfy orders
for prescriptions written by licensed doctors and filled by licensed pharmacies. But
what about the distributors’ legal responsibility to “know their customer” and per-
form due diligence?

And what does our work mean for the rest of the country? West Virginia is far
from the only State heavily impacted by the opioid epidemic. It has hit every State,
and every one of us in the room has been affected in some way. How many other
communities across the country have received millions more opioids than their com-
munities could reasonably sustain? How many other times did a distributor miss the
red flags of their own distribution—let alone what could be found with due dili-
gence? How many other Kermits and Williamsons are out there?

It’s my hope that we will get some answers today as to how the drug distributors
seemingly missed the “red flags” of diversion.

I welcome the witnesses and thank you for your participation. I also thank my
colleagues across the aisle for all of their hard work on this investigation and now
recognize the ranking member of the subcommittee, Ms. DeGette.

Mr. HARPER. And I now recognize the ranking member of the
subcommittee, Ms. DeGette.

OPENING STATEMENT OF HON. DIANA DEGETTE, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF COLO-
RADO

Ms. DEGETTE. Thank you so much, Mr. Chairman.

This investigation has been bipartisan. And as you mentioned, it
was a year ago today when we sent our first letters to three of the
drug wholesale distributors before us today. Those letters described
the devastation of the opioid crisis, and they referenced a report
that, over 6 years, distributors showered the State with 780 million
hydrocodone and oxycodone pills while 1,728 West Virginians fa-
tally overdosed on those two painkillers.
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Over the last year, we learned a lot more about the full scope of
the epidemic in West Virginia. As the chairman said, we obtained
data showing that pharmacies in tiny towns received millions of
pills in just a few years.

But our work is not finished. We want to know what these com-
panies knew about the rise of the opioid epidemic, when they knew
it, and whether it informed their distribution practices.

In fact, over a decade ago the DEA sent letters to all registered
distributors informing them that, quote, “The abuse of controlled
prescription drugs is a serious and growing health problem in this
country,” end quote.

In 2007, CDC reported that drug overdose deaths nationwide in-
creased by 276 percent between 1999 and 2014, and in West Vir-
ginia, drug overdose deaths were up by 550 percent.

A well-publicized 2008 JAMA study specifically implicated pre-
scription opioids in the rise of overdose deaths.

In 2010, the New England Journal of Medicine article, “A Flood
of Opioids, a Rising Tide of Deaths,” showed that the prescription
opioids death toll continued to rise, particularly in West Virginia.

In 2011, the Charleston Gazette published a major story describ-
ing how residents began calling the town of Williamson, quote,
“Pilliamson,” because so many opioids had flooded that town.

And this is just a small sampling of the articles that highlighted
the rise of this epidemic.

So yet, even as this information was coming out, it appears that,
over 3 years, distributors sent more than 11 million pills to one
pharmacy in a town of 400 and more than 12 million total pills to
two pharmacies in a town of 3,000. I mean, come on.

I know we are going to hear from the distributors that they had
systems in place and that they only fill orders by pharmacies that
hold valid DEA licenses. At the end the day, however, I think we
can all agree, whatever systems were in place did not prevent dam-
age to these communities caused by what appears to be the exces-
sive supply of opioid pills.

Some of the counties that have been the focus of the investiga-
tion have the highest death and overdose rates in the Nation. The
epidemic has devastated families throughout that State, and it has
placed huge burdens on the State’s healthcare system, its child
welfare program, and its economy as a whole.

Now, we need to understand the root causes of how we let this
happen and why distributors apparently supplied so many opioids
to certain small town pharmacies. For example, how did the tiny
town of Kermit, with a population of 400, receive 9 million pills in
just 2 years? Shouldn’t the distributors’ suspicious order systems
have immediately flagged and halted shipment of this magnitude?
And shouldn’t the distributors have examined them more closely to
determine the appropriateness for shipping them?

I also want to understand why major drug companies failed to
have adequate suspicious order reporting programs in place and
were forced to have to settle with the DOJ and the DEA not once,
but twice during this epidemic. Do the distributors believe that any
of their suspicious order reporting system failed? And if so, how?
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I hope what we learn today will help us inform investigations all
across the country, including in Colorado, which has had similar
concerns raised about overdistribution.

Mr. Chairman, let me conclude by saying we agree it is critical
that we understand what happened and how the Nation has found
itself in the grip of this opioid crisis. But at the same time, I think
that the overall committee needs to make sure that we have ade-
quate resources available to help those in need and to get people
like those in the hard-hit places we will be talking about today the
recovery that they need.

As we look back on what happened, we cannot turn our backs on
those who were devastated by this crisis.

Thank you, and I yield back.

[The prepared statement of Ms. DeGette follows:]

PREPARED STATEMENT OF HON. DIANA DEGETTE

Exactly 1 year ago today, this committee sent our first letters to three of the drug
wholesale distributors before us today. Our letters described the devastation of the
opioid crisis, and referenced a report that over 6 years, distributors “showered the
State with 780 million hydrocodone and oxycodone pills, while 1,728 West Vir-
ginians fatally overdosed on those two painkillers.”

Over the past year, we have learned more about the full scope of this epidemic
in West Virginia. We have obtained data showing that pharmacies in tiny towns re-
ceived millions of pills in just a few years.

But Mr. Chairman, our work is not finished. I want to know what these compa-
nies knew about the rise of the opioid epidemic, when they knew it, and whether
it informed their distribution practices.

In fact, over a decade ago, DEA sent letters to all registered distributors, inform-
ing them that “the abuse of controlled prescription drugs is a serious and growing
health problem in this country.”

In 2007, CDC reported that drug overdose deaths nationwide increased by 276
percent between 1999 and 2004, and that in West Virginia, drug overdose deaths
were up by 550 percent.

A well-publicized 2008 JAMA study specifically implicated prescription opioids in
the rise in overdose deaths.

In 2010, the New England Journal of Medicine article “A Flood of Opioids, a Ris-
ing Tide of Deaths,” showed that the prescription opioids death toll continued to
rise, particularly in West Virginia.

In 2011, the Charleston Gazette published a major story describing how residents
began calling the town of Williamson [quote], “Pill-iamson,” because so many opioids
had flooded that town.

q And this is just a small sample of the articles highlighting the rise of this epi-
emic.

And yet, even as all of this information was coming out, it appears that over 3
years, distributors sent more than 11 million pills to one pharmacy in a town of 400,
and more than 12 million total pills to two pharmacies in a town of 3,000.

I know that we will hear from the distributors that they had systems in place and
that they only fill orders by pharmacies that hold valid DEA licenses. At the end
of the day, however, whatever systems were in place did not prevent the damage
to1 1these communities caused by what appears to be the excessive supply of opioid
pills.

Some of the counties that have been the focus of our investigation have the high-
est death and overdose rates in the Nation. The epidemic has devastated families
throughout that State and it has placed huge burdens on the State’s health care
system, its child welfare program, and its economy as a whole.

We need to understand the root causes of how this happened, and why distribu-
tors apparently supplied so many opioids to certain small-town pharmacies.

For example, how did the tiny town of Kermit with a population of 400 hundred
receive 9 million pills in just 2 years? Should the distributors’ suspicious order sys-
tems have immediately flagged and halted shipments of this magnitude, and exam-
ined them more closely to determine their appropriateness before shipping them?

I also want to understand why major drug companies failed to have adequate sus-
picious order reporting programs in place and were forced to settle with DOJ and
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DEA not once, but twice during this epidemic. Do these distributors believe that any
of their suspicious order reporting systems failed, and if so, how?

I hope that what we learn today will inform investigations in other States, includ-
ing Colorado, which has had similar concerns raised concerning over distribution,
going forward.

Mr. Chairman, let me conclude by saying that it is critical that we understand
what happened and how the Nation has found itself in the grip of this ongoing
opioid crisis. But at the same time, I also believe we commit to making adequate
resources available to help those in need, and get people, such as those in the hard
hit places we will be talking about today, the recovery help they need. As we look
back at what happened, we cannot turn our backs on those who have been dev-
astated by this crisis.

Thank you.

Mr. HARPER. The gentlewoman yields back.
The Chair now recognizes the chairman of the full commitment,
Mr. Walden, for the purposes of an opening statement.

OPENING STATEMENT OF HON. GREG WALDEN, A REPRESENT-
ATIVE IN CONGRESS FROM THE STATE OF OREGON

Mr. WALDEN. Thank you, Mr. Chairman.

Over the last few years, the Energy and Commerce Committee
has conducted multiple investigations, enacted major bipartisan
legislation, and helped authorize historic levels of funding to help
those battling this epidemic in our communities all across America.
But clearly we have much more work to do, including two impor-
tant hearings and a full committee markup this week on this issue.

Our efforts continue on two tracks. One is to provide new legisla-
tive solutions, new laws, new programs to combat the crisis. And
the second track is to continue our yearlong investigation into its
causes.

As you have heard before, today’s hearing marks a 1-year anni-
versary since we first asked the Drug Enforcement Administration
and the Nation’s largest distributors of opioids for information
about the overwhelming amount of prescription opiates that flooded
into countless communities all across the United States.

After hearing from the DEA in March, it is important that today
we hear from the executives who lead the most influential pharma-
ceutical distribution companies in America. We have tough ques-
tions for you today. You know that. But we ask you these questions
in order for all of us to find solutions.

Today, a thousand people will go into emergency rooms over-
dosing on opioids. Today in America, 115 people will die from
opioid addiction and overdose. This is why we are moving forward.

A decade ago, the DEA realized that its enforcement strategy
had to change to fight the rising tide of internet pharmacies, inter-
net pharmacies and pill mills. With more than a million DEA reg-
istrants, the DEA simply could not fight this only at an individual
doctor and pharmacy level.

So to more effectively and efficiently combat this emerging law
enforcement challenge, the DEA asked the drug distributors to play
a more proactive role in identifying, analyzing, and reporting and
blocking suspicious orders of controlled substances.

In 2005, the DEA started the Distributor Initiative Program.
That program had a goal of educating registrants on maintaining
effective controls against diversion and monitoring for and report-
ing suspicious orders. DEA held individual meetings in 2005 and
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2006 with  McKesson, with Cardinal Health, and
AmerisourceBergen, and instructed companies on how to identify
and submit reports of suspicious orders.

In 2006 and 2007, the DEA sent three letters to all DEA-reg-
istered distributors to put them on notice about their legal obliga-
tions. However, soon after the start of this initiative, each of these
three companies faced enforcement actions, in 2007 and 2008, for
failures to maintain effective controls against the diversion of con-
trolled substances. Cardinal Health and McKesson each paid civil
penalties totaling millions of dollars.

Meanwhile, the opioid crisis worsened over the next decade, espe-
cially in ravaged communities like we have heard about this morn-
ing and in our investigations in small towns in West Virginia.

Even after the 2008 settlements, while concerns rose over the
opioid epidemic, some distributors were still failing to exercise ef-
fective controls against diversion. This led to more enforcement ac-
tions and more settlements, including a record-setting $150 million
civil penalty by McKesson in 2017. It remains an open question
today whether the distributors have finally achieved effective DEA
compliance programs.

Since the 1970s, distributors have had a statutory responsibility
under the Controlled Substances Act to exercise due diligence to re-
port and avoid filling suspicious orders. This responsibility is due
to their unique position in the marketplace. They are the
chokepoints in the U.S. prescription drug supply chain.

Three of those that are before us today, McKesson, Cardinal
Health, and AmerisourceBergen, account for about 85 percent of
the drug supply. So it is not sufficient just to blame the DEA, al-
though we have our own issues with the DEA’s role in this. You
have a unique set of resources and tools at your disposal and a
shared responsibility in flagging suspicious activity and diversion.
You are on the front lines of the defense in this crisis.

Instead, the information uncovered by the investigation over the
last year is stunning. There is no logical explanation that we can
find for why a town of approximately 400 people would receive 9
million opioid pills in 2 years or why a single pharmacy in a town
of 1,800 people would receive nearly 17 million opioid pills in a dec-
ade. Then there are two pharmacies in a nearby town of 2,900 peo-
ple which received nearly 21 million opioids in the same timeframe.

No matter how you cut these data, behind each of these numbers
was a pill mill, and they proliferated for far too long.

So given what we know about the volume of opioid shipments to
small towns in West Virginia and the associated pill mills and di-
version schemes in those areas, it is difficult not to be troubled by
the compliance efforts by our Nation’s distributors.

So we look forward to getting a better understanding of the facts
and to finally have this necessary and frank conversation. We owe
it to the 115 Americans who will die today and every day from
opioid overdoses and to their loved ones to understand what led to
this crisis and to identify solutions to stem the tide.

With that, Mr. Chairman, I yield back.

[The prepared statement of Mr. Walden follows:]
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PREPARED STATEMENT OF HON. GREG WALDEN

Mr. Chairman, thank you for holding this hearing. I also want to thank you and
Ranking Member DeGette for your work in this bipartisan investigation.

This Energy and Commerce Committee is leading the national fight to combat the
opioid crisis. Over the past few years we’ve conducted multiple investigations, en-
acted major bipartisan legislation, and helped authorize historic levels of funding—
to help those battling this epidemic in communities across the country. But clearly
we have more work ahead of us, including two important hearings and a full com-
mittee markup this week. Our efforts continue on two-tracks, providing new legisla-
tive solutions to combat the crisis and conducting thorough investigations into its
causes.

Today’s hearing marks 1 year to the day since we first asked the DEA and the
Nation’s largest opioid distributors for information about the overwhelming amount
of prescription opiates that flooded countless communities. After hearing from the
DEA in March, it’s important that today we hear from the executives who lead the
most influential pharmaceutical distributors in the country. We have tough ques-
tions for you today, but we ask you these questions in order for us all to find solu-
tions.

More than one decade ago, the DEA realized that its enforcement strategy had
to change to fight the rising tide of internet pharmacies and pill mills. With more
than one million DEA registrants, the DEA simply could not fight this only at an
individual doctor and pharmacy level. To more effectively and efficiently combat this
emerging law enforcement challenge, the DEA asked the drug distributors to play
a more proactive role in identifying, analyzing, reporting, and blocking suspicious
orders of controlled substances.

In 2005, the DEA started the “Distributor Initiative Program,” with the goal of
educating registrants on maintaining effective controls against diversion, and moni-
toring for and reporting suspicious orders. DEA held individual meetings in 2005
and 2006 with McKesson, Cardinal Health, and Amerisource Bergen, and instructed
the companies on how to identify and submit reports of suspicious orders. In 2006
and 2007, the DEA sent three letters to all DEA-registered distributors to put them
on notice about their legal obligations.

However, soon after the start of this initiative, each of these three companies
faced enforcement actions in 2007 and 2008 for failures to maintain effective con-
trols against diversion of controlled substances. Cardinal Health and McKesson each
paid civil penalties totaling millions of dollars.

Meanwhile, the opioid crisis worsened over the next decade, especially in ravaged
communities like the small towns in rural West Virginia.

Even after the 2008 settlements, while concerns rose over the opioid epidemic,
some distributors were still failing to exercise effective controls against diversion.
This led to more enforcement actions, and more settlements, including a record-set-
ting $150 million civil penalty by McKesson in January 2017. It remains an open
question today whether the distributors have finally achieved effective DEA compli-
ance programs.

Since the 1970s, you have had a statutory responsibility under the Controlled
Substances Act to exercise due diligence to report and avoid filling suspicious or-
ders. This responsibility is due to your unique position in the marketplace. You are
the chokepoints in the U.S. prescription drug supply chain. Three of you—
McKesson, Cardinal Health, and AmerisourceBergen—account for about 85 percent
of the drug supply.

It is not sufficient to simply blame the DEA. You have a unique set of resources
and tools at your disposal, and a shared responsibility in flagging suspicious activity
and diversion. You are supposed to be one of the first lines of defense in this crisis.

Instead, the information uncovered by this investigation over the last year is stun-
ning. There is no logical explanation for why a town of approximately 400 people
would receive 9 million opioid pills in 2 years. Or why a single pharmacy in a town
of about 1,800 people would receive nearly 17 million opioid pills in a decade. Then
there are the two pharmacies in a nearby town of 2,900 people which received near-
ly 21 million opioids in the same time frame. No matter how you cut this data, be-
hind each of these numbers was a pill mill. And they proliferated for far too long.

Given what we know about the volume of opioid shipments to small towns in
West Virginia, and the associated pill mills and diversion schemes in those areas—
it is difficult to not be troubled by your compliance efforts and the part you have
played in our Nation’s opioid crisis.

We look forward to getting a better understanding of the facts, and to finally have
this necessary and frank conversation. We owe it to the 115 Americans who die
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every day from opioid overdoses, and their loved ones, to understand what led to
this crisis and to identify solutions to stem the tide.

Mr. HARPER. The chairman yields back.
The Chair will now recognize the ranking member for the full
committee, Mr. Pallone.

OPENING STATEMENT OF HON. FRANK PALLONE, JR., A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF NEW JER-
SEY

Mr. PALLONE. Thank you, Mr. Chairman.

The opioid epidemic continues to devastate this country, and vir-
tually no community in America has been left untouched. West Vir-
ginia in particular has been severely affected. For the last several
years, West Virginia has had the highest overdose death rate in
the country.

This committee’s investigation has uncovered some very trou-
bling information about seemingly large shipments of opioids from
drug distributors to rural pharmacies in West Virginia over the
course of several years.

And I think it is important for us to understand what went
wrong and why, but we must also understand what needs to
change so that we do not ever find ourselves in this situation
again. For example, there is simply no excuse for distributors send-
ing more than 13 million doses of opioids to a single pharmacy in
a town of just over 400 people over a 6-year period.

Some of the distributors who supplied high amounts of pills to
this pharmacy appear not to have submitted suspicious order re-
ports to DEA even though the law requires them to do so. In addi-
tion, some of the distributor’s files are either sparse or unavailable,
raising additional questions about whether they investigated the
risk of diversion before shipping these pills.

In the end, Federal authorities raided and shut down this phar-
macy, and its owner went to jail. And we must understand what
went wrong here so that we can be sure that no town is ever again
flooded with pills.

In another case, two doctors in the town of Williamson prescribed
more opiates than entire hospitals did, according to a Justice De-
partment press release, and these doctors were in fact the highest
opioid prescribers in the entire State and were widely known to be
running pill mills. One of these doctors ultimately went to jail; the
other fled overseas.

It appears that certain distributor systems failed to detect the
volume of prescriptions these pharmacies were filling for these doc-
tors, which may have led to oversupply and diversion of pills.

It is the distributors’ responsibility to know their customers,
monitor orders, refuse suspicious orders, and report those orders to
DEA. Distributors must perform these functions particularly when
pharmacies order high volumes of opioids. But our investigation
has shown that this did not always happen.

In fact, some of these distributors paid large fines to DOJ be-
cause their systems failed and because they did not report sus-
picious orders to DEA as required. And these distributors promised
to clean up their act, but just a few years later, they were again
hit with multimillion-dollar fines for the very same shortcomings.
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So I want to know how we can be confident that distributors
have sufficiently improved their systems now so that going forward
we will not miss key indicators that may help uncover diversion in
other situations.

For example, one distributor told us that, with the benefit of
hindsight, they wished they had asked different questions of at
least two of the pharmacies we have examined. And I would like
to know what kind of questions they believe will make the process
more effective and reduce the possibility of diversion.

Mr. Chairman, this is a nationwide concern. The problems we
found in West Virginia have broader lessons for the rest of the
county.

I also want point out that this investigation focused on the role
the distributors played in this crisis, but we know that there are
many causes of this epidemic. This includes the role of some manu-
facturers in manufacturing these drugs, the role of some rogue phy-
sicians in overprescribing them, and the failure of regulators at the
State and Federal level to adequately oversee the opioid supply
chain.

But let me also highlight another important aspect of this com-
mittee’s work which I hope will not be lost as we look as how
events unfolded in the past, because this crisis is far from over.
Right now countless Americans, including those in the hard-hit
areas of West Virginia, still need to access quality healthcare to
help them recover from the opioid crisis.

In the past month, we have marked up a substantial number of
opioid-related bills, and I am still concerned that we have made
this push without taking the time to make sure we get it right
without much of an emphasis on treatment. It is not enough to
only look backwards at this crisis. We must take the necessary
steps to actually help those who are suffering by providing com-
prehensive treatment to individuals and communities in need.

Unless someone wants my minute, I will yield it back.

Thank you.

[The prepared statement of Mr. Pallone follows:]

PREPARED STATEMENT OF HON. FRANK PALLONE, JR.

The opioid epidemic continues to devastate this country, and virtually no commu-
nity in America has been left untouched. West Virginia in particular has been se-
verely affected. For the last several years, the State has had the highest overdose
death rate in the country.

This committee’s investigation has uncovered some very troubling information
about seemingly large shipments of opioids from drug distributors to rural phar-
macies in West Virginia over the course of several years.

I think it is important for us to understand what went wrong and why, but we
must also understand what needs to change so that we do not ever find ourselves
in this situation again.

For example, there is simply no excuse for distributors sending more than 13 mil-
lion doses of opioids to a single pharmacy in a town of just 400 people over a 6-
year period.

Some of the distributors who supplied high amounts of pills to this pharmacy ap-
pear not to have submitted suspicious order reports to DEA, even though the law
requires them to do so. In addition, some of the distributors’ files are either sparse
or unavailable, raising additional questions about whether they investigated the
risks of diversion before shipping these pills. In the end, Federal authorities raided
and shut down this pharmacy and its owner went to jail. We must understand what
went wrong here so that we can be sure no town is ever again flooded with pills.
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In another case, two doctors in the town of Williamson prescribed more opioids
than entire hospitals did, according to a Justice Department press release. These
doctors were in fact the highest opioid prescribers in the entire State, and were
widely known to be running “pill mills.” One of these doctors ultimately went to jail;
the other fled overseas. It appears that certain distributors’ systems failed to detect
the volume of prescriptions these pharmacies were filling for these doctors, which
may have led to oversupply and diversion of pills.

It is the distributors’ responsibility to know their customers, monitor orders,
refuse suspicious orders, and report those orders to DEA. Distributors must perform
these functions, particularly when pharmacies order high volumes of opioids. But
our investigation has shown that this did not always happen.

In fact, some of these distributors paid large fines to DOJ because their systems
failed and because they did not report suspicious orders to DEA as required. These
distributors promised to clean up their act. But just a few years later, they were
again hit with multi-million dollar fines for the very same shortcomings.

I want to know how we can be confident that distributors have sufficiently im-
proved their systems now, so that going forward we will not miss key indicators that
may help uncover diversion in other situations. For example, one distributor told us
that, with the benefit of hindsight, they wish they had asked different questions of
at least two of the pharmacies we have examined. I would like to know what kind
of questions they believe will make the process more effective and reduce the possi-
bility of diversion.

This is a nationwide concern, and the problems we have found in West Virginia
have broader lessons for the rest of the country.

I also want to point out that this investigation focused on the role that distribu-
tors played in this crisis, but we know that there are many causes of this epidemic.
This includes the role of some manufacturers in marketing these drugs, the role of
some rogue physicians in overprescribing them, and the failures of regulators at the
State and Federal level to adequately oversee the opioid supply chain.

But let me also highlight another important aspect of this committee’s work,
which I hope will not be lost as we look at how events unfolded in the past, because
this crisis 1s far from over.

Right now, countless Americans, including those in the hard-hit areas of West
Virginia, still need access to quality health care to help them recover from the opioid
crisis. In the past month, we have marked up a substantial number of opioid-related
bills. I am concerned that we have made this push without taking the time to make
sure we get it right or without much of an emphasis on treatment.

It is not enough to only look backwards at this crisis. We must take the necessary
steps to actually help those who are suffering by providing comprehensive treatment
to individuals and communities in need. I yield back.

Mr. HARPER. The gentleman yields back.

I ask unanimous consent that the Members’ written opening
statements be made a part of the record. Without objection, it will
be entered into the record.

Additionally, I ask unanimous consent that Energy and Com-
merce members not on the Subcommittee on Oversight and Inves-
tigations be permitted to participate in today’s hearing. Without
objection, so ordered.

I would now like to introduce our witnesses for today’s hearing.

First today we have Dr. Joseph Mastandrea, chairman of the
board at Miami-Luken; John Hammergren, chairman, president,
and CEO of McKesson Corporation; George Barrett, executive
chairman of the board at Cardinal Health; Steven Collis, chairman,
president, and CEO of AmerisourceBergen Corporation; and finally,
J. Christopher Smith, former president and CEO, H.D. Smith
Wholesale Drug Company.

You are aware that the committee is holding an investigative
hearing. And when doing so, we have the practice of taking testi-
mony under oath.

Do any of you have any objection to testifying under oath?
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Seeing none, the Chair then advises you that, under the rules of
the House and the rules of the committee, you are entitled to be
accompanied by counsel.

(]130 %fou wish to be accompanied by counsel during your testimony
today?

Seeing none, in that case, if you would please rise. Raise your
right hand, and I'll swear you in.

[Witnesses sworn. ]

Mr. HARPER. Each of you are now under oath and subject to the
%elcllalties set forth in Title 18, Section 1001 of the United States

ode.

You may now give a 5-minute summary of your written state-
ment. We will begin first hearing from Dr. Joseph Mastandrea.

You are recognized for 5 minutes.

I ask that everyone pull your microphone close to you, make sure
it’s on.

And you’re recognized for 5 minutes, Dr. Mastandrea.

STATEMENTS OF JOSEPH R. MASTANDREA, D.O., CHAIRMAN,
MIAMI-LUKEN, INC.; JOHN HAMMERGREN, CHAIRMAN,
PRESIDENT, AND CHIEF EXECUTIVE OFFICER, MCKESSON
CORP.; GEORGE S. BARRETT, EXECUTIVE CHAIRMAN, CAR-
DINAL HEALTH; STEVEN H. COLLIS, CHAIRMAN, PRESIDENT,
AND CHIEF EXECUTIVE OFFICER, AMERISOURCEBERGEN
CORP.; AND JAMES CHRISTOPHER SMITH, FORMER PRESI-
DENT AND CHIEF EXECUTIVE OFFICER, H.D. SMITH, LLC

STATEMENT OF JOSEPH R. MASTANDREA

Dr. MASTANDREA. Good morning, Committee Chairman Walden,
Subcommittee Chairman Harper, Ranking Members Pallone and
DeGette, and distinguished members of the subcommittee. Thank
you for the invitation to testify before you today, and thank you for
gour tireless efforts to address our Nation’s ongoing opioid epi-

emic.

I would like to share some background about Miami-Luken with
you. The company was originally cofounded by my father, Robert
E. Mastandrea, in 1962 as the Miami Valley Wholesale Drug Com-
pany in Dayton, Ohio. Nine years later, in 1971, the acquired the
A.G. Luken Drug Company of Richmond, Indiana. It was then that
the company Miami-Luken was born.

Since then, the company has made additional acquisitions in
Ohio and West Virginia, yet has always remained a relatively
small regional distributors.

I first started working for the company at the age of 14 working
in the warehouse. After graduating college, I worked a short time
with my father learning the day-to-day operations of the business
where I was involved in making sales calls, deliveries, and various
warehouse duties.

It was a wonderful place to work, and I was proud of my father
and what he had achieved. He was born in Italy and came to this
country at the age of 13. He subsequently graduated from college
and began a business career that would lead to the formation of
Miami-Luken. Through my father’s leadership, the company’s cul-
ture was more like a family than just a place to work.
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I entered medical school in 1979 and after my residency em-
barked on a full-time career as a physician in Dayton. Several
years later I was asked to serve on the board of directors of Miami-
Luken, which I accepted. Some years later, I became the chairman
of the board and have held that position since that time.

Management of the company remained pretty much the same
until 2007 when a new president was appointed by the board. This
individual had extensive managerial experience in both the whole-
sale drug business and the wholesale grocery business and was
more than qualified to lead the company. He was knowledgeable,
confident, and well-liked by the company’s employees.

It was not until several years later, in 2013, after the board
learned that the DEA had issued a number of subpoenas to the
company, that we realized the Government had concerns with the
company’s compliance efforts.

In response, we retained the services of a prominent attorney
here in Washington who used to work for the DEA. This attorney
worked with management to assist the company in fulfilling its
DEA compliance obligations. We also instructed the company’s
president to purchase a computer program to better identify sus-
picious orders from customers, which he did.

When we subsequently learned that management was having dif-
ficulties with the computer system they purchased, it was apparent
to us that we needed someone more capable in that position. The
board immediately began looking for a replacement and after con-
sidering several individuals hired the company’s current president
and CEO, Michael Faul.

In addition to hiring Mr. Faul, the company hired a new director
of compliance and security who worked with Mr. Faul to implement
a number of significant changes in the company’s compliance pro-
gram.

These included more frequent and robust customer visits by com-
pliance staff, greater scrutiny of requests from customers to in-
crease purchase quantities, increased facility and transportation se-
curity, implementation of compliance training, purchase of the
NTIS database, enhancing the controlled substance profile that
customers are required to complete during the on-boarding process,
and the complete overhaul of Miami-Luken’s standard operating
procedures regarding DEA compliance.

The compliance director also worked with the software vendor to
recalibrate the company’s computerized suspicious orders notifica-
tion system, improved its effectiveness in identifying suspicious or-
ders on a daily basis, and started the process of uploading all rel-
evant data on shared computer drives providing employees and
DEA investigators easier access to information pertaining to indi-
vidual customers.

He also hired additional staff to assist the company in its compli-
ance efforts and created a new analytical tool on an Excel spread-
sheet to assist in conducting due diligence on current and prospec-
tive customers. In fact, the compliance director last year was recog-
nized by the National Association of Drug Diversion Investigators
for his outstanding work in drug diversion prevention.

As a result of new management’s enhanced compliance efforts,
Miami-Luken terminated its relationship with multiple customers,
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many of whom are still in business purchasing from other sources.
Since 2014, we have reduced the sale of oxycodone by approxi-
mately two-thirds and the sale of hydrocodone by a similar margin.

It is our understanding that former management took what they
believed to be sufficient steps at the time, believing that the State
medical boards and State pharmacy boards were in a strong posi-
tion to monitor the physicians and pharmacists they licensed.

Former management also believed that since Miami-Luken regu-
larly provided the DEA with sales data for all its customers, the
Government would have advised us if they had any concerns with
sales to specific parties.

Unfortunately, we know that is not enough. And as you know
from the materials we have provided this committee last year,
Miami-Luken has taken aggressive action going back several years
to strengthen its compliance efforts and suspicious order moni-
toring system and reporting. And as I sit here now, I can assure
you that our company employs a compliance program that is second
to none.

In closing, I welcome any questions you have and will answer
them to the best of my ability. Thank you again for this oppor-
tunity and for all your efforts.

[The prepared statement of Dr. Mastandrea follows:]
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Joseph R. Mastandrea, D.O.
Chairman, Miami-Luken, Inc.
May 8, 2018

Good morning. Committee Chairman Walden, Subcommittee Chairman Harper,
Ranking Members Pallone and DeGette, and distinguished members of the
subcommittee, thank you for your invitation to testify before you today, and thank

you for your tireless efforts to address our nation’s ongoing opioid epidemic.

I would like to share some background about Miami-Luken with you. The company
was originally co-founded by my father, Robert E. Mastandrea, in 1962 as the Miami
Valley Wholesale Drug Company, in Dayton, Ohio. Nine years later in 1971, the
company acquired the A.G. Luken Drug Company of Richmond, Indiana. It was then
that the company Miami-Luken was born. Since then, the company has made
additional acquisitions in Ohio and West Virginia, yet has always remained a

relatively small regional distributor.

[ first started working for the company at the age of fourteen, working in the
warehouse. After graduating college, I worked a short time with my father, learning
the day to day operations of the business where | was involved in making sales calls,
deliveries and various warehouse duties. It was a wonderful place to work and |
was proud of my father and what he had achieved. He was born in Italy and came to
this country at the age of thirteen. He subsequently graduated from college and

began a business career that would lead to the formation of Miami-Luken. Through
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my father’s leadership, the company’s culture was more like a family than justa

place to work.

I entered medical school in 1979 and after my residency, embarked on my fulltime
career as a physician in Dayton. Several years later, I was asked to serve on the
Board of Directors of Miami-Luken, which I accepted. Some years later | became the

Chairman of the Board and have held that position since that time.

Management of the company remained pretty much the same until 2007 when a
new president was appointed by the Board. This individual had extensive
managerial experience in both the wholesale drug business and the wholesale
grocery business and was more than qualified to lead the company. He was

knowledgeable, confident and well-liked by the company’s employees.

It was not until several years later in 2013, after the Board learned that the DEA had
issued a number of subpoenas to the company, that we realized the government had
concerns with the company's compliance efforts. In response, we retained the
services of a prominent attorney here in Washington D.C. who used to work for the
DEA. This attorney worked with management to assist the company in fulfilling its
DEA compliance obligations. We also instructed the company’s president to
purchase a computer program to better identify suspicious orders from customers,

which he did.

{7384471:} 2



18

When we subsequently learned that management was having difficulties with the

computer system they purchased, it was apparent to us that we needed someone more
capable in that position. The Board immediately began looking for a replacement and
after considering several individuals, hired the company’s current president and CEO,

Michael Faul.

In addition to hiring Mr. Faul, the company hired a new Director of Compliance and
Security, Benjamin Mink, who worked with Mr, Faul to implement a number of
significant changes to the company’s compliance program. These included more
frequent and robust customer visits by compliance staff; greater scrutiny of requests from
customers to increase purchase quantities; increased facility and transportation security;
implementation of compliance training; purchase of the NTIS database; enhancing the
controlled substance profile that customers are required to complete during the
onboarding process; and a complete overhaul of Miami-Luken’s standard operation
procedures regarding DEA compliance. Mr. Mink also worked with the software vendor
to re-calibrate the company’s computerized suspicious orders notification system,
improve its effectiveness in identifying suspicious orders on a daily basis; and started the
process of uploading all relevant data on shared computer drives, providing employees
and DEA investigators easier access to information pertaining to individual customers.
He also hired additional staff to assist in the company’s compliance efforts and created a
new analytical Excel spreadsheet program to assist in conducting due diligence on current

and prospective customers. In fact, Mr. Mink last year was recognized by the National

(73844712} 3
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Association of Drug Diversion Investigators for his outstanding work in drug diversion

prevention.

As a result of new management’s enhanced compliance efforts, Miami-Luken terminated
its relationship with multiple customers, many of whom are still in business purchasing
from other sources. Since 2014, we have reduced the sale of Oxycodone by 61 percent,

and the sale of Hydrocodone by 50 percent.

It is our understanding that former management took what they believed to be sufficient
steps at the time, believing that State Medical Boards and Pharmacy Boards were in a
stronger position to monitor the physicians and pharmacists they licensed. Former
management also believed that since Miami-Luken regularly provided the DEA with
sales data for all its customers, the government would have advised them if they had
concerns with sales to specific parties. Unfortunately, we now know that that is not
enough, and as you know from the materials we provided this Committee last year,
Miami-Luken has taken aggressive actions going back several years to strengthen its
compliance efforts and suspicious order monitoring system. And as I sit here now, | can

assure you that our company employs a compliance program that is second to none.

In closing, T welcome any questions you have and will answer them to the best of my

ability. Thank you again for this opportunity and for all your efforts.

{7384471:} 4
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Mr. HARPER. Thank you, Dr. Mastandrea.
The Chair will now recognize John Hammergren, chairman,
president, and CEO of McKesson Corporation, for 5 minutes.

STATEMENT OF JOHN HAMMERGREN

Mr. HAMMERGREN. Mr. Chairman, Ranking Member DeGette,
and members of the subcommittee, my name is John Hammergren,
and for almost two decades I've had the privilege to serve as the
chief executive officer of McKesson Corporation.

The impact the opioid epidemic has had on our Nation is dev-
astating. Millions of Americans have been affected, including em-
ployees of McKesson and their families. We recognize the impor-
tance of this committee’s investigation, and I appreciate the oppor-
tunity to appear before you today to help the committee address
this crisis. I will also explain the steps that we ourselves are tak-
ing.

Our company has over 70,000 employees worldwide. Our dis-
tribution business receives 275,000 orders every day, serving
40,000 pharmacies and hospitals. Like all distributors, we have two
critical priorities: to deliver medicines to pharmacies and hospitals
when and where they need them and to help the protect the integ-
rity of the supply chain.

As a distributor, we don’t manufacture prescription drugs, we
don’t market them to doctors or patients, nor do we market any
particular category of drugs, such as opioids, to pharmacists. Dis-
tributors respond to pharmacy orders, which are based on doctor’s
prescriptions.

For years we have reported every controlled substance trans-
action that we have made in West Virginia and across the country
to the DEA. Other distributors provide similar information so that
only the DEA has an overall view of opioids distributed in this
country.

Distributing controlled substances represents a small share of
McKesson’s total business. The two schedules of controlled sub-
stances that include the most commonly abused prescription
opioids constitute approximately 3 to 4 percent of our total rev-
enue.

The committee has highlighted a large volume of opioids distrib-
uted to pharmacies in West Virginia by McKesson and other dis-
tributors. Over a 6-year period addressed by the committee,
McKesson distributed approximately 151 million doses of oxycodone
and hydrocodone there.

To put that into some perspective, if you look at all prescription
drugs of any kind that McKesson distributed, the total number was
nearly 2 billion doses in West Virginia during the same period.

There is no question that a key driver of the crisis, as the CDC
has said, is the overprescribing of opioids by doctors across the
country. At the same time, there clearly were certain pharmacies
in West Virginia that were bad actors that McKesson itself termi-
nated. In hindsight, I would have liked to have seen us move much
more quickly to identify the issues with these pharmacies.

We learned important lessons, so let me tell you how we’re apply-
ing those lessons today.
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Over the last 5 years, we have successfully used the latest tech-
nology and the best available expertise to strengthen controls. We
have invested millions of dollars in enhancing our controlled sub-
stance monitoring program, or CSMP. A key part of that is sophis-
ticated data analytics designed by outside experts which harness
the power of advanced statistical models to set caps on sales to in-
dividual pharmacies. And then we block sales that exceed those
caps, which are constantly monitored and fine-tuned.

Our CSMP team is independent of the business and has unilat-
eral authority to deny a customer access to controlled substances.
Our team includes former DEA agents with more than 240 years
of collective DEA enforcement experience.

And the CSMP is working. In fact, over the last decade, we
blocked and reported to the DEA over 1 million suspicious orders
nationwide.

With a strong program in place today to monitor sales of opioids,
we are extremely focused on advancing solutions to the country’s
opioid crisis more broadly.

First, we are moving forward with the development of a prescrip-
tion safety alert system. This would be an electronic system to pro-
vide doctors and pharmacies with real-time red flags based on a pa-
tient’s nationwide prescription history. Congress and the FDA can
help make this a reality.

Second, we are requiring our customers to accept electronic pre-
scriptions in 2019. Handwritten prescriptions are more prone to
fraud.

Third, we’re pushing for opioid manufacturers to use limited dose
packaging, such as blister packs, to facilitate smaller prescription
sizes.

And fourth, we’ve announced the formation of a foundation to
fight the opioid epidemic and committed $100 million dollars to
launch its mission.

McKesson and I personally fully understand the gravity of this
crisis and our essential role in helping to address it.

Thank you again for the opportunity to testify today. I would be
happy to address your questions.

[The prepared statement of Mr. Hammergren follows:]
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MCKESSON

Testimony of

John Hammergren
Chairman, President, and Chief Executive Officer
McKesson Corporation

Subcommittee on Oversight and Investigations
Committee on Energy and Commerce
United States House of Representatives

May 8,2018

Mr. Chairman, Ranking Member DeGette, and members of the Subcommittee, my name
is John Hammergren. For almost two decades, I have had the privilege to serve as Chief
Executive Officer for McKesson Corporation. [ appreciate the opportunity to appear before you
today to describe our efforts to respond to the nationwide opioid crisis. In particular, I will
address the ways in which we have significantly enhanced our monitoring systems and
procedures, so that we can quickly identify and block suspicious orders, and cut off bad actors’
access to controlled substances. 1 will also address other steps the company is taking to help
proactively combat the crisis. We recognize the importance of, and understand the reasons for,
the Committee’s investigation, and we appreciate the opportunity to respond.

The impact the opioid epidemic has had on our nation is devastating, Millions of
Americans have been affected, including employees of McKesson and their family members.
This epidemic’s human costs are felt by us directly, and all of us at McKesson are committed to
doing what we can to respond to this complex public health challenge. We are actively engaged
in a range of initiatives that address our responsibility to help protect the integrity of the
pharmaceutical supply chain and that also contribute to finding solutions to the cycle of addiction
that so many American families are struggling with. 1 have personally learned about those
struggles in conversations with McKesson employees and others whose lives have been impacted
by the opioid addiction epidemic.

Over the last five years in particular, McKesson has successfully used the latest
technology and the best available internal and external expertise to strengthen controls and fo
help reduce the risk that opioids and other controlled substances could be diverted to abuse or
other illegitimate uses. And since 2008, McKesson has blocked the shipment of over a million
orders for controlled substances nationwide.

Before explaining the steps we have taken, let me first provide you with some
background about McKesson. We are a company with a long history. In 1833, to help meet the
growing demand for medicine, John McKesson and Charles Olcott opened a small drug and
chemical shop in New York City’s wholesale district. Throughout the company’s 185 years in
business, McKesson has contributed to building a safe, secure pharmaceutical supply chain,
including with technological innovation recognized by the Smithsonian. Over more than a

1



23

century, McKesson expanded and improved the nation’s infrastructure for distributing drugs and
other medical products to a far-flung network of pharmacies and health care providers. Today,
we have over 70,000 employees around the world, including nearly 23,000 employees in the
United States, with distribution centers located in 26 states.

One of McKesson's primary missions is to help ensure that medicines prescribed by
licensed doctors are delivered to licensed pharmacies so they are available for patients who need
them, when they need them, where they need them. Our U.S. Pharmaceutical business does that
by responding rapidly to 275,000 orders that we receive daily from pharmacies and hospitals
across the country at our 28 distribution centers. In the case of controlled substances
particularly, we have to balance our mission to deliver medicines to pharmacies and hospitals
when and where they need them against our important efforts to prevent and detect illegal
diversion of those drugs. This is a constant balancing act for all pharmaceutical distributors.

McKesson supplies branded, generic, and over-the-counter pharmaceuticals to more than
40,000 customers, including retail pharmacy chains, independent pharmacies, hospitals, health
systems, integrated delivery networks, and long-term care providers. We enable the American
health care system to deploy medicines very rapidly to patients who need them and to protect
against dangerous shortages of critical drugs. In many cases, McKesson is able to accomplish
delivery of prescription drugs to pharmacies across the country within a matter of hours, in both
urban and rural areas.

Distributing controlled substances represents a small share of our overall business. The
two schedules of controlled substances that include the most commonly abused prescription
opioids constitute approximately three to four percent of McKesson’s total revenue. The bulk of
our business involves the distribution of non-controlled prescription drugs, along with over-the
counter products and other health care related lines of business. For example, we provide a
range of medical-surgical supplies and equipment to physicians’ offices, home care agencies, and
surgery centers. In addition to distribution, McKesson has a robust technology and connectivity
business, and we use Six Sigma to help health care organizations strengthen their businesses,
control costs, work more efficiently, and improve quality.

Distribution of Controlled Substances to West Virginia Pharmacies

As a distributor, McKesson does not manufacture prescription drugs, and we do not
market them to doctors or patients. Nor do we market any particular category of drugs, such as
opioids, to pharmacies. Distributors respond to pharmacies’ orders, which in turn are placed
based on doctors’ prescriptions. McKesson does not supply prescription drugs in amounts
greater than pharmacies order, and we do not ship to a particular state or pharmacy without an
order from a Drug Enforcement Administration (“DEA™)-registered and state-licensed pharmacy.

No single distributor knows the total volume of any drug distributed in a particular state
or region, let alone to a particular pharmacy. That information is known to DEA, however.
McKesson for years has reported every controlled substance transaction in West Virginia and
across the country to DEA, and DEA gathers similar information from other distributors, in a
proprietary DEA database called Automation of Reports and Consolidated Orders System
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(“*ARCOS”). Neither McKesson nor the other distributors have access to ARCOS. Only DEA
has visibility over the entire landscape and can track and analyze aggregate data on the
distribution of controlled substances in particular jurisdictions.

The Committee has highlighted the large volume of opicids distributed to certain
pharmacies in West Virginia by McKesson and other distributors. For exarple, over a six year
period addressed by the Committee, from 2007 through 2012, McKesson distributed
approximately 151 million doses of oxycodone and hydrocodone in West Virginia. While that is
a very large number, it's important to put that data in context. During the same six-year period
of time, McKesson distributed nearly 2 billion doses of all prescription drugs in West Virginia.
Put another way, West Virginia pharmacies overall were, and continue to be, very high volume
customers for prescription drugs generally.

There is no question that beginning more than a dozen years ago, and continuing to this
day, physicians have prescribed large numbers of opioids to millions of Americans for a wide
range of conditions. In 2014 alone, according to the New England Journal of Medicine, doctors
wrote 245 million prescriptions for opioids in the United States.! As the Director of the Centers
for Disease Control and Prevention (“CDC”) noted in 2016, “[o]verprescribing opioids—Iargely
for chronic pain—is a key driver of America’s drug-overdose epidemic.”?

The total volume of opioid shipments is sometimes compared to the population of a
particular county in West Virginia, resulting in disturbingly large figures for the number of
prescription opioid pills in a given county on a per-resident basis. These comparisons can be
misleading, for several reasons.

First, these figures generally have been aggregated over a long period of time, often five
or six years, or even longer. Over a sufficiently long time period, any per capita calculation of
the number of opioid pills sold will appear high. This is all the more misleading if the figure for
opioid orders is not considered in the context of total sales of prescription non-controlled
substances during the same period of time.

Second, calculations based on population do not include any comparative baseline for the
number of persons in the geographic area who have a legitimate need for opioids. Without such
a baseline to compare against, it is not always clear whether shipments are “too high” relative to
the legitimate need.

Third, these figures imply that town and county lines define the customer base for a
particular pharmacy. That is often not the case. Pharmacies located in areas that are not densely
populated, and especially in areas that border one or more other counties or states, may serve a
much larger customer population than the population of the specific town or county in which the

!'Nora D. Volkow and A. Thomas McLellan, Opioid Abuse in Chronic Pain — Misconceptions
and Mitigation Strategies, 374 NEW ENG. J. MED. 1253, 1253 (2016).

2 CDC Director Tom Frieden, Mar. 3, 2016 (quoted in “CDC Releases Guideline for Prescribing
Opioids for Chronic Pain™) available at https://www.cdc.gov/media/releases/2016/p0315-
prescribing-opioids-guidelines.html (visited on Apr. 29, 2018).
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pharmacy is located. A small West Virginia town near the Kentucky border does not serve only
the few hundred town residents any more than a pharmacy in Manhattan serves the millions of
people who live and work in New York City. Comparing the number of units sold for a
particular drug to the number of people in the town or county in which a pharmacy sits is not a
meaningful way to assess whether drugs are being diverted to illegitimate uses.

A more refined calculation can account for some of these limitations. We can do this by
calculating pills per capita on a monthly basis—instead of over a long period of time—for all
counties in a particular area or on a statewide basis. And we can estimate the typical monthly
number of pills for patients who receive opioid prescriptions from their physician by using public
information and CDC surveys.

For example, if we look at data from January 2006 to November 2017, McKesson
shipped a total of 342.8 million oxycodone and hydrocodone pills into West Virginia over that
nearly 12-year period. The state had a population of 1.85 million (1.47 million adults) as of the
2010 census, so in per capita terms, McKesson could be said to have shipped approximately 185
pills of oxycodone or hydrocodone for each resident of West Virginia. Though this figure is
significant, for meaningful analysis it should be compared to other data that reflect the
prevalence of lawful opioid prescriptions and the volume of pills that physicians typically
prescribe for a patient being treated with opioids.

If we take that same data and calculate per capita pills per month, the result is 1.6 pills
per adult, per month. As an average, this figure is still subject to misinterpretation. It is certainly
not the case that every adult in West Virginia received 1.6 pills each month. Studies suggest an
average patient whose doctor prescribes oxycodone or hydrocodone is prescribed between two
and three pills per day, or between 60 and 90 pills per month. Based on this range, a volume of
1.6 pills per adult per month works out to enough to fill legitimate prescriptions for roughly 1.8%
to 2.7% of the adult population of West Virginia. While that is certainly not an insignificant
share of the population by any means, to put it in context, CDC data from 2011-2012 reported
that 6.9% of adults nationwide were prescribed opioids in any given month, and research
suggests this means about 5% of adults were prescribed oxycodone or hydrocodone in any given
month.

So while the large figures that are often highlighted in the media for the number of opioid
pills prescribed and sold by pharmacies in West Virginia are significant, on a statewide basis,
they reflect a volume of pharmacy opioid orders supplied by McKesson that is not inconsistent
with the rate at which opioids were being prescribed by doctors and sold by pharmacies
nationwide. Again, McKesson does not know at any given time how much is being shipped by
other distributors, as we do not have access to DEA’s ARCOS database that would shed light on
the bigger picture. Finding a way to give all distributors access to that data, so that we can track
how orders we receive relate to the total volume of controlled substances ordered by particular
pharmacies or in particular geographic regions, is an important step that Congress and the states
can take to help distributors conduct effective monitoring.

The data I summarized above is another way of saying that in recent years, doctors have
been prescribing a tremendous volume of opioids to patients with a wide range of conditions,
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both in West Virginia and across the country. As the Committee is well aware, and has
investigated extensively, this is part of a major public health crisis in this country, a root cause of
which is the over-prescribing of opioids. That trend recently has begun to recede, though opioid
prescription volumes remain high nationwide, including in West Virginia.

We recognize that even if statewide volumes of orders for opioids seem consistent with
national trends, particular counties or regions could have been outliers, with higher levels of
orders relative to regional populations, though there are a variety of possible reasons for those
variances across jurisdictional lines.

In its letters to McKesson, the Committee focused particularly on a pharmacy called
“Sav-Rite No. 1. Kermit, the small town in which Sav-Rite No. 1 was located, is in Mingo
County, but it sits near the intersection of Mingo County, Wayne County, and Martin County,
KY, which have a combined population of over 80,000 people. The Committee also referred to
Family Discount Pharmacies, with locations in Mount Gay-Shamrock and Stollings, West
Virginia. Logan County, where both Family Discount Pharmacies are located, has a population
of about 35,000, putting it near the top quarter of West Virginia counties by population.

To be clear, while a simple comparison of the volume of opioid sales to the local town or
county’s population is not by itself a reliable way of identifying suspicious orders, the volume of
sales certainly is relevant to identifying suspicious orders. And in fact, in the specific case of
Sav-Rite No. 1, McKesson did in November of 2007, more than a decade ago, terminate Sav-
Rite No. 1’s access to controlled substances because of what we deemed to be a pattern of
suspicious orders from that pharmacy.

Likewise, in 2014, McKesson terminated the Mount-Gay-Shamrock pharmacy’s
controlled substance access after observing a suspicious volume of hydrocodone and alprazolam
ordered by the pharmacy and because of concerns about some of the physicians whose
prescriptions the pharmacy was continuing to fill. It also appears that several years before that,
we had for a period of time cut off sales of controlled substances to that same pharmacy.

In hindsight, I would have liked to have seen us move more quickly to identify issues
with those pharmacies and terminate their access to controlled substances, and we have learned
lessons from that experience, which inform our approach today. As described below, with the
benefit of sophisticated data analytics tools that are available today, over the last five years we
have implemented a more robust and more heavily resourced system to survey and analyze large
volumes of data, in order to quickly identify bad actors.

McKesson’s Controlled Substance Monitoring Program

Over the last five years, McKesson has invested millions of dollars in enhancing our
Controlled Substance Monitoring Program (“*CSMP™), which provides ongoing review and
monitoring of the pharmacies and hospitals that purchase from us to help mitigate the risk that
controlled substances, including opioids, are diverted to abuse and other inappropriate uses. In
2014, we began working with an outside consulting firm to design sophisticated data analytics
for the CSMP. Among other enhancements, these analytics enable us to identify patterns in
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pharmacy orders for controlled substances and to set thresholds for each pharmacy based on
better statistical methods and computer-assisted analytics than we ever had available in the past.
Our CSMP is a nationwide program and it applies to all independent pharmacies, including those
that operate in West Virginia. We provided an overview of these enhancements to DEA in 2016.

Advanced analytics capabilities. McKesson has implemented a cutting-edge controlled
substances threshold management program, using complex data analytics to set and manage
individual customer thresholds for controlled substances. Our model analyzes each pharmacy’s
and hospital’s order against established monthly thresholds to determine whether that order
should be filled. If an order exceeds the monthly threshold, that order is blocked and not filled.
McKesson reports each blocked order to DEA, and to state agencies when required. The
thresholds are determined based on computer analysis of controlled substance orders by
pharmacies of similar size in a broader geographic region (though not just the same town or
county, for reasons explained above) and the pharmacy’s own past pattern of controlled
substance orders compared to non-controlled prescription orders.

Expanded Compliance Team. In order to further enhance its compliance program,
McKesson has added a number of subject matter experts to its CSMP team. In addition to hiring
former DEA Special Agents and Diversion Investigators, McKesson has hired industry experts
with experience in the retail pharmacy industry, experience as state and board of pharmacy
investigators, experience with pharmaceutical manufacturers, and experience with data analytics.
McKesson’s team now includes individuals with more than 240 years of collective DEA
enforcement experience. Moreover, the team leading our CSMP is independent of our sales
function and has unilateral authority to terminate a pharmacy or hospital’s access to controlled
substances and to reject the onboarding of new pharmacies and hospitals.

Due diligence. McKesson performs comprehensive due diligence on prospective
pharmacy customers before agreeing to supply controlled substances, We require all prospective
customers to complete a detailed questionnaire, provide three months of dispensing data for
analysis, undergo a site visit, and provide copies of all licenses. We also proactively monitor
pharmacies” and hospitals’ purchasing patterns and external events that might indicate a need to
review that location more closely. For example, on many occasions, McKesson has performed a
complete diligence review when a pharmacy or hospital requests an increase in its monthly
threshold for a controlled substance. In addition, McKesson often performs a complete review
when we receive a subpoena for information about a particular pharmacy or when we otherwise
become aware of adverse information about a pharmacy. For example, in 2017, we terminated a
West Virginia pharmacy’s ability to purchase controlled substances after becoming aware that
the West Virginia Attorney General had filed a lawsuit against the pharmacy related to its
controlled substances dispensing practices.

Education. McKesson has been proactive with respect to educating the pharmacies and
hospitals that purchase from us about the importance of compliance with DEA and state agency
regulations. McKesson educates them and provides them with literature on how to identify the
warning signs of prescription abuse and diversion, Similarly, McKesson has trained hundreds of
our own employees on the company’s regulatory obligations, including CSMP-specific training
sessions at annual meetings.
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As a result of these ongoing efforts, from 2008 through 2017, we blocked and reported to
DEA over one million suspicious orders nationwide.

Additional Steps McKesson Is Taking To Address The Opioid Crisis

We are also looking ahead to find innovative ways to fight the opioid crisis more broadly,
both through our company activities and through a foundation we recently formed to address
opioid abuse.

We are working to develop an innovative solution contemplated by the leading not-for-
profit standards setting organization in the healthcare solutions space, the National Council for
Prescription Drug Programs (“NCPDP™), and now being advocated by the Health IT Now Opioid
Safety Alliance. Such a prescription safety alert system, which other technology vendors could
also develop, would help provide doctors and pharmacies with real-time red flags based on a
patient’s nationwide prescription history, so that they can more easily identify prescriptions that
may indicate potential abuse or misuse, such as doctor or pharmacy shopping. Today, when a
patient fills an opioid prescription, the pharmacist may be unaware that the patient has recently
filled other opioid prescriptions at other pharmacies, or that he or she has received multiple
opioid prescriptions from multiple doctors. Our shared vision is that a pharmacy would receive a
real-time clinical alert based on a patient’s prescription history. This information would allow
the pharmacist to gather more information prior to dispensing the prescription, such as
conducting a check with the prescribing clinician or reviewing the information from the state’s
prescription drug monitoring program. Such a prescription safety alert system would work
across state lines to encompass all prescriptions and all pharmacies, including failed attempts to
fill prescriptions and transactions conducted in cash.

We are moving forward with the development of this innovative solution, which is in line
with President Trump’s proposal for a nationwide prescription drug monitoring program. We
understand from the pharmacy community that the system would meet a critical need. To
maximize success, a truly effective solution must have access to data from all entities dispensing
covered controlled substances. Thus, effective implementation would require support from the
Food and Drug Administration (“FDA”) or Congress and require all pharmacies and providers to
participate.

We believe that e-prescribing (electronically-delivered prescriptions) can also help
prevent diversion. That is why, in 2019, McKesson will stop filling opioid prescriptions at
pharmacies that are unable to accept e-prescriptions. Handwritten prescriptions can be forged,
altered, or otherwise diverted to enable illegal access to opioids. All 50 states currently allow for
e-prescribing, but only a handful of states require it. We aim to bring those pharmacists who are
unable to accept e-prescriptions up to date with that ability, and move the industry toward an e-
prescription-only opioids system. Congress and state legislatures could help by mandating e-
prescribing by providers, in order to supplement industry efforts.

Because over-prescribing of opioids has played such a large role in the crisis, we also
support providing opioids in limited-dose packaging. FDA could help by requiring that opioids
be distributed in limited-dose packaging, usually “blister packs™ and specially designed bottles.
We plan to proactively engage with opioid manufacturers to develop plans to use limited-dose
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packaging, with the goal of providing only what is needed and making it easier to do so for
everyone involved. FDA Commissioner Dr. Scott Gottlieb has indicated his support for a move
toward limited-dose packaging.

Additionally, as a distributor, McKesson plays a key role in getting those drugs
manufactured by others into pharmacies and to patients quickly. We will work with
manufacturing partners to put new non-opioid pain relievers into the hands of pharmacists and
hospitals as soon as possible. We are often able to get new drugs to pharmacists within less than
twelve hours of their availability—a tool we used, for example, to help the CDC distribute the
HINT flu vaccine during that crisis. We understand that some new non-opioid pain relievers are
under FDA review,

Pharmacist training is another key tool in preventing opioid abuse and overdose deaths.
McKesson is committed to providing pharmacists with free training on how to identify patients
who may be at risk of overdose and may potentially benefit from the use of naloxone or other
overdose reversal medications. These trainings have been independently developed by the
Accreditation Council for Pharmacy Education, an accredited continuing education program
from the Pharmacist’s Letter. Members of our HealthMart network, which services 5,000
independently owned pharmacies, all now have access to the HealthMart Operations Toolkit,
which offers: (1) opioid education and training courses; (2) drug abuse prevention solutions; (3)
best practices to prevent drug abuse when filling prescriptions; and (4) community outreach
resources with strategies to promote drug abuse prevention at the local level.

McKesson also provides funding and support to the Healthcare Distribution Alliance’s
Allied Against Opioid Abuse initiative, which is a national education and awareness initiative to
help prevent the abuse and misuse of opioids. And we are working with the Community Anti-
Drug Coalitions of America (CADCA) to launch a substance abuse prevention pilot program
tailored specifically to veterans.

Among our other efforts, we have partnered with the Pennsylvania Attorney General to
help combat opioid abuse by delivering 300,000 drug deactivation pouches to local communities
in 12 counties, in order to reduce diversion.

Finally, McKesson has set up a new foundation dedicated to fighting the opioid epidemic
and committed $100 million to support the foundation’s mission. The standalone foundation will
have independent subject matter experts on its Board of Directors. We expect foundation funds
to support, among other things, educating providers on evidence-based clinical best practices in
the treatment of pain, prevention and intervention initiatives and education on the dangers of
opioid use, and increasing access fo opioid treatments, including medication-assisted therapy and
life-saving overdose reversal drugs.

Policy Solutions
In addition to the steps McKesson itself is taking, we support public policy changes to

discourage opioid abuse and to help those battling opioid use disorder. We appreciate the
Committee’s efforts to date and pledge our continued collaboration in the development of
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effective legislation. We are particularly supportive of legislative efforts the Health
Subcommittee recently passed that would promote greater use of electronic prescribing;
standardize electronic prior authorization; encourage prescriber, dispenser, and patient education
around the risks of opioid use; and establish programs for the return and destruction of unneeded
opioids. We also support the President’s declaration of the opioid crisis as a national emergency,
and we provided the President’s Commission on Combating Drug Addiction and the Opioid
Crisis with our recommendations to consider for its final report, some of which were included.

Since 20135, our McKesson Opioid Task Force—composed of clinical, operations,
regulatory, and policy experts—has been working on identifying and developing real world
policy solutions to the crisis, issuing two white papers on the topic. The most recent, “Call to
Action: Execute Solutions Today to Combat the Opioid Crisis,” recommends incentivizing
implementation of opioid stewardship or similar clinical excellence programs; ensuring proper
patient education on opioids and their alternatives; requiring e-prescribing of controlled
substances; requiring electronic prior authorization by payers to ensure that prescriptions are
medically necessary; piloting pharmacist-led opioid care management programs; and
implementing a prescription safety alert system, a concept initially conceived by NCPDP,

We encourage Congress to prioritize a prescription safety alert system to ensure that all
stakeholders who have been impacted by opioid abuse, especially patients and their loved ones,
can benefit from this promising solution. Further, we urge Congress to require use of electronic
prior authorization to better align prescribing with best clinical practices, prevent misuse, and
ensure access to patients with legitimate need.

# * *

McKesson, like DEA and the other key players in the pharmaceutical supply chain, has
learned important lessons as we have responded to the opioid crisis. We are acting on those
lessons, and 1 believe we have significantly enhanced our capability to identify problematic
pharmacies and quickly cut off their access to opicids and other controlled substances. We fully
understand the gravity of this crisis, and our essential role in helping to address it.

Thank you again for the opportunity to testify today. I would be happy to answer your
questions.
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Mr. HARPER. Thank you, Mr. Hammergren.

The Chair will now recognize George Barrett, executive chairman
of the board at Cardinal Health.

Thank you.

STATEMENT OF GEORGE S. BARRETT

Mr. BARRETT. Chairman Harper, Ranking Member DeGette, and
members of the subcommittee, Chairman Walden, Ranking Mem-
ber Pallone, and other members of the full committee, thank you
for the opportunity to be here today. I also want to extend my
thanks to your staff for their professionalism and courtesy.

My name is George Barrett, and I have committed my profes-
sional career to healthcare in a wide range of roles for over three
decades. Between 2009 and 2017, I was privileged to serve as CEO
and chairman of Cardinal Health, which today is composed of more
than 50,000 dedicated men and women.

We simply cannot look at the impact of opioid abuse on so many
lives and not feel sorrow. I speak for the entire Cardinal Health
team when I say that we care deeply about the devastation that
opioid abuse is causing families and communities around our coun-
try. We are resolved to be a constructive part of the effort to allevi-
ate this complex national public health crisis.

Some of the issues we will discuss today involve the healthcare
system in our neighboring State of West Virginia where hundreds
of our employees live and work. The people of West Virginia are
not just the recipients of the medicine and the medical products we
distribute to hospitals and pharmacies, they are our coworkers,
friends, neighbors, and family members.

I have visited the State to hear firsthand about the challenges
of opioid abuse and how Cardinal Health can play a constructive
role in addressing these challenges.

To the people of West Virginia, I want to express my personal
regret for judgments that we’d make differently today with regard
to two pharmacies that have been a particular focus of this sub-
committee. With the benefit of hindsight, I wish we had moved
faster and asked a different set of questions. I'm deeply sorry that
we did not.

Today I'm confident that we would reach different conclusions
about opioid orders from those two pharmacies. We've taken re-
sponsibility with our regulators. Cardinal Health has not distrib-
uted oxycodone or hydrocodone to either of these two pharmacies
for years.

We understand that no antidiversion program is perfect, which
is why we are so focused on continuous improvement. We are at
the table focused on alleviating this critical national health prob-
lem. We are committed to working with Congress, regulators, and
others in the healthcare system to combat this crisis and address
its effects.

There is no single root cause of the crisis, and addressing it re-
quires that all healthcare participants work together, and we have
to do it now.

We recognize the challenge posed by lawful yet high-volume pre-
scribing of opioids. On the one hand, we know there are many indi-
viduals who rely on these medications to address suffering associ-
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ated with terminal illnesses, painful neurological conditions, severe
injuries, and other medical conditions.

On the other hand, we share the recent judgments of policy-
makers, including senior leadership at HHS, the FDA, the surgeon
general, the CDC, and others, that there have been too many pre-
scriptions for too many pills.

As a pharmaceutical wholesale distributor, we have a dual re-
sponsibility: to ensure that prescription medications are available
for healthcare providers and their patients when needed while
working to limit the potential for those prescription medicines to
fall into the wrong hands.

Pharmaceutical wholesale distributors do not and should not
have visibility into the medical judgment or the patients for whom
prescriptions are written. However, we can play a role by raising
awareness of the dangers of overprescribing, which we are doing.

Our antidiversion tools are built around a core commitment to
spot, stop, and report potential diversion. Our program is sup-
ported by a dedicated antidiversion team of investigators, auditors,
analysts, former law enforcement officers, compliance officers, and
pharmacists deployed nationwide and augmented by substantial
external resources and technology.

From 2008 to the present, we have stopped suspicious orders for
the shipment of hundreds of millions of opioids. We will not ship
an order for hydrocodone or oxycodone to pharmacies that do not
meet our standards. We have refused to onboard pharmacies that
cannot pass our rigorous screening, and we have cut off existing
customers that do not have effective controls.

But with a problem as large and complex as opioid addiction, we
know there is always room to do better, and we will never stop
working to continuously improve and refine our systems.

For over a decade, we have funded education and prevention pro-
grams that have been used in every State and more than 100 col-
leges and pharmacies. We have also launched an opioid action pro-
gram including the free distribution of opioid reversal medication
to law enforcement and first responders beginning in four of the
Nation’s hardest-hit States across Appalachia.

As T indicated earlier, Cardinal Health is at the table and in-
tends to be here for as long as the problem persists. Today I'll do
my best to answer your specific questions and hope that our dia-
logue will continue.

Thank you.

[The prepared statement of Mr. Barrett follows:]
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I.  INTRODUCTION

Chairman Harper, Ranking Member DeGette, and Members of the Subcommittee,
Chairman Walden, Ranking Member Pallone, and other Members of the full Committee: thank
you for the opportunity to be here for today’s hearing on “Combating the Opioid Epidemic:

Examining Concerns About Distribution and Diversion.”

My name is George Barrett, and from 2009 to 2017, I was privileged to serve as CEO and
Chairman of Cardinal Health, which today is composed of more than 50,000 dedicated men and
women. [ have devoted a career to healthcare in a wide range of roles for over three decades,

and [ appreciate the opportunity to share my perspective with you today.

The people of Cardinal Health are deeply committed to serving the American healthcare
system. Although this hearing is focused on one aspect of our pharmaceutical wholesale
distribution business, Cardinal Health is a global, integrated healthcare company, providing
customized solutions for hospitals, healthcare systems, pharmacies, ambulatory surgery centers,
clinical laboratories, and physician offices worldwide. Our pharmaceutical wholesale
distribution business delivers thousands of products from hundreds of manufacturers and

suppliers. Each year, we process in excess of 400 million orders. The overwhelming majority of
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medications we distribute are non-opiate medicines such as antibiotics, or treatments for cancer,
heart disease, diabetes, and other chronic conditions. With respect to all our distribution, our
objective is simple: to enable the healthcare providers we serve to use these products to bring
health and healing to their patients. We also recognize that in our role as a pharmaceutical
wholesale distributor we have a dual responsibility—to ensure that prescription medications are
available for prescribers and their patients when needed, while working to limit the potential for

those prescription medications to fall into the wrong hands.

To meet our responsibilities, Cardinal Health has developed and implemented a
constantly adaptive and rigorous system to combat controlled substance diversion. Despite the
development of a quality system, we have not always gotten every decision right, and in the past
we have entered into settlements with regulators to address aspects of our anti-diversion
program. We have learned from our settlements and experience, and our anti-diversion program
today is stronger and more effective as a result. While no program can ever be perfect given the
evolving threats we face and the realitics of human error and judgments, our goal is always to get
it right, and we have stopped suspicious orders for the shipment of hundreds of millions of

dosage units of controlled substances over the last decade.

At the end of last year, I passed on my duties as CEO to my successor, and | currently
serve as the Executive Chairman of Cardinal Health’s Board of Directors. All of us at Cardinal
Health are acutely aware of the devastation that opioid abuse is causing families and
communities around our country, including some within our own company. We simply cannot
look at the impact of opioid abuse on so many lives and not feel sorrow. And on behalf of the
entire Cardinal Health community, we are resolved to be a constructive part of the effort to
alleviate this complex national public health crisis. We are engaged and at the table. There is no

single root cause of the crisis and addressing it requires that everyone work together.

One of the key public policy issues we must address is the challenge posed by lawful yet

high-volume prescribing of opioids. On the one hand, we know there are many individuals who
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rely on these medications to address suffering associated with terminal illnesses, painful
neurological conditions, severe injuries, and other medical conditions. On the other hand, we
share the recent judgment of policymakers, including senior leadership at the Department of
Health and Human Services, the Food and Drug Administration, the Surgeon General, the
Centers for Disease Control and Prevention, and others, that there have been too many

prescriptions for too many pills.

Pharmaceutical wholesale distributors do not and should not have visibility into clinical
prescribing decisions or the patients for whom prescriptions are written. However, there are
other steps we can take, and are taking, to raise awareness of the dangers of over-prescribing.
We also have made available Narcan, an opioid overdose reversal medication, free-of-charge to
first responders and faw enforcement. Through these efforts and other elements of our Opioid
Action Program, Cardinal Health is secking to make a meaningful difference, focusing initially
on some of the nation’s hardest-hit states. We are also continuously focused on enhancing our

own anti-diversion programs in collaboration with our regulators and others in our industry.

II.  CARDINAL HEALTH - WHAT WE DO

As discussed above, Cardinal Health is a global, integrated healthcare services and
products company. In our role as a pharmaceutical wholesale distributor, we serve more than
24,000 pharmacies and are in nearly 85% of U.S. hospitals. We make available nearly 400,000
unique products that ultimately support patients across the full continuum of care. We have been
privileged to be able to assist in some of the most acute crises this country has faced. For
example, in the aftermath of Hurricanes Harvey, Irma, and Maria, the men and women of
Cardinal Health worked tirelessly to fulfill the needs of hospitals, pharmacies, critical care
centers, and shelters so they could aid those in need. We did far more than simply move
products from manufacturers to pharmacies. Our team went to extraordinary lengths to secure
diesel fuel, high-water vehicles, planes, and helicopter support for the transport of products to

critical locations, and on the ground worked under difficult conditions, putting the welfare of
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patients ahead of their families’ personal needs to ensure critical life-saving drugs and medical
supplies were delivered to local hospitals. The level of commitment reflected in our team’s
actions during those crises is matched day in and day out as they perform their regular jobs,
ranging from logistics management to anti-diversion monitoring and analysis. This is who we

are.

Cardinal Health, in its role as a pharmaceutical wholesale distributor, does not
manufacture medications or market them to patients, nor does it diagnose medical conditions,
write prescriptions, or otherwise practice medicine. Opioid prescriptions, like any other
prescription medications, are written by healthcare providers for their patients, who take those
prescriptions to licensed pharmacies to be filled. These licensed pharmacies in turn place
inventory fulfillment requests with pharmaceutical wholesale distributors. As an intermediary in
the pharmaceutical supply chain, Cardinal Health does not ultimately control either the supply of
or the demand for opioids. Our role is to provide a secure channel to deliver medications of all
kinds, from the hundreds of manufacturers who make them, to the thousands of hospitals and
pharmacies that dispense them. We help ensure that pharmacies, hospitals, and the patients they
treat receive medication—when and where they need them. At the same time, we also work
diligently and with a sense of purpose to prevent the diversion of pain medications, We have
developed and implemented robust suspicious-order monitoring and reporting systems, and we
continuously strive to improve and adapt to address the ever-changing methods of drug diversion

and abuse.

III. CARDINAL HEALTH’S ANTI-DIVERSION EFFORTS

Our anti-diversion program is rigorous, and over the last decade, we have invested tens of
millions in continually upgrading our program to make sure it continues to be robust and
cffective in the face of evolving risks. Our goal is to spot, stop, and report the suspected
diversion of medications out of the clinical setting for improper use. Our program has three key

components, cach of which is outlined in greater detail below. The program is supported by a
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dedicated anti-diversion team that consists of nearly a hundred trained individuals, including
investigators, statistical auditors and data analysts, former law enforcement officers, pharmacists,
and compliance officers deployed on-site at our pharmaceutical distribution centers, in the field,

and at our corporate headquarters, augmented by substantial external resources.

Over time, we have continued to enhance our anti-diversion program and have entered
into settlements with the DEA and the state of West Virginia. We have learned and improved
from each of them. From 2008 to the present, we have stopped suspicious orders for the
shipment of hundreds of millions of dosage units of controlled substances. We also have
terminated or refused to distribute controlled substances to over a thousand pharmacies. On our
own initiative and in response to regulators, we have increased the size of our anti-diversion
team, including bringing in personnel with additional regulatory, pharmaceutical, and law
enforcement experience to further enhance the anti-diversion program. We have developed an
analytical model to evaluate customers, assigned threshold ordering volumes, created a
centralized database to store and track data on customers and orders, and designed new policies
and procedures for anti-diversion personnel. Over the years, we have also trained thousands of

our people on anti-diversion practices.

Know Your Customer. Know Your Customer is the ongoing process by which we learn
about pharmacies to, among other things, better understand the range of legitimate requirements
for controlled substances and establish distribution thresholds on a customer-specific basis using
objective, statistical data and other criteria. Cardinal Health uses a multi-factor process to
evaluate customers, even before they can be accepted as a Cardinal Health customer, These
factors include verifying the customer is licensed by the Drug Enforcement Administration
(DEA), and evaluating the product mix dispensed by the customer within certain drug families,
as well as the location and business model of the pharmacy, the historic volume of controlled
substances dispensed, and the ratio of controlled to non-controlled substances. Cardinal Health

uses an escalation process through management to evaluate higher volume customers which
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includes two-person approval for certain threshold levels and regular review of higher volume

customers by a committee of anti-diversion management and specialists.

Electronic Monitoring. All Cardinal Health customers are subject to electronic
monitoring, which occurs prior to order fulfillment. Threshold limits are established by the anti-
diversion team for over 120 families of controlled substances, including oxycodone and
hydrocodone, for each pharmacy or other healthcare provider, The thresholds are based on
various factors specific to the customer and analysis of third-party data detailing dispensing
volumes of customers nationwide. Through electronic monitoring, Cardinal Health monitors
dosage units for each controlled substance drug family, as well as certain strengths of specific
drugs known to be more frequently misused {e.g., oxycodone 15mg and 30mg products). When
a customer’s accrued orders hit the established threshold, the order is held and, outside of a rare
occurrence, the order is cancelled. Cancelled orders are reported to the DEA and any required

state regulators.

Site Visits. Cardinal Health conducts regular site visits to its customers across the
country as part of its anti-diversion program. Site visits may be announced or unannounced. In
2017, Cardinal Heath representatives conducted over 48,000 on-site inspections nationwide.
These representatives look for any visible signs of diversion, such as long lines, a high volume of
customers from out-of-state, lack of product diversity in non-prescription products offered for
sale, or groups of people traveling together to fill prescriptions. As warranted by the
circumstances, the teams also speak with the pharmacist-in-charge and/or other staff and review
aggregate pharmacy dispensing data to identify any risk of diversion. The data reviewed
includes aggregate prescription volume, percentage of cash business, ratio of controlled to non-
controlled substance dispensing, and information about the pharmacy’s customer base (e.g.,
hospice, orthopedics, oncology, pain clinics, etc.). However, it is important to note that privacy
taws, such as HIPAA and other laws, prohibit Cardinal Health representatives from reviewing

patient-specific prescriptions.
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IV.  LEARNING FROM OUR WEST VIRGINIA EXPERIENCE

Given the questions that have been raised by the Subcommittee and others, I would like
to directly address our work in the state of West Virginia over the past decade and, in particular,
the volume of opioid medications that Cardinal Health distributed in response to orders from

DEA-licensed pharmacies.

As I noted previously, we share the judgment of policymakers that there have been too
many prescriptions for too many pills across the country over the past decade. With regard to
two of the pharmacies that have been a particular focus for the Subcommittee, Family Discount
of Mt. Gay and Hurley Drug Company, we reached decisions at the time based in part on the
demographics of the surrounding area, the characteristics of the individual pharmacy, and the
views of our internal staff. Those decisions allowed the two pharmacies to continue to receive
certain volumes of hydrocodone and oxycodone from Cardinal Health for longer than [ think
they should have based on what | have since learned about the circumstances surrounding those
pharmacies. With the benefit of hindsight, | wish we had moved faster and asked a different set
of questions. [ am deeply sorry we did not. Today, I am confident we would reach different
conclusions about those two pharmacies. Although both pharmacies continue to maintain active
and valid DEA registrations and West Virginia Board of Pharmacy licenses, Cardinal Health has
not distributed oxycodone or hydrocodone to Family Discount of Mt. Gay since 2012, or to
Hurley Drug Company since 2014. We have also taken responsible actions by instituting
improvements in our anti-diversion program and reaching settlements with our regulators,
including the state of West Virginia. We understand no program is perfect, which is why we are
so focused on continuous improvement. And we are at the table now, focused on alleviating this

critical national health problem.

There are a variety of other factors that informed our historical decisions about our
overall distribution volumes in West Virginia, including the fact that Cardinal Health’s

distributions of oxycodone and hydrocodone to West Virginia reflected only a smali portion of



40

the company’s total distributions of prescription medications in the state. For example, in 2008
oxycodone and hydrocodone constituted only around 7% of the prescription medications that
Cardinal Health distributed to independent retail pharmacies in West Virginia. In addition, our
distributions were made against the backdrop of what the Centers for Disease Control and
Prevention has now chronicled as then widely accepted and publicized medical norms guiding
physicians’ prescribing practices. During that time period, those norms favored broader opioid

treatments for longer periods of time with higher potency.
V. THE PATH FORWARD

Improving our anti-diversion program has been our primary focus, Yet, our commitment
to alleviating the national problem of opioid abuse and misuse does not end there. For over a
decade, we have funded education and prevention programs in communities across the country
through Generation Rx, which the Cardinal Health Foundation developed in partnership with the
Ohio State University School of Pharmacy. Generation Rx is a national prescription drug misuse
prevention program that has been used in every state, at more than 100 colleges of pharmacy,
and has provided more than a million people with tools and educational resources to prevent and

address the issues that drive opioid abuse.

More recently, we launched our Opioid Action Program (OAP). We piloted OAP in four
of the nation’s hardest-hit states across Appalachia—Ohio, Kentucky, Tennessee, and West
Virginia—to alleviate the opioid epidemic. It has four clements, each of which has been cited by

leading experts as essential to the fight to reduce opioid abuse and casualties:

1. Narcan. We have distributed Narcan, an overdose reversal medication, free-of-charge to
first responders and law enforcement. To date, we have distributed nearly 80,000

dosages.



41

2. Drug take-back events. We have sponsored drug take-back events in various
communities, including sponsoring 39 drug take-back events across these four states

during the DEA’s National Prescription Drug Take Back Day in the past two weeks.

3. Student and prescriber education. We have successfully funded millions in expanded
grants focused on youth prevention education, prescriber opioid awareness and reduction

efforts, and community responses to the epidemic.

4. Medical school training. We have partnered with a leading school of medicine to refine
and share medical school curricula that address opioid abuse and treatment through a

collaboration with over 20 medical schools nationwide.

In addition, our employees have volunteered thousands of hours to community service to
support drug take-back days and community awareness and education efforts at schools, senior

centers, and elsewhere.

We also support practical reforms to alleviate the opioid crisis, including the creation of a
national prescription drug monitoring program through collaboration with industry participants
and state and federal regulators. And we support appropriate prescribing limits on opioids and
legislation that would require prescriptions to be issued electronically. While none of these is a
complete fix or a substitute for collaborative efforts by participants across the system, each

would be an important step in the right direction.
VI. CONCLUSION
I believe the steps I have outlined above can make a genuine difference in our ability to

combat the diversion of opioid medications. The men and women at Cardinal Health know there

is much more to be done, and that we, as a country, have a long way to go. We at Cardinal
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Health are committed to doing our part to alleviate this national challenge and welcome the

opportunity to continue the search for solutions with the Subcommittee.

Thank you for the opportunity to be here. I look forward to your questions.
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Mr. HARPER. Thank you, Mr. Barrett.

The Chair will now recognize Steven Collis, chairman, president,
and CEO of AmerisourceBergen Corporation.

Mr. Collis.

STATEMENT OF STEVEN H. COLLIS

Mr. CoLuis. Thank you. Thank you, Chairman Walden, Sub-
committee Chairman Harper, Ranking Member Pallone, Ranking
Member DeGette, and distinguished members of the committee. On
behalf of AmerisourceBergen’s over 21,000 associates, thank you
for the opportunity to be here today. We are committed to working
with you and all stakeholders to help combat the tragic opioid
abuse epidemic.

I will begin today by sharing three distinct perspectives that
have shaped my thinking on this urgent issue.

First, like so many others, I have been touched and saddened by
the excruciating stories that demonstrate the destruction wrought
by the disease of addiction, many shared by your colleagues as they
relayed the devastation that opioids have left in their States. Some
time ago, a Member shared a story of a mother who overdosed,
leaving her two children starving and unattended for several days.
Stories like this, and sadly so many that tell similar tragic tales,
are always on my mind.

Second, I have seen friends, family, and those in my community
fight through uncontrolled pain and have experienced firsthand the
sad necessity of pain medications. This topic is frequently brought
up in my conversations with doctors and healthcare professionals
and was the focus of a recent discussion I had with the CEO of a
world-class cancer treatment center in which he articulated his
concern that the reaction to the opioid crisis would prevent his
team from providing necessary and appropriate end-of-life care.

Lastly, I have spent the majority of my 30-plus-year career in
healthcare providing services surrounding the pharmaceutical in-
dustry with a focus on working to enable patient access to the
medications they need.

As you all know, AmerisourceBergen’s role in regard to prescrip-
tion opioid medications is one of a logistics provider and dis-
tributor. We are responsible for getting FDA-approved drugs from
pharmaceutical manufacturers to DEA-registered pharmacies that
di(sipense them based on prescriptions by licensed healthcare pro-
viders.

We have no ability and no desire to encourage the prescribing or
dispensing of pain medication. We do not manufacture or promote
the prescribing of these medications. And we are not qualified to
interfere with the very personal clinical decisions made between
patients and their physicians.

Here are some things that AmerisourceBergen does do. For more
than a decade, we’ve reported every opioid order we distribute on
a daily basis to the DEA. So every order, every shipment, every
day. We use statistical-based algorithms and data analytics tools to
monitor and assess every order we receive in an effort to identify,
stop, and report suspicious orders.

Just as importantly, we continuously focus on enhancing our di-
version control efforts. And our best-in-class diversion-control team
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endeavors to track patterns and behaviors beyond just individual
suspicious orders that have led us to refuse service or terminate
service to pharmacies we've identified as problematic, including
several of the pharmacies we have all heard about today in West
Virginia.

And we collaborate with and support others who are also work-
ing hard to address the crisis, partnering with others across the
country to provide drug deactivation and disposal resources, and
with our customers, not-for-profits, and innovators to support take-
back programs and advance ideas that could help combat the opioid
abuse epidemic.

We believe we’ve taken meaningful action, but this epidemic can-
not be solved unless we improve the ways we work together. Com-
munication and technology between the DEA and pharmaceutical
distributors should be enhanced. Specifically, the sharing of the
DEA’s comprehensive data of all opioid sales to all pharmacies on
a de-identified basis would alert distributors if pharmacies are re-
ceiving controlled substances from other DEA registrants.

Beyond improved data sharing, additional DEA guidelines for
distributors with uniform standards for suspicious ordering moni-
toring programs would create a more consistent approach across
the more than 900 registered distributors in the industry and, in
turn, more actionable input for law enforcement professionals.

We also support a number of solutions that are not specific to
distributors, including revising prescriber guidelines, mandatory e-
prescribing for controlled substances, enhanced prescription drug
monitoring programs to enable physicians and regulators to deter-
mine if patients are obtaining prescriptions in more than one State,
and a number of the proposals the subcommittee considered just
last week.

Our work to play a role in combating abuse while supporting
clinically appropriate access will never be complete. We always
strive to be better. I join you today with an open mind and a sin-
cere desire for additional guidance and ideas from this committee.

Thank you.

[The prepared statement of Mr. Collis follows:]
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Written Statement of Steven H. Collis
Chairman, President, and Chief Executive Officer
AmerisourceBergen Corporation
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May 8, 2018

1 am Steven H. Collis, Chairman, President, and Chief Executive Officer of
AmerisourceBergen Corporation (*AmerisourceBergen” or “the Company™). [ thank the
Committee for the opportunity to express my concern, and the Company’s concern, about the
tragic epidemic of opioid abuse, as well as our desire to be part of much-needed, and
unquestionably multi-faceted, solutions to address this public health crisis.

The epidemic raises many complex problems, AmerisourceBergen associates and | see
firsthand the struggles of individuals impacted by the opioid epidemic. Like so many others, the
AmerisourceBergen family is impacted by opioid addiction in many ways. We have seen our
families and friends struggle with addiction and we have been touched personally by harrowing
stories of the devastation it has caused in communities throughout this country. But we also
know that FDA-approved opioid medications play an important role for many Americans who
struggle with debilitating pain and severe sickness, such as cancer. We cannot forget that
opioids are approved as safe and effective treatments to ease the pain and suffering of many
patients who need them, and they can be vital in end-of-life care. Opioids also allow others to
function in spite of medical conditions and pain that would otherwise make life unbearable.

The critical challenge we face lies in finding the appropriate balance: preventing the
abuse of these treatments, while providing clinically appropriate access to the medications that
many patients need. AmerisourceBergen Drug Corporation is a distributor — a logistics provider

that purchases pharmaceutical products from manufacturers and supplies Drug Enforcement

Administration- (“DEA”) and state-licensed pharmacies, hospitals, and clinics that dispense to
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patients based on prescriptions written by board-certified physicians. Qur place in the supply
chain provides AmerisourceBergen Drug Corporation with neither the information nor the
expertise to override clinical decisions by trained doctors and pharmacists or o determine the
appropriate supply of medications. While we believe it is important to recognize our limited but
vital role in the supply chain, we are committed to working with the Committee and all
stakeholders on ways that all distributors, and AmerisourceBergen in particular, can leverage our
expertise and position in the supply chain to help address this crisis. We welcome an ongoing
dialogue on how to move forward expeditiously and effectively.

AmerisourceBergen Drug Corporation Is a Logistics Provider That Distributes Legal,
FDA-Approved Products to DEA-Licensed Customers

The wholesale pharmaceutical distribution business is not well known to the American
public. The lack of awareness and understanding of a distributor’s limited but vital role in the
healthcare supply chain has led to significant misunderstandings about what AmerisourceBetgen
Drug Corporation does and does not do.

AmerisourceBergen Drug Corporation facilities do not manufacture pharmaceuticals.
We are a wholesaler that plays a critical role in ensuring the safety and security of America’s
pharmaceutical supply chain. We purchase some 15 million innovative brand and generic
medicines, the vast majority of which are non-controlled substances, directly from
manufacturers. We are responsible for getting those medicines to tens of thousands of sites of
care every day, including pharmacies, hospitals, and clinics, which administer or dispense the
medicines on prescriptions written by licensed health care providers. By acting in this logistics

role, AmerisourceBergen Drug Corporation contributes to a secure supply chain and an efficient
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distribution system that has been estimated to save the United States health care system $42
biliion a year.!

AmerisourceBergen Drug Corporation’s distribution role in the system is vital, yet
limited in many ways. Prescription opioids represent less than 2% of AmerisourceBergen’s
annual revenue. AmerisourceBergen Drug Corporation delivers the products that our customers
order from us, but does not promote the prescribing or use of medications, including opioids.
We do not offer our sales representatives special compensation or incentives of any kind that
target opioid orders in particular. We have no ability, and no desire, to encourage the prescribing
or dispensing of pain medicines.

Further, as a wholesale distributor, AmerisourceBergen Drug Corporation does not
control how any medications we deliver are prescribed, dispensed, or ultimately used. Strict
statutory privacy requirements (including HIPAA) prevent us from obtaining information about
the particular patients for whom medicines are prescribed, the specific medical purpose for
which medicines are prescribed, or how they are used by the patients. This is true for all
medicines AmerisourceBergen Drug Corporation distributes, including opioids.
AmerisourceBergen Drug Corporation has absolutely no role in the clinical decisions made
between a doctor and a patient.

The number of opioids shipped by AmerisourceBergen Drug Corporation was and is
driven by the number of pills ordered by our customers. Until very recently, AmerisourceBergen
Drug Corporation has never known (unless a customer discloses that information voluntarily)
whether a pharmacy customer buys opioids from other distributors. Even with the DEA’s new

rules for sharing information on a pharmacy’s other distributors, AmerisourceBergen Drug

See Center for Healthcare Supply Chain Research, The Role of Distributors in the U.S. Healthcare
Industry: A 2011 study prepared by Booz & Company. Arlington, VA: The Center, 2011,
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Corporation does not know what types of opioids or how many opioids its customers order from
other distributors. AmerisourceBergen Drug Corporation only has access to its own distribution
data. This is in fact why we have been a vocal advocate for increased data transparency across
the supply chain, including the sharing of scrubbed ARCOS (Automation of Reports and
Consolidated Order System) data. Such data, which is only visible to the DEA, would allow us
to make more informed decisions when evaluating orders of controlled substances as well as the
customers who are placing those orders.

All Participants in the Supply Chain of Preseription Opioids Are Closely Regulated by the
DEA and Must Safeguard Against Diversion, Within the Areas They Control

Federal law regulates prescription opioids at every link in the closed system of
distribution. All prescription medicines, including opioids, are evaluated and approved as safe
and effective by the FDA based on their ability to effectively and safely treat a medical
condition, such as cancer, diabetes, high cholesterol or chronic pain. The DEA sets annual
quotas for the manufacture of opioids, based on the anticipated legitimate medical need, which is
informed in part by the number of prescriptions written the previous year. AmerisourceBergen
has never had any involvement in the evaluation and determination of these quotas. All
participants in the closed system of distribution of prescription opioids and other controlled
substances (other than the end user/patient) must be registered with the DEA. All participants —
manufacturers, distributors, pharmacies, hospitals, and physicians — have different roles and
responsibilities within the closed system and must safeguard against diversion and abuse in the
areas within their control.

Physicians and other authorized practitioners must be licensed by their state board of
pharmacy and the DEA in order to prescribe opioids. Any prescriptions they write for opioids

must be issued for a legitimate medical purpose and in the usual course of their professional
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practice. Most states (including West Virginia) operate Prescription Drug Monitoring Programs
(“PDMPs™) that require physicians to provide information to a state-run database about the
prescriptions they write for opioids. Unlike distributors, physicians have the right (and state law
may require them) to search the PUMP database to determine if a patient has “doctor-shopped”
and sought opioids from multiple sources.

Pharmacists also play a critical gatekeeping role in ensuring that opioids are prescribed
for a legitimate medical purpose. A pharmacy may dispense opioids only if it is registered with
the DEA and has a valid state license to dispense controlled substances. The pharmacy may
dispense opioids only pursuant to a prescription from a licensed medical practitioner who is
registered with the DEA. Pharmacists are prohibited from dispensing opioids based on illegal or
falsified prescriptions, and must act diligently in determining whether a prescription is issued for
a legitimate medical purpose based on their education and training. Unlike distributors,
pharmacists are required to know the practitioner who issued the prescription, the number of
other prescriptions the practitioner wrote that the pharmacy filled, and whether the patient has
presented prescriptions obtained from more than one doctor. Pharmacists can also observe the
demeanor of the patient who presents the prescription.

Like physicians and pharmacists, distributors have duties to help prevent diversion,
within the areas in which we have some visibility and control. We must maintain the physical
security of controlled substances in our possession, distribute controlled substances only to
DEA-registered customers, and report all opioid sales to the DEA. Distributors must also design
and implement systems to detect the “suspicious orders” we receive and report those suspicious

orders to the DEA,
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AmerisourceBergen Drug Corporation’s Rigorous Anti-Diversion Controls

AmerisourceBergen Drug Corporation’s obligation to safeguard controlled substances
and prevent their diversion is one we take very seriously. AmerisourceBergen Drug Corporation
has refused to service and has terminated service to hundreds of pharmacies that it identified as
problematic, including some of the pharmacies in West Virginia that news reports have claimed
were diverting opioids. We are licensed with the DEA to buy, possess, and distribute controlled
substances. We have invested heavily in physical security to ensure that our facilities have the
best possible protocols and technology to minimize the risk of theft or diversion of any
controlled substances from the time they enter AmerisourceBergen Drug Corporation facilities to
the time they are delivered to our customers. We also devote significant resources to our anti-
diversion program. AmerisourceBergen Drug Corporation employs a team of diversion-control
experts who perform the many aspects of its diversion control program.

AmerisourceBergen Drug Corporation’s diversion control team performs due diligence to
determine whether prospective new customers are suitable purchasers of controlled substances.
The procedure to review prospective customers has varied over time but since 2007 has generally
included the following elements: the completion of a Retail Customer Questionnaire; site visits;
verification of the pharmacy’s DEA registration and state licensure; review of the pharmacy-
provided information; and online investigation (including internet licensing and disciplinary
searches) for the identified pharmacy, owner, and pharmacist-in-charge. The questions on the
questionnaire are based on guidance from the DEA.

Since at least the 1980s, AmerisourceBergen Drug Corporation has had in place a system
to monitor the orders it receives (the “Order Monitoring Program,” or “OMP”). We worked with
the DEA to enhance the system in 1998, and again in 2007, and have continually reviewed and

improved it, including a comprehensive 2015 revision to build on current data, respond to trends
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in prescription drug abuse, and adopt improved technological capabilities, including data-driven
analytical tools. The OMP’s innovative program uses sophisticated technology to test every
order of controlled substances that AmerisourceBergen Drug Corporation receives. Orders that
the system identifies as “of interest” are held electronically and investigated, and shipment is
automatically blocked until the investigation is complete and the order is determined to be
appropriate. If the order is deemed suspicious after that review, the order is reported to the DEA
and is not shipped. Using the OMP, AmerisourceBergen Drug Corporation reported and refused
to ship more than 800 such orders for oxycodone and hydrocodone from West Virginia from
2008 to 2016. AmerisourceBergen Drug Corporation ends relationships with customers that it
determines have an increased potential for diversion. In addition, the AmerisourceBergen Drug
Corporation maintains a “Do Not Ship” list, which includes customers that the diversion control
program has identified through its order monitoring program and other ongoing diversion control
efforts.

On a daily basis, for every order of opioid-based medication we ship, AmerisourceBergen
Drug Corporation provides the DEA with detailed information about the order, including the
type of opioid, quantity, and the recipient. On a monthly basis, AmerisourceBergen Drug
Corporation also reports to the DEA’s Automation of Reports and Consolidated Orders System
(“ARCOS”) all sales of Schedule 1l and reportable Schedule 11 controlled substances.
AmerisourceBergen Drug Corporation uses analytical tools to review aggregate purchase data
for trends that are not captured in the review of flagged individual orders. AmerisourceBergen
Drug Corporation conducts on-site investigations of customers when issues or concerns are
identified by its monitoring activities, the OMP, personnel at its distribution centers throughout

the country, or external bodies such as the DEA or state agencies, AmerisourceBergen Drug
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Corporation also provides substantial training in diversion control: It trains its dedicated
diversion-control teams, all associates in compliance-sensitive positions at its distribution centers
throughout the country, and its sales associates, and also offers anti-diversion training to its
pharmacy customers.

AmerisourceBergen Is Committed to Fighting the Opioid Crisis

AmerisourceBergen is and has been committed to ensuring a pharmaceutical supply
system that is safe, secure, and marked by integrity. As such, we want to be part of the solution
to the opioid crisis, which we believe can be conquered while keeping opioids available for
patients who legitimately need them. But in order to conquer this problem, it is imperative that
the DEA come to the table and work with all stakeholders in the supply chain in a more
cooperative and collaborative manner. The Controlled Substances Act (“CSA™) under which the
DEA operates was enacted and the regulations promulgated in 1970. We would recommend
updating the regulations and guidance implementing this important law to standardize suspicious
order monitoring programs across the 900+ distributors that are regulated under this system to
ensure the highest standards across the board for all distributors’ suspicious order programs.

In addition, AmerisourceBergen Drug Corporation reports all opioid orders daily, submits
ARCOS data monthly, and reports suspicious orders to the DEA. If the DEA could utilize this
data to alert those of us in the supply chain who have no “real time” visibility to customers that
may be receiving shipments from multiple sources, this could help prevent what has occurred in
West Virginia from happening in the future. AmerisourceBergen supports a number of other
proposed solutions including revision of prescribing guidelines, which will likely reduce the
number of opioids prescribed. Indeed, AmerisourceBergen funded a grant to the Health Care
Improvement Fund to support prescriber education for post-surgical procedures.

AmerisourceBergen also supports mandatory e-preseribing, which would generate real-time
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information on opioid use and reduce the number of opioids obtained through fraudulent
prescriptions or doctor shopping. We support policies to make state PDMPs interoperable,
which would allow physicians and regulators to determine if patients are obtaining prescriptions
from physicians in more than one state, We are also the only distributor member of the
Collaborative for Effective Prescription Opioid Policies (*CEPOP™), which supports policies to
reduce prescription opioid abuse and promote treatment options.

AmerisourceBergen is also eager to collaborate with policymakers and stakeholders
throughout the pharmaceutical supply chain to improve distributors’ ability to assess and act on
possibly suspicious orders of prescription opioids. As part of the National Association of Drug
Diversion Investigators, AmerisourceBergen has presented on effectively combatting drug
diversion at the distribution level and collaborating with law enforcement. AmerisourceBergen
also supports increased fees for DEA registration to help support such enhanced data capabilities.

AmerisourceBergen believes that education about opioids and the safe storage and
disposal of opioids are equally critical to resolving the opioid crisis. To this end,
AmerisourceBergen participates in, and funds, numerous industry, non-profit and policy group
initiatives that support the fight against opioid abuse. For example:

. AmerisourceBergen Foundation has partnered with The Prevention Action
Alliance and Everfi to launch the Prescription Drug Safety Network, an
interactive online educational platform designed to teach high school students to
make informed decisions about prescription medications.

. AmerisourceBergen is a member of the Anti-Diversion Industty Working Group
which, working with the National Association of Boards of Pharmacy, funded

production of the “Red Flags of Diversion” educational video that many state
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pharmacy boards, including West Virginia’s, use to educate pharmacies about
diversion control.

AmerisourceBergen has partnered with Walgreens, Pfizer, Prime Therapeutics
and Blue Cross Blue Shield to install safe disposal kiosks for medication in
hundreds of Walgreens stores across the country and near military bases and other
areas where the opioid epidemic has challenged communities. This partnership
has already collected 155 tons of unused medications and is expected to collect an
additional 300 tons.

AmerisourceBergen Foundation launched a Municipal Support program that has
provided drug deactivation pouches to 17 municipalities and non-profit
organizations in six states, and also sent resources to Americares, a health-focused
relief and development organization that responds to people affected by poverty
or disaster. Americares distributes the deactivation pouches to free clinics and
community health centers nationwide that serve low-income and uninsured
patients in need. To date more than 60,000 pouches that allow consumers to
dispose of unused medications at home, safely and in an environmentally friendly
manner, have been distributed.

AmerisourceBergen Foundation provided a grant to The Moyer Foundation to
support community programs that serve youth who have been affected by a family
member’s substance abuse.

AmerisourceBergen recently launched the AmerisourceBergen Foundation Opioid
Resource Grant Program, which will provide funding to efforts to address opioid

abuse with direction from an external advisory council.

11
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. AmerisourceBergen Foundation announced a grant to Thomas Jefferson
University to hold a substance abuse symposium,

Conclusion

I and AmerisourceBergen share Congress’s concern, and indeed the entire nation’s
concern, about the tragic abuse of opioids. AmerisourceBergen is committed to the continuous
analysis and ongoing improvement of our programs and policies. We look forward to additional
ideas and guidance from this Committee, industry regulators, and other experts about how we
can continue to improve our efforts and help alleviate the crisis while supporting clinically
appropriate access to opioid medications for legitimate medical needs. On behalf of
AmerisourceBergen, I thank the Committee for this opportunity to share more information, our

views and our eagerness to help address this crisis.
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Mr. HARPER. Thank you, Mr. Collis.

The Chair will now recognize J. Christopher Smith, former presi-
dent and CEO of H.D. Smith Wholesale Drug Company.

Mr. Smith.

STATEMENT OF JAMES CHRISTOPHER SMITH

Mr. SMITH. Good morning, Chairman Walden, Chairman Harper,
Ranking Member DeGette, and members of the subcommittee.
Thank you for inviting me here today.

I would like to start by telling you a little bit about H.D. Smith,
how it began, and the vision that guided it from the very begin-
ning.

My grandfather, who was a pharmacist, had the idea for it. And
with that idea from his own father, my father founded H.D. Smith
in Springfield, Illinois, in 1954, because he saw that there was a
true need for a wholesale drug distributor that would commit to
serving small town and rural independently owned mom-and-pop
pharmacies and downstate hospitals as there was no other whole-
sale drug distributor like that in Springfield.

My father’s vision in starting the company was to make certain
that a wholesale drug distributor would not only commit to serving
these underserved communities, but he did so with the mission
that patient care should never be disrupted because a rural small
town pharmacy, hospital, or later, inner-city pharmacy, could not
quickly and reliably supply the medicines that the patients in these
communities needed right when they needed them.

This is the mission and vision he taught to me and my brother
as we later joined the company and rose through its ranks over
time. As a child, I sometimes accompanied my father when he,
himself, would make emergency deliveries at night or over week-
ends. And as an employee of H.D. Smith, I did the same as well,
along with many others. That is and always was our legacy.

I first began working for H.D. Smith full-time in 1980 as a buyer
and gradually moved my way up through the ranks over the years.
In September 2007, I was appointed president and COOQO. In March
2015, I became president and CEO.

In January 2018, H.D. Smith was acquired by
AmerisourceBergen, and I no longer hold any office, position, or
employment with H.D. Smith.

But it is important to remember that since its founding in 1954
until its acquisition in 2018, H.D. Smith always remained a family-
owned business, which I am very proud to have served. I am cer-
tain, absolutely certain, that H.D. Smith’s new management will
observe my family’s guiding principles just as loyally as I tried so
hard to do myself.

I share the committee’s grave concern about the opioid crisis and
am committed to doing all we can to address it. We always took
seriously our responsibilities to distribute controlled substances ap-
propriately. We had a DEA license. We sold only to DEA- and
State-licensed pharmacies and hospitals. We followed DEA regula-
tions in handling controlled substances. We reported all our pur-
chases and sales of controlled substances to the DEA.

My company distributed all kinds of pharmaceutical products.
Only a small percentage were controlled substances, including pain
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medication. We didn’t advertise or promote the medication or do
anything else to encourage doctors to prescribe them or pharmacies
to dispense them. Our job as a distributor was to fill orders that
pharmacies sent us.

In fact, as a distributor, we could only see part of the distribution
chain—the pharmacy that we supply. We didn’t see the prescrip-
tions the pharmacy filled or know the doctors who wrote them or
have any contact with knowledge of the patients.

As a distributor, we had to manage to the twin imperatives of
ensuring that we distributed pharmaceuticals appropriately, for le-
gitimate purposes, and ensuring the pharmacies that they had the
products they needed when the patient arrived with a prescription
so as to ensure undisrupted patient care.

To meet this challenge, we created strong diversion control sys-
tems and continually improved them overtime. We always did our
very best to make sure that all orders we shipped went to phar-
macies that dispensed medications only on legitimate prescriptions
for legitimate medical reasons.

I am certain AmerisourceBergen will continue my company’s
proud tradition and do everything that can be done to help with
the solutions to the opioid crisis in this country.

Thank you.

[The prepared statement of Mr. Smith follows:]
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Written Statement of James Christopher Smith
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Committee on Energy and Commerce
U.S. House of Representatives
May 8, 2018

H.D. Smith was a family-owned wholesaler for more than 60 years. We began by and
grew serving an under-served segment of the market — local, independently owned, mostly mom-
and-pop pharmacies and rural hospitals in small towns, rural communities, and later in inner
cities, taking pride in providing excellent customer service. We recently were acquired by
AmerisourceBergen Corporation (“AmerisourceBergen™). I thank the Committee for the
opportunity to share my concern about the opioid epidemic plaguing our country, and to explain
what H.D. Smith did to prevent diversion during my tenure.

At all times, H.D. Smith has been committed to doing its very best to balance the needs
of patients for prescription mediations with our efforts to prevent diversion. Fighting the opioid
epidemic is unlike fighting other drug abuse. While preventing the abuse of these powerful
drugs, we cannot lose sight of ensuring that suffering patients have access to the prescription
medications they need when they need them. But H.D. Smith was only one part of a complex
supply chain, and we could not see all the information up and down the chain that could flag a
potential problem. As a wholesale distributor, H.D. Smith could not second-guess physicians’
prescribing decisions, and could not itself assess the medical needs of the patients of those
prescribing physicians. There are difficult policy and medical decisions that are needed to
balance access against diversion and we did the very best we could with the limited information

to which we had access.
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H.D. Smith’s Role as a Middleman That Purchased Medicines from Manufacturers and
Filled Orders from Licensed Pharmacies

H.D. Smith was a wholesaler. We purchased prescription and generic medicines directly
from manufacturers, and distributed them to the licensed pharmacies that ordered them for
patients with prescriptions. As a wholesale distributor, H.D. Smith did not interact directly with
patients, nor were we in a position to make or second-guess clinical decisions. We also had no
way of knowing whether or to what extent our customers were purchasing medicines, including
opioids, from other distributors, unless this information was voluntarily disclosed.

H.D. Smith did not manufacture, market or otherwise promote medications, including
opioids, to customers, patients or their physicians. We had no control over or involvement with
controlled substance manufacturing quotas, which are set by the DEA in consultation with other
federal regulators and manufacturers, and which were routinely and significantly increased over
the years until recently. The distribution of prescription opioids comprised only a small fraction
of our annual revenue.

H.D. Smith’s Robust Diversion Control Efforts

H.D. Smith has always strived to do what we could to prevent the diversion of controlled
substances, and [ am confident it will continue to do so under its new ownership. [ can tell you
what H.D. Smith did to prevent diversion during my tenure. In addition to taking physical
security measures to safeguard against theft and diversion of opioids and other medicines, H.D.
Smith developed and maintained a robust anti-diversion program, which was designed to identify
potentially suspicious orders. That program came to include, among other components, a
controlled substance order monitoring program, focused investigations conducted by an
experienced group of former law enforcement and drug diversion investigators, and

comprehensive customer and sales force anti-diversion training. We also performed extensive
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due diligence on prospective new customers before allowing them to purchase controlled
substances, and those due diligence measures continued to evolve over time and continued
throughout our relationships with customers.

Before 2006, as was consistent with the DEA’s expectations communicated to wholesale
drug distributors, H.D. Smith reviewed customer orders manually to detect suspicious orders and
to then report them to the DEA. As the DEA’s expectations changed, in May of 2008, we
implemented an electronic controlled substance order monitoring program (the “CSOMP™), and
provided extensive training to our personnel in how best to reliably utilize that system, just as we
trained our sales representatives to be alert to any signs of diversion or irregularities at the
individual pharmacies we served. H.D. Smith’s CSOMP used sales volume data-based
algorithms to test orders of controlled substances and blocked the shipment of orders flagged by
the system, along with any additional orders for any drug within the same family by that
customer. The flagged orders would be placed on the daily CSOMP report, and reviewed by
members of the Corporate Compliance and Security Department team, H.D. Smith maintained
an ongoing dialogue with the DEA throughout its development of its CSOMP to ensure that the
system complied with the DEA’s expectations.

For some time after the rollout of CSOMP, H.D. Smith reported to the DEA all orders
automatically flagged and blocked — even if only temporarily blocked — by the system as
“suspicious.” Then, in 2009, H.D. Smith changed our reporting practices upon learning from the
DEA that we were over-reporting and that orders were not “suspicious” simply because they
were flagged for initial review by the company’s electronic anti-diversion CSOMP. After this

time, H.D. Smith reported orders to the DEA only if we determined after further review and due
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diligence that the order was indeed “suspicious” and should be rejected. H.D. Smith also
reported a number of physicians and pharmacies to the DEA when concerns arose.

H.D. Smith worked to adjust its CSOMP to meet what we understood to be changing
instructions from the DEA, including the DEA’s complaints that H.D. Smith was reporting too
many orders as suspicious because they exceeded the ordering limitations imposed on a
particular customer. H.D. Smith invested substantial resources in improving the program,
including by hiring additional personnel for its Corporate Compliance and Security Department.
The elements and robustness of our anti-diversion program continued to evolve and improve
over time. We experienced some frustration in working with the DEA, however; during some
periods of time, the DEA rebuffed the industry and refused to give guidance to help distributors
in their efforts to detect suspicious orders. Regardless, I can say with confidence that H.D. Smith
used its best efforts to safeguard against diversion.

Combating the Opioid Abuse Crisis Will Require the Cooperation of All Participants in the
Supply Chain

Wholesale distributors have statutory and regulatory obligations including to design a
system to identify and report suspicious orders to the DEA, but these obligations are, of course,
limited by their role in the supply chain. In order to obtain a DEA registration number to sell
controlled substances, distributors must report sales of opioids to the DEA, keep the opioids in
their possession physically secure, implement a system to detect “suspicious orders,” and report
such orders to the DEA. However, distributors are but one link in the heavily federally regulated
supply chain. All participants, including manufacturers, pharmacies, and physicians, must fulfili

their respective duties to prevent the diversion of controlled substances in the areas within their

control.
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Physicians are the first line of defense against diversion and abuse, as it is a crime to
obtain or dispense prescription opioids without a prescription. Physicians must be state-licensed
and DEA-registered and may only prescribe opioids for a legitimate medical purpose and in the
usual course of their professional practice. Pharmacists similarly must be duly registered and
may only dispense opioids pursuant to legitimate prescriptions. And unlike distributors,
pharmacists have access to, and indeed may have the duty to consider, prescription-level
information, including the identity and location of the patient and physician, the frequency at
which that physician writes prescriptions for controlled substances, and the number of
prescriptions presented by the patient.

Additionally, the Prescription Drug Monitoring Programs (PDMPs) in many states
require physicians and pharmacists to provide patient and prescription information to state-run
databases about the prescriptions they write or fill for opioids. In West Virginia in particular, the
DEA and other federal and State law enforcement agencies have immediate and unlimited access
to this database, as do various professional licensing boards, but notably distributors do not.
Thus, in addition to the ARCOS data that is automatically reported by manufacturers and
distributors to the DEA, the DEA has access all the way down to prescriber-specific, pharmacy-
specific, and patient-specific data on each and every opioid prescription written and filled and
the patient to whom each opioid was dispensed. Wholesale drug distributors, however, cannot
access this data.

Conclusion

We fully trust that H.D. Smith’s new owner, AmerisourceBergen, will handle its business
responsibly. We also strongly believe that the DEA can help distributors be part of the solution
to the apioid crisis by collaborating more and sharing information with the industry. Without

help from the DEA, and particularly guidance about the reporting of suspicious orders,
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distributors cannot make complete assessments about pharmacies” purchasing habits, and are,
therefore, limited in their ability to detect suspicious orders. I again thank the Committee for the

opportunity to contribute to this important conversation.
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Mr. HARPER. Thank you, Mr. Smith.

I ask unanimous consent that the contents of the document bind-
er be introduced into the record and to authorize staff to make any
appropriate redactions. Without objections, the documents will be
entered into the record with any redactions that staff determines
are appropriate.!

At this point, each Member will have the opportunity to ask
questions, and I will recognize myself first for 5 minutes.

I want to thank you all for participating in today’s very impor-
tant hearing. As the subcommittee closely examines this very seri-
ous opioid crisis, I think it would be helpful at the outset to help
establish a baseline of understanding. And I would like for each of
you to answer each question that I am going to ask now.

First, do you believe that the actions that you or your company
took contributed to the opioid epidemic?

Mr. Barrett.

Mr. BARRETT. Thank you, Mr. Chairman.

Mr. HARPER. We're really looking here, because I've got a lot of
questions, “yes” or “no.” And if it is not either one——

Mr. BARRETT. No. No, sir, I do not believe that we contributed
to the opioid crisis.

Mr. HARPER. We’'ll come back to you then.

Dr. Mastandrea.

Dr. MASTANDREA. Yes.

Mr. HARPER. Mr. Hammergren.

Mr. HAMMERGREN. No.

Mr. HARPER. Mr. Smith.

Mr. SMITH. I believe H.D. Smith conducted itself responsibly and
discharged its obligations.

Mr. HARPER. Is that a no?

Mr. SmITH. That is a no.

Mr. HARPER. OK.

Mr. Collis.

Mr. CoLLis. No. I believe we—it’s a no for AmerisourceBergen.

Mr. HARPER. Do you acknowledge—another question for each of
you—do you acknowledge that your company had past failings in
maintaining effective controls to prevent the diversion of opioids?

Mr. Barrett.

Mr. BARRETT. I believe that our organization understood the re-
sponsibilities and conducted them as best they could with the un-
derstanding at that time. I have no reason to challenge the good
faith of the decisions made by people many years ago. But I can
say that the decisions, as I mentioned in my commentary today,
that we might have made on some of those pharmacies would look
differently today.

Mr. HARPER. Is that a no?

My question was, do you acknowledge that your company had
past failings in maintaining effective controls to prevent the diver-
sion of opioids?

Mr. BARRETT. I think our organization understood its obligations.
We did resolve with regulators where we had areas where we

1The information has been retained in committee files and also is available at https://
docs.house.gov | Committee | Calendar | ByEvent.aspx?EventID=108260.
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thought we could have done better, and I think those resolutions
satisfied the right balance of serving patients and satisfying those
controls, sir.

Mr. HARPER. So is that a yes, it’s now a no? I'm trying—I mean,
I'm a little

Mr. BARRETT. I am looking back on history. And what I'm de-
scribing is an organization that I believe did its job at the time un-
derstanding its responsibilities to address the responsibilities of
controlled drugs.

Mr. HARPER. Dr. Mastandrea, the question is, do you acknowl-
edge that your company had past failings in maintaining effective
controls to prevent the diversion of opioids?

Dr. MASTANDREA. Yes.

Mr. HARPER. Mr. Hammergren.

Mr. HAMMERGREN. Our organization has worked for decades to
try to meet our obligations under the DEA regulations. And we
continue to work today to evolve our processes to understand what
they're asking us to do and make sure that we have state-of-the-
art capabilities in place.

Mr. HARPER. It seems like a pretty simple question. Do you ac-
knowledge that your company had past failings in maintaining ef-
fective controls to prevent the diversion of opioids?

Mr. HAMMERGREN. In the past we've had challenges under-
i%tanding the expectations that our regulator would like us to fol-
ow.

Mr. HARPER. Mr. Smith.

Mr. SMITH. Again, I believe H.D. Smith has acted responsibly. So
the answer would be no.

Mr. HARPER. Mr. Collis.

Mr. CoLLis. I believe we've always discharged our duties effec-
tively and responsibly and have maintained an adequate diversion
program.

Mr. HARPER. The number of opioids shipped to pharmacies in
small towns of West Virginia has been astonishing: nearly 800 mil-
lion opioids in total distributed to West Virginia in just a 5-year
period, 20.8 million opioids to Williamson, and nearly 17 million
opioids to a single pharmacy in Mount Gay-Shamrock over a dec-
ade, 9 million opioids in just 2 years to Kermit.

Do the extraordinary volume of opioid shipments to pharmacies
in small towns of West Virginia indicate a breakdown in the sus-
picious order monitoring system?

Mr. Barrett.

Mr. BARRETT. Mr. Chairman, it is a very important question. I
don’t believe that the volume in relation to the size of the popu-
lation is a determining factor. We often know that there’s a small
population, a town, which serves a large service area that may
have a medical center or a cancer institute in the nearby area.

I have said, and I said in my statements, and I repeat here, that
I think some of the decisions on particular pharmacies in West Vir-
ginia, knowing what we know today, we would have made different
decisions, sir.

Mr. HARPER. Dr. Mastandrea.

Dr. MASTANDREA. Yes.

Mr. HARPER. Mr. Hammergren.
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Mr. HAMMERGREN. We had a pharmacy in Kermit, West Virginia,
called Sav-Rite that we actually terminated in that period of time.
What I can say is that, knowing what we know today, in hind-
sight, we wish we would have terminated that relationship sooner.

Mr. HARPER. Mr. Smith.

Mr. SMITH. Can you repeat the question?

Mr. HARPER. The question is, do the extraordinary volume of
opioid shipments to pharmacies in small towns of West Virginia in-
dicate a breakdown in the suspicious order monitoring system?

Mr. SMITH. I don’t believe we had a breakdown in our system.

Mr. HARPER. Mr. Collis.

Mr. CoLLIs. If you're talking  specifically  about
AmerisourceBergen, we didn’t ship to any of those pharmacies. If
you're talking about the industry, I believe it probably did.

Mr. HARPER. My time has expired.

The Chair will now recognize the ranking member of the sub-
committee, Ms. DeGette, for 5 minutes.

Ms. DEGETTE. Thank you, Mr. Chairman.

Gentlemen, each of you in your own way spent time very care-
fully telling this committee what your companies do not do in
terms of prescribing or things like that. But in fact each of your
companies, under the Controlled Substances Act, has a duty to
make sure that that controlled substances are distributed correctly.

Would you agree with that statement, Mr. Barrett, yes or no?

Mr. BARRETT. Yes, we do.

Ms. DEGETTE. And, Dr. Mastandrea.

Dr. MASTANDREA. Yes.

Ms. DEGETTE. Mr. Hammergren.

Mr. HAMMERGREN. We have a duty to support

Ms. DEGETTE. “Yes” or “no” will work.

Mr. HAMMERGREN. We have a duty to support the——

Ms. DEGETTE. You have a duty to make sure that controlled sub-
stances are distributed appropriately, correct?

Mr. HAMMERGREN. We have a responsibility to——

Ms. DEGETTE. OK.

Mr. Smith.

Mr. SMITH. Yes, we have a responsibility.

Ms. DEGETTE. Mr. Collis.

Mr. CoLLis. Yes, we have a responsibility.

Ms. DEGETTE. And in fact I would direct your gentlemen’s atten-
tion to exhibit 59 in the binder, which was a letter dated Sep-
tember 27, 2006, which was sent to every commercial entity in the
United States registered with the DEA to distribute controlled sub-
stances.

And on page 3 of that letter, it lists an entire panoply of things
that your companies are supposed to do. The letter was then fol-
lowed up on two times in 2007.

I want to start with you, Dr. Mastandrea, and I want to ask you,
Federal regulations require you to design and operate a system to
disclose Federal operators from pharmacies. Is that correct?

Dr. MASTANDREA. I’'m sorry. I really don’t understand

Ms. DEGETTE. Federal regulations require you to design and op-
erate a system to disclose suspicious orders from pharmacies.

Dr. MASTANDREA. Yes, I believe that to be correct.
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Ms. DEGETTE. Yes, they do. OK.

And according to—and I want to focus a little bit on Kermit,
which is a town of 600—I'm sorry, 400.

According to data that Miami-Luken provided to the committee,
in 2007 your company supplied Sav-Rite pharmacy in Kermit with
nearly 1.5 doses of opioids. Is that correct?

Dr. MASTANDREA. I believe so.

Ms. DEGETTE. In 2008 your company supplied Sav-Rite with
nearly 2 million doses of opioids. Is that correct?

Dr. MASTANDREA. It’s my understanding that is correct.

Ms. DEGETTE. And then in 2009 you supplied Sav-Rite with an-
other 800,000 pills. Is that correct?

Dr. MASTANDREA. I believe so.

Ms. DEGETTE. Now, in fact you continued supplying Sav-Rite
until 2011 even though the pharmacy was actually raided by Fed-
eral authorities in early 2009. Is that correct?

Dr. MASTANDREA. I believe so.

Ms. DEGETTE. Now, Dr. Mastandrea, we asked Miami-Luken to
provide us with its entire due diligence file on the Sav-Rite phar-
macy, and this is what we got from you.

Do you recognize these documents?

Dr. MASTANDREA. No.

Ms. DEGETTE. OK. We can have somebody hand them to you, but
I will assure you it’s about 15 pages of purchase orders and sales
orders.

Do you think this is a sufficient due diligence file for all of the
number of opioids that you were sending to this one Sav-Rite phar-
macy in Kermit, West Virginia?

Dr. MASTANDREA. No.

Ms. DEGETTE. OK. Thank you. And you know what, thank you
for your honesty today. I appreciate it.

I want to ask you now, Mr. Hammergren, a question. Now, in
2006, McKesson supplied Sav-Rite pharmacy with nearly 2.3 opioid
pills, which is more than 190,000 a month. Is that correct?

Mr. HAMMERGREN. I believe so.

Ms. DEGETTE. And in 2007, McKesson again supplied Sav-Rite
with over 2.6 million opioid pills, or more than 222,000 pills per
month. Is that correct?

Mr. HAMMERGREN. I believe so.

Ms. DEGETTE. Now, in your written testimony, Mr. Hammergren,
you put a lot of thought into using population statistics and other
arguments to justify your shipments to Sav-Rite and other phar-
macies. We just heard Mr. Barrett talking about that, too. But
when the committee asked you to provide McKesson’s due diligence
file for Sav-Rite, you gave us a single document from 2007.

Do you recognize this document, sir?

Mr. HAMMERGREN. No, I don’t.

Ms. DEGETTE. OK. It’s exhibit 3 in the binder.

Do you recognize that document now? You don’t.

Mr. HAMMERGREN. This is first time I've seen this document.

Ms. DEGETTE. OK. Well, I will tell you for the record that this
document, which says, “Declaration of Controlled Substances Pur-
chases,” which is a two-page document, is the only documentation
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that McKesson gave to this committee when we asked for the due
diligence file for Sav-Rite.

Do you think that this fulfills the requirements of the DEA that
your company do due diligence for distribution of opioids to this
city?

Mr. HAMMERGREN. I believe our relationship with Sav-Rite
should have been terminated immediately.

Ms. DEGETTE. Yes or no, do you think this is sufficient docu-
mentation to show compliance with the rules of the DEA?

Mr. HAMMERGREN. We continue to evolve our diligence——

Ms. DEGETTE. “Yes” or “no” will work, sir.

Mr. HAMMERGREN. I've not reviewed the document. I can’t pro-
vide an answer to that.

Ms. DEGETTE. OK. Thank you very much.

Thank you, Mr. Chairman.

Mr. HARPER. At this time, the Chair will recognize Chairman
Walden, chair of the full Committee for Energy and Commerce, for
5 minutes.

Mr. WALDEN. Thank you, Mr. Chairman.

And I appreciated the opportunity I had yesterday to meet with
several of you and talk about how we work together going forward
as a country to prevent this kind of disaster from continuing or
ever happening again.

Mr. Hammergren, between 2006 and 2007 McKesson supplied
Sav-Rite pharmacy in Kermit, as you’ve heard, a town of 400, 5.6
million opioids. Our research has indicated this pharmacy was
fueled by prescriptions from a pill mill. This was widely known in
the community.

In fact, our investigators have uncovered that the pill mill was
widely known, and there were reports even in the media over years
that indicated customers were selling pills in the parking lot, and
that the cash drawer was so full it could not be shut.

Now, McKesson started a program in 2007, I think you called it
the Lifestyle Drug Monitoring Program, under which McKesson re-
viewed every single customer for high-volume orders for certain
drugs. Is that correct?

Mr. HAMMERGREN. That’s correct.

Mr. WALDEN. Including hydrocodone and oxycodone. I think we
referenced that in tab 1 in the binder.

So the initial threshold, as I understand it, set by McKesson was
8,000 pills a month. The document indicates that you picked that
number as a reasonable monthly threshold, correct?

Mr. HAMMERGREN. That’s correct.

Mr. WALDEN. And so do you know the average number of
hydrocodone dosage units or pills McKesson distributed to that
Sav-Rite pharmacy that you terminated a relationship with back in
2007?

Mr. HAMMERGREN. I do not.

Mr. WALDEN. So we did some research. It appears it’s 9,650 pills
a day, which averages to 289,500 hydrocodone pills in a 30-day
month, which is more than 36 times the initial monthly threshold
set by the program.
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The program required distribution centers to review any order in
excess of the threshold and document why orders above the thresh-
old were shipped.

Now, according to a document produced by McKesson, all cus-
tomers had been reviewed by June 12, 2007. This clearly should
have identified Sav-Rite, considering your own distribution was 36
times higher than the threshold you set. I think that document’s
in tab 2.

So did this program identify the Sav-Rite pharmacy?

Mr. HAMMERGREN. It did not, sir. It should have been terminated
sooner.

Mr. WALDEN. And if so, on what basis did McKesson decide to
continue supplying hydrocodone far above your own threshold?
This is what we'’re trying to figure out.

Mr. HAMMERGREN. Our systems at the time were not automated
enough, certainly, and we didn’t flag it fast enough and get it fast
enough.

Mr. WALDEN. So are there any documents justifying the contin-
ued distribution to Sav-Rite?

Mr. HAMMERGREN. I don’t know, sir. But, as I've testified, we ter-
minated that relationship as soon as we became aware that the
purchases were as you described.

Mr. WALDEN. In your testimony you note that the large distribu-
tion figures highlighted by the press in this investigation reflect a
volume of opioid orders “not inconsistent” with the rate at which
opioids were prescribed.

If this is the case and 9,600 pills a day distributed by McKesson
to Sav-Rite in 2007 is reasonable, then why set the initial monthly
limit at 8,000 per month? Or is this something you just—the sys-
tem did not catch?

Mr. HAMMERGREN. We did not properly manage that Sav-Rite re-
lationship and certainly didn’t do it soon enough.

Mr. WALDEN. I see. So what we’re trying to figure out is, are
there other Sav-Rites out there today? And this would apply to ev-
erybody on the panel. What is it in the systems you have or the
DEA have that allowed this to happen then, and are they in place
today to prevent this from happening? How do we shut down these
pill mills?

Mr. HAMMERGREN. We certainly learned, Mr. Chairman, from
that experience at Sav-Rite, and we realized that we needed auto-
mated systems that don’t allow any order to ship out of our facili-
ties that are past those thresholds.

So today Sav-Rite pharmacy wouldn’t get a single order from
McKesson. Our systems block those orders as they’re inbound. And
if they want to have that order shipped, we have to go out and do
an investigation at that pharmacy to justify any increase.

So if they open—if a pharmacy somewhere was going to open a
new relationship with a hospice, our people would go out and view
that and understand whether that is a legitimate business reason,
exactly for your purpose.

Mr. WALDEN. And are your systems in place today that would
identify an overprescribing physician or facility that is driving too
many pills? How does that work?
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Mr. HAMMERGREN. That’s one of the challenges, frankly, with the
systems that McKesson has. We don’t see the prescribing systems
that are reported out of the pharmacy. So the way we have to man-
age it is to determine a suspicious order based primarily on quan-
tities compared to average pharmacies that are similar.

And clearly, the challenge in that is that suspicious is really an
isolated individual customer-by-customer evaluation that isn’t in-
formed by the physician population, the prescribing habits, et
cetera.

Mr. WALDEN. Unfortunately, my time has expired. I'm sure we’ll
have questions for the record. I'd appreciate the feedback from all
of you on that topic, because we’re trying to find solutions here.

Thank you, Mr. Chairman.

Mr. HARPER. Thank you, Chairman Walden.

The Chair will now recognize the ranking member of the full
committee, Mr. Pallone, for 5 minutes.

Mr. PALLONE. Thank you, Mr. Chairman.

I'm trying to run through this quickly, so I may have to try to
have you summarize.

This committee’s investigation has uncovered a number of short-
comings in the way that some distributors handled the distribution
of opioids as this horrible epidemic unfolded. But what I really
want to know is, moving forward, how do we ensure that adequate
systems are in place to detect the kinds of problems that have
clearly led to the oversupply and diversion problems we’ve seen in
West Virginia?

For example, in Kermit, population 400, several distributors each
sent millions of pills to a single pharmacy, and it’s hard to under-
stand why certain distributors didn’t have systems to flag and pre-
vent some of these shipments.

Another example, Miami-Luken alone sent almost 1.5 million
pills to Sav-Rite in 2007 and almost 2 million pills in 2008, and on
its face these levels seem ridiculous. At the end of the day, this
pharmacy was raided and its owner was sentenced to prison.

So let me start with Dr. Mastandrea.

Have you made changes to your system to compare the number
of pills you send a pharmacy against the population of that region
to catch something like this before it gets out of control? Quickly,
because I have more questions.

Dr. MASTANDREA. Thank you, Congressman.

Yes, we have made changes. We’ve made significant changes. We
have a full-time compliance officer that monitors all—we’re not
that big, so it’s not that hard to monitor our opioid distribution.

We have purchased a commercial algorithm-based system that
stops the suspicious order in real time, is reported to the DEA in
real time. We have site visits. We have an investigator that makes
site visits. We review the accuracy and timeliness

Mr. PALLONE. I'm going to have to cut you off, only because I
want to ask Mr. Barrett a question.

Cardinal provided two pharmacies, Hurley Drug and Family Dis-
count, which filled prescriptions for Dr. Katherine Hoover, and her
clinic was widely known as the pill mill and Federal authorities
closed it in 2010. Dr. Hoover was the number one prescriber in the
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entire State, yet she seemed to be able to write scripts for local
pharmacies for years before her clinic was shut down.

One of your fellow distributors reported that Dr. Hoover alone
was responsible at one time for 69 percent of the hydrocodone pre-
scriptions at Hurley Drugstore in Williamson and more than half
of the hydrocodone prescriptions at Family Discount.

So, Mr. Barrett, are there lessons that you believe can be taken
from what happened with Dr. Hoover that will change how you
conduct due diligence going forward?

Mr. BARRETT. Ranking Member Pallone, thank you. And the an-
swer is yes, I think we would do things very differently today. That
kind of order volume would have been picked up and stopped just
statistically by our algorithms.

I think the subjectivity of judgment of whether a pharmacy is le-
gitimate or not legitimate today is really not the question. We look
at data, and if the data tells us there is an aberrant pattern, we
simply stop.

In this case, as it turned out, there was a bad actor in the area,
a doctor, which we later found out, which is why we shopped ship-
ment. But today’s systems would simply stop that.

Mr. PALLONE. All right. Let me go to McKesson.

McKesson has reached two settlements with DOJ about alleged
failures to monitor for suspicious orders.

So, Mr. Hammergren, how will it be different this time? What se-
1("1i0u§) changes have you made to your systems to flag suspicious or-

ers?

Mr. HAMMERGREN. We certainly have learned lessons from our
experience in the past. And our systems today are automated and
not subjective. As Mr. Barrett just said, we shut those orders off
inbound in the door.

We also have hired very experienced, DEA experienced people to
come out and help us investigate facilities before we bring them on-
line and to make sure that we’ve not brought a bad actor on at any
point in the process.

I think the thing that would continue to help us is if we can put
physicians in a place where they have more information when
they’re prescribing, and certainly at the pharmacy level help the
pharmacies understand red flags of patients that may be getting
multiple doses in different directions.

So I think there’s more that we can do as an industry. Blocking
the orders is certainly important, but you can imagine every time
we block an order, there are legitimate patients in some of those
pharmacies looking for their medications. So it’s a little bit of a
blunt force.

Mr. PALLONE. Last question, going back to Mr. Barrett.

Cardinal also reached two settlements with DOJ over these same
issues, and it’s only fair I ask you the same question. How will this
time be different? How can you assure us that you've addressed the
issues raised in the settlement agreements? What specific enhance-
ments have you made to your system?

Mr. BARRETT. Thank you for the question.

The settlement in 2008 reflected the rising of what was internet
pharmacy. Our organization I think was doing what it thought was
right to adapt to that.
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At the same time, we saw emergence over the next few years of
pain clinics, many of which were legitimate, by the way, but as it
turns out some were not.

And I think we had to learn during that process of the shift of
this crisis. I think we’ve learned that and our systems today reflect
that learning.

Mr. PALLONE. Thank you.

Thank you, Mr. Chairman.

Mr. HARPER. The Chair will now recognize Mr. Barton for 5 min-
utes.

Mr. BARTON. Thank you, Mr. Chairman.

And thank each of you for attending voluntarily. We didn’t have
to subpoena you. We appreciate that.

And, Mr. Collis, I understand that you forego back surgery to ap-
pear today, so we really appreciate you. I noticed you stood up a
little bit ago and walked. Dr. Burgess will prescribe an opioid if
you don’t make it through the hearing.

This is an unusual hearing because each of you provides a much-
needed list of products that are legal, and all of you represent cor-
porations that have generally had a very positive record in your in-
dustry. And yet, we have a huge problem, 115 people a day are
dying of opioid overdoses, and most of those are from legally pre-
scribed opioids.

I'm an industrial engineer. I'm kind of a simplistic person. Our
system that we’re looking at starts with the patient and the doctor
relationship. The doctor prescribes an opioid. It’s sent to a phar-
macy. The pharmacy accumulates orders and sends to a wholesale
distributor, which is one of your companies in most cases. You get
your drugs from a manufacturer.

The whole system is overseen by the DEA and is a part of a cul-
ture which has evolved that pain is something that should be ad-
dressed in any way possible. And at the time the epidemic really
took off, there wasn’t a huge public outcry over opioid prescriptions.
It’s different today. The culture today is looking at the problem dif-
ferently than it did 10 years ago or 15 years ago.

My first question, since you folks are part of the legal distribu-
tion system, is the overuse of legal opioids a solvable problem, yes
or no? Legal opioids.

Let’s start with the gentleman down at the end and work our
way down.

Mr. BARRETT. Yes, Congressman. Thank you for the question.

I think the practice of medicine is evolving, and I think that we
know more than we did today. And I think, in fact, the prescribing
of legal opioids, high-potency opioids, is declining.

Mr. BARTON. I really just need——

Mr. BARRETT. I think the answer is yes, it can be solved.

Mr. BARTON. Yes or no?

Dr. MASTANDREA. Yes, sir.

Mr. HAMMERGREN. Yes, better informed physicians will solve the
problem, I think.

Mr. BARTON. Mr. Smith.

Mr. SmiTH. The use of drugs always come with a risk-return
tradeoff. So I think there will always be some risk-return tradeoff



75

to this category of drugs and any other. So I'm not exactly sure
what you mean by solve.

Mr. BARTON. Well, I think “solve” is a pretty common term.

Mr. SMITH. But I think we can greatly improve the situation.

Mr. BARTON. You know, fixed.

Mr. SMITH. I think that we can bring it back into much more ac-
ceptable levels.

Mr. BARTON. I've got a minute and a half left.

Mr. CoLLis. There are already significant changes in prescription
trends for legal opioids, but I think it can be vastly improved. I
don’t know if completely solved.

Mr. BARTON. Generically, everybody said yes, with some modi-
fication. I think it can be, too.

Now, this is a little bit trickier question. What percent responsi-
bility do you believe your part of the chain of the industry have in
solving the problem, from zero percent, we have no responsibility,
to 100 percent, it’s all our responsibility?

You just all said that it is solvable. Now, what percent of respon-
sibility do you think the distribution, wholesale distribution system
has in solving the problem?

Again, we’ll just start at one end and go to the other.

Mr. BARRETT. Congressman, I don’t feel qualified to give a per-
centage of responsibility. I think all of us in the healthcare system
have to work together to address this, and I think we should.

Mr. BARTON. Do you agree that you have some responsibility?

Mr. BARRETT. I believe that we've got a role in an integrated
healthcare system.

Mr. BARTON. So you have some responsibility.

Dr. MASTANDREA. Congressman, I believe that it’s a shared re-
sponsibility among many different players, physicians, phar-
macists, State medical boards, State pharmacy boards, DEA.

Mr. BARTON. But you agree you have some responsibility?

Dr. MASTANDREA. I have said that, yes.

Mr. BARTON. Your company, your industry, not you personally.

Dr. MASTANDREA. The percentage is shared.

Mr. HAMMERGREN. We have a role to play, Congressman, cer-
tainly. And in your example, one of the most important roles we
play is to make sure we find suspicious customers and suspicious
orders and cut off the supply to those customers.

Mr. BARTON. My time has expired, but I'll let each of you two.

Mr. SmitH. Well, I would just say that H.D. Smith had its role
as a distributor to play and did so.

Mr. CorLis. I get the benefit of going last, so I just would say
it’s very difficult to ascribe a percentage, given the shared responsi-
bility.

Mr. BARTON. Well, I think you do have a responsibility, I think
it’s a significant responsibility, but I don’t think you have a major-
ity of the responsibility. And hopefully, by the time we end these
hearings, we’ll get all the players in here.

Thank you, Mr. Chairman.

Mr. HARPER. The Chair now recognizes the gentlewoman from
Florida, Ms. Castor, for 5 minutes.

Ms. CASTOR. Well, thank you, Mr. Chairman.
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This committee’s investigation has made plain that drug whole-
sale distributors flooded areas of West Virginia and other parts of
the country with massive amounts of opioids. This has fed into the
public health epidemic that is costing us at least $8 billion per year
nationwide and costing lives, 116 deaths every day. We focused on
West Virginia because it has the highest opioid death rate in the
country.

Mr. Barrett, your company Cardinal shipped 1.5 million opioid
pills each year from 2009 to 2011 to a single pharmacy, Family
Discount, in the small town of Mount Gay. That is an average of
about 4,000 pills per day.

At the subcommittee’s March 20 hearing, DEA testified that that
amount shipped to that single pharmacy was, indeed, excessive.
And this was after Cardinal had been sanctioned by the DOJ
through a settlement agreement for not following the law.

Mr. Barrett, you've said that the wholesalers don’t control de-
mand, but clearly you have a responsibility under the law to high-
light and flag these suspicious orders. How did Cardinal estimate
what was appropriate for a given pharmacy?

Mr. BARRETT. Congresswoman, thank you for your question.

I think our organization recognizes it as a dual responsibility.
One is to provide medicine to a system requiring it as prescribed,
and the other is to do what we can to prevent those from falling
in the wrong hands.

We've evolved over the years. We’ve become more attuned to the
changes. I think today——

Ms. CASTOR. But this kept happening even after DOJ had
warned you and you had accepted responsibility and said you
would do a better job.

In more recent years, this pharmacy’s total purchases of these
drugs declined dramatically. In 2015 and 2016, it was down to
about 500,000 pills. And that wasn’t just from Cardinal, that was
from everyone, from all distributors. That was but a fraction of
what Cardinal alone had shipped them in earlier years.

So isn’t this a clear reflection that that was not the medical need
in the community? The amount being shipped didn’t reflect what
could have been appropriately used in rural West Virginia, espe-
cially after DOJ had already warned you.

Mr. BARRETT. Congresswoman, let me make two points about
that, if I may.

One is, I've acknowledged earlier that I had wished that we had
moved earlier to stop shipping to that pharmacy, which we have
many years ago.

Second, I think the evolution was of our looking at a system that
was focused on the legitimacy of a pharmacy—which, by the way,
is still in business—and the awareness of something happening in
the system, which was a bad doctor. And we should have moved
more quickly on that.

Ms. CASTOR. I'd now like to turn to McKesson.

Mr. Hammergren, your company McKesson distributed over 1.8
million opioid pills each year in 2006 and 2007 to Family Discount
Pharmacy. That’s an average of about 5,000 pills per day in this
rural small town. Based upon a figure cited by DEA, McKesson
shipped Family Discount roughly six times the amount of
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hydrocodone that an average pharmacy in rural West Virginia
would have received during those years.

So a similar question to you. McKesson delivered millions of pills
to the single pharmacy. Clearly, that’s not reasonable and you
should have flagged that and stopped that right away. Why didn’t
you?

Mr. HAMMERGREN. We did terminate the relationship with that
pharmacy. And like Mr. Barrett, I would have liked us to have
made a decision faster. That’s the answer. We caught a bad phar-
macy and shut it down.

Ms. CASTOR. And as I mentioned, this pharmacy’s total pur-
chases of oxycodone and hydrocodone dropped dramatically, but
that wasn’t until 2015, 2016. And that means the amount of
opioids your company alone shipped back in 2006 was over three
times as much as the pharmacy got from all distributors in 2016.

Now, you in your testimony, you pointed to, well, overprescribing
by doctors, maybe the DEA should have done more, pharmacy bad
actors. But you can’t reasonably claim that this pharmacy’s dis-
pensing filled the medical need. I mean, it took you years to re-
spond. Why was that?

Mr. HAMMERGREN. I can’t comment on the medical need, Con-
gresswoman. What I can say is that today in our systems, any
shipment that was outside those boundaries would never have hap-
pened. It would have been shut down and reported immediately.

Ms. CASTOR. Why didn’t you address—given that this community
was ravaged by opioid deaths and addiction, and the town of
Williamson was even nicknamed Pilliamson, don’t you take respon-
sibility for what was happening back then? Was it the profit motive
simply overcame the—you saw that paying the penalties under set-
tlement agreements was a cost worth paying because you were
making so much money?

Mr. HAMMERGREN. Congresswoman, we take all of these matters
very seriously. Any settlement with a regulator we take very seri-
ously. Our systems have evolved, and we continue to invest heavily
to make sure that situations like that don’t happen again.

Ms. CAsTOR. I think this was the opposite of due diligence that
was required under the law, and we’re going to be looking for
greater accountability.

Thank you, and I yield back.

Mr. HARPER. The Chair now recognizes the vice chairman of the
subcommittee, Mr. Griffith, for 5 minutes.

Mr. GrRIFFITH. Thank you, Mr. Chairman.

Mr. Hammergren, in the limited time I have, I'm going to ask
you a series of yes/no questions. But first, as background, my dis-
trict borders southern West Virginia. McKesson was a major sup-
plier of pharmacies there, as were some of the others, distributing
millions of pills, most into West Virginia in towns that were be-
tween 30 and 60 miles from my district.

And last week, I was at an opioid conference, and look at this
map that they gave us.

[Slide follows.]
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Mr. GrRIFFITH. That dark brown area are the deaths per capita
in the Commonwealth of Virginia, and you will note there’s a cor-
relation with the dark brown areas most common to the border
with West Virginia.

And so, gentlemen, when you say that, you know, you're not sure
that you have a role—not all of you have said that—it flies in the
face of that map and the people of my district.

So, Mr. Hammergren, in May of 2008 McKesson Corporation and
the Justice Department and DEA entered into a memorandum
agreement, tab 4 in the binder there. You signed on behalf of
McKesson Corporation on page 10 of the settlement and release
agreement and page 7 of the settlement agreement.

Do you recall signing the document, yes or no?

Mr. HAMMERGREN. Yes.

Mr. GrRIFFITH. The conduct at issue in this first settlement with
the DEA was that the DEA believed certain McKesson distribution
centers did not report suspicious orders and did not have effective
controls against diversion. Because of the serious commitments
that McKesson made to the U.S. Government and the $13.25 mil-
lion civil penalty—you recall that, don’t you?

Mr. HAMMERGREN. I do.

Mr. GRIFFITH. Two months later, you presided over a July 23,
2008, board of directors meeting. And according to the board min-
utes at tab 12 in the binder, public policy issues were discussed af-
fecting the corporation. In an accompanying slide at tab 13, DEA
suspicious orders, defined as orders of unusual size, orders deviat-
ing substantially from a normal pattern, and orders of unusual fre-
quency were categorized as high, in terms of the degree of political
urgency, and impact to, and the level of engagement of the corpora-
tion.

The urgency of the DEA suspicious orders issue was tied to the
May 2008 settlement, wasn’t it, yes or no?

Mr. HAMMERGREN. We certainly took the settlement, Congress-
man, very seriously.

Mr. GRIFFITH. The corporation’s high level of engagement meant
McKesson management would put in a high level of effort to carry
out the promises made in your 2008 memorandum of agreement.
Isn’t that correct?

Mr. HAMMERGREN. It is correct that it was a top priority for us.

Mr. GRIFFITH. In your experience as an executive at McKesson
Corporation, when the company makes a legal commitment, espe-
cially one with a high level of engagement, the corporate leadership
gives a directive and the appropriate personnel carry it out. Isn’t
that correct?

Mr. HAMMERGREN. Congressman——

Mr. GRIFFITH. Yes, correct?

Mr. HAMMERGREN. Congressman, we took it very seriously.

Mr. GrRIFFITH. Yes. However, according to media reports, from
2008 to 2013, the McKesson Aurora, Colorado, warehouse filled 1.6
million orders, but only reported 16 suspicious orders. The Land-
over, Maryland, warehouse, which supplied West Virginia, rou-
tinely failed to report and fulfilled suspicious orders placed by nu-
merous pharmacies in West Virginia.



80

While the Landover facility was closed in 2012, the serious lack
of suspicious order reporting does not show a high level of engage-
ment by McKesson, does it, yes or no?

Mr. HAMMERGREN. We took our responsibilities very seriously.

Mr. GRIFFITH. Yes or no? Failing to live up to the 2008 agree-
ment does not show a high level of commitment, does it?

Mr. HAMMERGREN. That’s not true. We had a high level of com-
mitment, Congressman.

Mr. GRIFFITH. And you failed. The DEA alleged that McKesson
distribution centers ignored thresholds and supplied pharmacies
volumes of controlled substances that exceeded their assigned
amount without a proper review. That also does not show a high
level of engagement, does it, yes or no?

Mr. HAMMERGREN. Congressman, we had a high level of engage-
ment.

Mr. GRIFFITH. Were any McKesson personnel fired in connection
with any of the failures noted in the 2017 memorandum of agree-
ment? That’s at tab 5.

Mr. HAMMERGREN. Congressman, the people involved today in
the CSMP are vastly different than the people in 2008.

Mr. GrIFFITH. Was anybody fired?

Mr. HAMMERGREN. Congressman, the people are different today.
Many of them have left the corporation.

Mr. GRIFFITH. But they weren’t fired.

Mr. HAMMERGREN. We don’t talk about specific

Mr. GRIFFITH. I'm not asking you to talk about specifics. 'm ask-
ing you to tell me if anybody got fired. Did you hold anybody per-
sonally responsible for what was happening in West Virginia and
in Colorado and other parts of the country?

Mr. HAMMERGREN. Congressman, everybody at the company is
accountable to do what’s right.

Mr. GRIFFITH. But no one was fired. All right.

In January 2017, McKesson Corporation and the Justice Depart-
ment and the DEA entered into another memorandum of agree-
ment, because you didn’t live up to 2008. As a result of this agree-
ment, McKesson paid a record-setting $150 million fine.

In this memorandum of agreement, in section 2, acceptance of re-
sponsibility, McKesson acknowledged it failed to identify or report
to DEA certain orders by certain pharmacies which should have
been detected by McKesson as suspicious. This involved 12 out of
30 McKesson distribution centers. More than a third of your dis-
tribution centers were involved in these failures.

That is a widespread systemic failure. Wouldn’t you agree?

Mr. HAMMERGREN. Congressman, our organization in 2008 was
working closely with the DEA.

Mr. GrIFFITH. This is 2017.

Mr. HAMMERGREN. I understand. And we have created a program
that really we believe is meeting their needs, focused on suspicious
customers and knowing our customers.

Mr. GRIFFITH. And a third of them were out of compliance.

Mr. Chairman, I yield back.

Mr. HARPER. The gentleman yields back.

Before I recognize the next person, Mr. Hammergren, it seems
like a pretty easy question to answer if anyone was fired in re-
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sponse to Mr. Griffith’s question. And the answer is yes, no, I don’t
know, or I refuse to answer. What is your answer?

Mr. HAMMERGREN. Yes, people were fired as a result of this.

Mr. HARPER. Thank you very much, Mr. Hammergren.

I'll now recognize the gentlewoman from Illinois, Ms. Scha-
kowsky, for 5 minutes.

Ms. SCHAKOWSKY. I have to say that I'm pleased that you're all
with us today to discuss the role your companies played in sup-
plying the opioid epidemic, but I have to also say that this reluc-
tance even to answer that simple question, or reluctance, always
qualifying your responsibility—clearly, you had a responsibility.

And, Mr. Hammergren, you acknowledge that you wish you had
terminated your relationship with Sav-Rite earlier and that you did
end that relationship. But why did you then—why did you ship 5
million pills before you shut it down?

Mr. HAMMERGREN. Congresswoman, thank you for the question.
Certainly, we've learned from our experience during the 2006,
2007, over a decade ago, and today’s systems are much more robust
than they were then. Our orders actually aren’t even processed
today if they’re above thresholds. In those early phases of 12 years
ago, our systems weren’t as automated as they are today.

Ms. SCHAKOWSKY. You know, all of you, I hope, will acknowledge
that since 1971, your companies are required by Federal law to
halt and report suspicious orders of prescription opioids.

Did you, before all of this broke, have a process to do that, if I
could just go down, to obey the 1971 law?

Mr. BARRETT. Yes. Our organization, Congresswoman, has had a
clear sense of the Controlled Substance Act and reported all orders
to the DEA of narcotics.

Ms. SCHAKOWSKY. OK.

Mr. Mastandrea?

Dr. MASTANDREA. Yes, we did have a system in place, Congress-
woman.

Mr. HAMMERGREN. Congresswoman, we also reported all orders
required.

Ms. SCHAKOWSKY. Mr. Smith.

Mr. SMITH. At different points in time, the expectations of the
DEA were different.

Ms. SCHAKOWSKY. Microphone, please.

Mr. SMITH. At different points in time, the expectations of the
DEA were different. Up till about 2007, the DEA expectation was
for us to report suspicious orders after the fact with monthly re-
porting, and we did so.

It was in 2007 that the DEA expressed a very different expecta-
tion concerning controlled substance orders and that if it was sus-
picious they asked that we develop a system to hold those orders
at the time they were received.

Ms. ScHAKOWSKY. OK, I'm going to move on.

Mr. SMITH. We implemented that system in 2008.

Ms. SCHAKOWSKY. Sir.

Mr. CorLis. Congresswoman, AmerisourceBergen didn’t exist.
There were many predecessor companies. I'm not aware of any of
them that weren’t committed to compliance with all Federal stat-
utes.
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Ms. SCHAKOWSKY. I just think it’s really important to put on the
record that this is not a new requirement, that yes, maybe there
wasn’t the kind of enforcement, but nonetheless, your companies
had a responsibility.

I also want not only to look back and see what went wrong, but
also to look forward to see how to do better. And it is apparent now
that pharmaceutical corporations are taking advantage of the
opioid epidemic by spiking the price of life-saving drugs like
naloxone, and that that, in my view, is unacceptable. Pharma-
ceutical corporations can’t start this epidemic with irresponsible
and reckless on day—recklessness one day—and then turn around
and profit the next.

So I wanted to again ask Mr. Hammergren, McKesson distrib-
utes Evzio, which has raised its price from $690 to $4,500. So what
does McKessonearn net per unit for Evzio?

Mr. HAMMERGREN. I can’t answer that question, Ms. Congress-
woman. I would say that we don’t set the prices for branded drugs.
Those are set by the manufacturers.

Ms. SCHAKOWSKY. And how much does McKesson net annually
for the distribution of Evzio?

Mr. HAMMERGREN. Congresswoman, I don’t have that informa-
tion. I'd be happy to get it for you.

Ms. SCHAKOWSKY. McKesson also distributes Narcan. What does
McKesson earn net per unit for Narcan?

Mr. HAMMERGREN. Congresswoman, I don’t know the answer to
that question.

Ms. ScHAKOWSKY. And how much does McKesson earn net annu-
ally for its distribution of Narcan?

Mr. HAMMERGREN. I don’t know that question.

Ms. SCHAKOWSKY. So I would expect that we’ll put that in writ-
ing and that we’d get this information. Because, you know, you
can’t have it both ways, fellas. You know, the opioid epidemic is
there, and now for life-saving drugs those prices are going through
the roof.

And I yield back.

Mr. GRIFFITH [presiding]. I thank the gentlelady and now recog-
nize the gentleman from Texas, Dr. Burgess.

Mr. BURGESS. Thank you, and thanks for having the hearing.

Mr. Hammergren, let me just continue on that line for a moment,
because I think this is an important point. You as a distributor do
not set the list price of the compounds that you were being ques-
tioned about. Is that correct?

Mr. HAMMERGREN. I don’t believe so. If they’re branded patented
drugs, we don’t set the price.

Mr. BURGESS. So you receive an order and you fill an order.
You're agnostic as far as the price. That is set by the person selling
the product. Is that correct?

Mr. HAMMERGREN. Congressman, the manufacturer sets those
prices, to the best of my understanding.

Mr. BURGESS. Mr. Collis, you mentioned—it was almost an off-
handed mention, but it is important—one of the first hearings that
I sat through in this subcommittee in 2005 was a hearing on why
don’t doctors prescribe enough pain medicine. And you referenced
that there are some people who are watching this debate who are
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concerned are they going to be able to get the medicines for the
treatments for which they are being treated.

And I think that is a legitimate concern and we do need to be
mindful. We cannot overlook the fact that there are serious, serious
problems that need to be fixed. But I thank you for bringing that
up, because that is an important reference point that we sometimes
overlook.

Mr. Smith, let me just ask you, we've actually heard some back-
and-forth, and I think there was a question on the other side deal-
ing with a document or a letter from Mr. Rannazzisi at the DEA,
Drug Enforcement Administration, that said, don’t just report to us
the total sales.

Mr. Collis, I think you said, we just report, we’re not making a
judgment whether it’s suspicious, this is what we deliver to place
A, B, or C. Is that correct?

Mr. CoLLis. We do report every day, and we also report on a
monthly basis all cost data, but we do make determinations of
what is a suspicious order and we hold them.

Mr. BURGESS. Sure, and I appreciate that. This is what is so
frustrating to me for an all-hands-on-deck situation. The DEA says,
don’t just report your raw data. But you have algorithms. The DEA
should have algorithms. I think the Center for Medicare and Med-
icaid Services probably should have algorithms in their database so
that they can identify who are the outliers.

Not saying that someone is doing something wrong, it may be a
pain clinic, it may be a cancer clinic, but let’s afford some extra
scrutiny if this is the amount of product that’s going out so we
don’t end up with a situation such as in Kermit.

Now, Mr. Smith, let me ask you, your company, and I think you
testified to this, your company reports suspicious orders. What does
the DEA do with that information when you report it?

Mr. SMITH. I don’t really know.

Mr. BURGESS. You've sold your company, I understand that.

Mr. SMITH. But I don’t really know. And the DEA, as we talk
about the DEA, the DEA has not been the same in their outlook,
attitude, and interaction with the industry over my career. For
most of my career, the interactions with the DEA were very col-
laborative and very purposeful, in terms of working with them to
try to control controlled substance distribution.

Back about 10 years ago, with the advent of this expectation of
holding orders, it became very, very difficult to interact with the
DEA and to get feedback. They were, in fact, as evasive as possible
in the midst of this crisis to us, in terms of giving us guidance.
More recently, that attitude has been changing and improved.

Now, as you point out, as of 2018, I was pretty much out of the
picture. I can only hope that the DEA will continue to work collabo-
ratively with the industry going forward.

Mr. BURGESS. And what you have just related is information that
independently I and my staff have acquired, that the number of ad-
ministrative actions against registrants by the DEA—mow I'm
merely talking about doctors, because that was my focus when I
began this—but when you look at the numbers in the committee’s
memo, how things have just been going up through the roof, the
number of administrative actions, I'm not talking about for West
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Virginia, I'm talking about for the whole country, 21 in 2014, at the
same point that point in the graph was probably at its apex.

I've got to believe that the DEA—I'm not saying that everything
that you’ve reported—I want you to do your job, but I want the
DEA to do their job, and it doesn’t look like they have been. And
I'll just share with you, they’ve been very, very difficult to get infor-
mation out of the agency.

I hope you're right, Mr. Smith, I hope it is changing. But we can-
not fix this problem if the agency required to be in charge simply
is insensitive to our requests for information.

I thank all of you for being here today.

Mr. Chairman, I yield back.

Mr. GrIFFITH. I thank the gentleman, and now recognize the
gentleman from New York, Mr. Tonko, for 5 minutes.

I understand you have a UC request.

Mr. ToNKo. I'll yield to Ms. Castor.

Ms. CASTOR. Thank you, Mr. Chairman.

I'd like to ask unanimous consent to submit for the record infor-
mation relating to the salaries of the CEOs of the Big Three drug
wholesalers, including the McKesson CEO, who made over $692
million in the 10 years leading up to 2017.

Mr. HARPER [presiding]. Without objection, so ordered.

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

Ms. CASTOR. I yield back.

Mr. ToNKO. Thank you, Mr. Chair.

Mr. Barrett, I asked about Cardinal’s sales to pharmacies that
filled prescriptions written by two doctors, Katherine Hoover and
Diane Shafer. Federal law enforcement put both of these doctors
out of business around 2010.

Dr. Shafer was sentenced to 6 months in prison after she admit-
ted to writing illegal opioid prescriptions. According to the United
States Attorney’s Office for the Southern District of West Virginia,
she wrote more prescriptions than entire hospitals did between
2003 and 2010.

Dr. Hoover was the single largest prescriber of controlled sub-
stances in West Virginia between 2002 and 2010. When her clinic
was raided, she fled to the Bahamas.

Cardinal served two pharmacies, Hurley Drug and Family Dis-
count, which filled prescriptions from Dr. Hoover. In September
2008, a Cardinal employee raised an alarm about Hurley Drug in
a memo, which noted that Hurley filled prescriptions from Dr.
Katherine Hoover even though other pharmacies refused to fill her
prescriptions.

According to this document, another pharmacist stated that he
would not fill Hoover’s prescriptions because, quote, “He had ridden
by the office of Dr. Hoover and there are lines of people standing
outside waiting to get into the office,” close quote.

In fact, according to a 2011 news report in the late 2000s, quote,
“Crowds of people filled the lot outside Dr. Hoover’s clinic,” and it
was, in quote, “an open secret that it was essentially a pill mill.”

Is that accurate? And did your employee observe the lines of peo-
ple outside that office as early as 2008, which could indicate a pos-
sible pill mill?

Mr. BARRETT. Congressman, I've been briefed on those memos.
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Mr. ToNKO. Pardon me?

Mr. BARRETT. Yes, I've been briefed on that report.

Mr. ToNKO. OK. So your employee’s memo appears in Cardinal’s
due diligence file for Hurley, but it is unclear what actions Car-
dinal took based on it. For example, Cardinal continued to supply
Hurley for another 6 years.

So why? Do you know whether Cardinal ever followed up on this
memo?

Mr. BARRETT. So we've not shipped that company high-potency
opioids for many years. I mentioned earlier that based on what I've
seen, I wish we had taken action earlier. I think we had a system
that allowed for too much subjectivity about the legitimacy of a
pharmacy.

Today’s system simply would have taken the data, seen outlier
data, and shut it off. And, as I said earlier, I've seen enough to
know that I wish we would have acted earlier.

Mr. ToNKO. Cardinal also supplied Family Discount Pharmacy,
sending it more than 5.5 million pills from 2009 to 2012, after
which you ended your relationship with them.

According to a document in another distributor’s files, in 2009,
51 percent of Family Discount’s hydrocodone prescriptions came
from Dr. Hoover. That distributor also reported to the committee
that Dr. Hoover was responsible for 69 percent of Hurley Drug’s
hydrocodone orders, which the distributor considered a, quote,
“cause of concern.”

Mr. Barrett, in your written testimony, you say you wish you had
asked a different set of questions before distributing to this phar-
macy. It appears that Cardinal may have missed the red flags con-
necting Dr. Hoover to both Hurley Drug and Family Discount. So
I’d like to know how this will be fixed going forward.

Mr. BARRETT. Congressman, it is a great question. It is fixed
going forward. As I mentioned earlier, I think both of the phar-
macies to which you referred were influenced by this same doctor
who, as it turns out, was a bad doc.

Today’s systems would not allow subjectivity. Today’s systems
would simply say, we set thresholds or limits, based on certain cri-
teria, primarily relationship between controlled drugs and on other
drugs and the nature of the community. And if it crossed those
thresholds, we simply would shut the order down, and that’s what
we do today.

Mr. ToNKO. So is it your belief that these two situations would
have been caught much earlier?

Mr. BARRETT. In today’s system, absolutely.

Mr. ToNKoO. It’s unbelievable that these numbers of pills were
being sold and that this pill mill was getting away with activity.

I just hope that all of the distributors before us have much more
rigorous due diligence standards in place today that can help them
spot these red flags.

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

Mr. HARPER. The gentleman yields back.

The Chair will now recognize Mrs. Brooks for 5 minutes.

Mrs. BROOKS. Thank you, Mr. Chairman.

Mr. Smith, I'd like to talk about Family Discount Pharmacy that
has been mentioned here already. Your company terminated Fam-
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ily Discount Pharmacy’s ability to purchase controlled substances
in 2011. Is that correct?

Mr. SMITH. I believe that we discontinued selling them anything
at that—around that time.

Mrs. BROOKS. Correct, in 2011. But prior to that, was H.D. Smith
aware of the prescriber we’ve heard about, Dr. Katherine Hoover,
who was responsible for providing over 262,000 hydrocodone pre-
scriptions to Family Discount Pharmacy as well as other nearby
pharmacies in February of 20087 Was H.D. Smith aware of the Dr.
Hoover problem?

Mr. SMITH. I am not aware of the specific timing of when our due
diligence team became aware of that issue. I do know that with
Family Discount that when we implemented our controlled sub-
stance ordering monitoring program, we began to limit the con-
trolled substances that we sent and——

Mrs. BROOKS. Excuse me. Did Dominic Grant work for you.

Mr. SMITH. I beg your pardon?

Mrs. BROOKS. Did Dominic Grant for you? Did George Euson
work for you?

Mr. SMITH. George Euson worked for me.

Mrs. BROOKS. In 20087

Mr. SmITH. Uh-huh.

Mrs. BROOKS. Where I have an email indicating that Dr. Hoover
had prescribed, had filled over 262,000.

Mr. SmITH. OK.

Mrs. BROOKS. So I do believe that your director of corporate secu-
rity was aware of that.

Mr. SmITH. Thank you.

Mrs. BROOKS. If you turn to tab 16 you’ll see that over a year
later H.D. Smith noted in a November 12, 2009, report—2009—
that Dr. Katherine Hoover was responsible for 51 percent of the
hydrocodone scripts being filled by Family Discount.

Now, knowing that, was Family Discount Pharmacy—had that
become a concern for your company in November of 2009?

Mr. SMITH. It appears that it was at that time.

Mrs. BROOKS. And did H.D. Smith report this to the DEA?

Mr. SMITH. I'm not sure what the timing of what we would have
reported to the DEA was.

Mrs. BROOKS. Well, in fact, we know that Family Discount did
make some reports to the DEA between May of 2008 and May of
2009, but not at this time, in November of 2009.

In April of 2015 then, interestingly, did H.D. Smith—so you then
terminated with Family Discount in 2011, but then, going to April
of 2015, did H.D. Smith make the decision to resume its business
relationship with Family Discount Pharmacy?

Mr. SMITH. That’s possible. We have a robust program, and that
includes reviewing new data that comes along. It is possible that
we could reopen an account if we saw that there were indications
that the situation was different.

On the other hand, that doesn’t end our robust due diligence. We
can continue to do that and can decide to close it again.

Mrs. BROOKS. Let’s talk about the due diligence. Were you aware
that Family Discount had been dropped by some of the other dis-
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tributors here at the table when you renewed your relationship?
Were you aware of that?

Mr. SMmITH. No, I was not aware.

Mrs. BROOKS. So please turn to tab 19, speaking of due diligence.
An email was sent by an H.D. Smith employee in January of 2016
expressing concern that the company was providing controlled sub-
stances to Family Discount’s other location, located just 3 miles
away, despite the fact the company, your company, had never per-
formed any new customer due diligence on that pharmacy. Were
you aware of that?

Mr. SMITH. No.

Mrs. BROOKS. The employee’s email also noted that this phar-
macy had reached its hydrocodone threshold only 12 days into a
month. Were you aware of that?

Mr. SMITH. No.

Mrs. BROOKS. And did you report the suspicious activity to DEA?

Mr. SMITH. I do not know.

Mrs. BROOKS. I would assume you did not.

Following the January 2016 correspondence, did either Family
Discount location continue to place controlled substance orders that
exceeded the monthly thresholds established by H.D. Smith, this
new amazing system you put in place?

Mr. SMITH. I do not know.

Mrs. BROOKS. Well, you might want to take a look at emails in
June and October of 2016 showing that Family Discount had
placed orders in excess of established thresholds, that, in fact, one
of your employees indicated that the justification was to meet our
guideline to obtain our monthly discount. What monthly discount?

Mr. SMITH. I'm not sure what that refers to.

Mrs. BROOKS. A monthly discount with the manufacturer?

Mr. SMITH. No.

Mrs. BROOKS. Monthly discount—no idea what monthly—what
deals were being cut?

Mr. SMITH. I'm not sure what that refers to.

Mrs. BROOKS. H.D. Smith then blocked Family—H.D. Smith
block Family Discount’s ability to purchase controlled substances
on February 16 of 2018. Were you in charge at that time of the
company?

Mr. SmiTH. No. My managerial responsibilities ended at the ac-
quisition of H.D. Smith in January of 2018.

Mrs. BROOKS. In January of 2018. Well, I will say that according
to a document we received, the committee, the company cited its
reason for taking this action and finally terminating the relation-
ship with Family Discount was due to reference negative news arti-
cles.

With that, I yield back.

Mr. HARPER. The Chair will now recognize Mr. Ruiz for 5 min-
utes.

Mr. Ruiz. Thank you, Mr. Chairman.

This crisis continues to overwhelm our healthcare system, and as
an emergency physician I have been involved in the front lines tak-
ing care of opioid-addicted and overdosed patients way before it
made national headlines. Doctors struggle with treating pain ade-
quately and identifying drug seekers.
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Hospitals in my district are seeing an increase in uncompensated
care, because they are seeing more and more patients with chronic
opioid-related kidney, heart, and lung complications, not to men-
tion overdoses.

It is good that more funds are going to fight the opioid epidemic.
I agree with that. I encourage that. But if you eliminate mental
health coverage, emergency care coverage as an essential health
benefit, or if you repeal Medicaid expansion, then you actually are
taking 1 step forward and 10 steps back and are actually hurting
patients and making the problem worse.

Moving forward, I think it is critical that the various players—
DEA, hospitals, physicians, pharmacists, manufacturers, and dis-
tributors—work together to identify and implement systems and
processes that move us forward to identify and implement solu-
tions.

I understand that as this crisis has continued to escalate, many
of you have put internal systems in place to increase account-
ability, but we have been told that before and it turned out to be
untrue. And there’s a difference between what you have on paper
and what you are actually implementing.

At our March 20 hearing, members of this committee described
the quantity of opioid pills sent to particular pharmacies in this re-
gion and asked DEA Administrator Patterson whether those
amounts were excessive and whether the distributors failed to ade-
quately exercise due diligence. The DEA agreed on both counts.

So I'd like to quickly go down the line and find out whether the
problems that led to this overdistribution have been fixed.

Dr. Mastandrea, Miami-Luken distributed substantial quantities
of pills to certain places in West Virginia. For example, your com-
pany sent Sav-Rite pharmacy in Kermit, a population of only 400,
nearly 2 million pills in just 1 year.

Would Miami-Luken’s current system discover these large ship-
ments and more closely examine them to determine if such a large
volume was appropriate and not going to a rogue operation, such
as a pill mill?

Dr. MASTANDREA. Yes, sir.

Mr. Ruiz. And how can you guarantee us that that system will
be implemented?

Dr. MASTANDREA. It’s already implemented.

Mr. Ruiz. So you’re saying that there’s no mistakes currently
being done that you know of? There’s no way of—what is your sys-
tem to find and review in case you do make a mistake?

Dr. MASTANDREA. Each order is reviewed by our—we purchased
a Buzzeo system. It’s a computer algorithm that tells us whether
or not the order deviates from frequency, pattern, size. And we stop
it in real time if it does. We pend the order. If the order is adju-
dicated to be an appropriate order, then we release it. If it’s not,
then we report it.

Mr. Ruiz. The DEA data indicate that McKesson also supplied
the Sav-Rite in Kermit, population of 400, with almost 5 million
opioids over a 2-year period.

So, Mr. Hammergren, if a pharmacy serving a comparable popu-
lation placed those large orders today, particularly in an area hard
hit by opioid diversion, would McKesson’s monitoring systems be
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capable of flagging these orders for further review to make sure
that they are not affiliated with a pill mill?

Mr. HAMMERGREN. Congressman, that’s a good question. We
would not ship to Sav-Rite today.

Mr. Ruiz. OK. So, in terms of your system, if this happened to
another comparable city, do you have a system in place to flag? The
first question.

Mr. HAMMERGREN. We have a system in place that would block
the order if it was a pharmacy that was outside of a boundary, a
threshold being set.

Mr. Ruiz. So why hasn’t that happened? Why did you have an-
other settlement in 2017, when you told us this exact same thing
in 2008?

Mr. HAMMERGREN. We had a system in place from 2008 to block
suspicious orders. Our settlement in 2017 was really related to our
reporting of suspicious orders.

Mr. Ruiz. And so the implementation of those reporting and also
the shipping of orders.

So I think it’s very important that we also identify, which we see
on multiple scenarios where corporations and agencies will hold up
their policy on paper, but then the actual implementation of those
are either not enforced or they’re not transparent to determine
what’s working and what’s not working.

Mr. Collis, since you are now responsible for H.D. Smith’s cus-
tomers as well as your own, this question is for you. Without debat-
ing the merits of the West Virginia litigation that’s currently un-
dergoing, do you now have a way to assess orders for high volumes
of pills against the populations receiving them?

Mr. CoLLis. I believe we do. I believe we have a robust system
and we’ve always had one.

Mr. Ruiz. OK. I yield back my time.

Mr. HARPER. The Chair will now recognize the gentleman from
Michigan, Mr. Walberg, for 5 minutes.

Mr. WALBERG. Thank you, Mr. Chairman. And thank you for
having these hearings.

As we look at the various players—and today, of course, we have
distributors—we had the opportunity to have DEA in front of us,
and that was an amazing time of testimony as well with amazing
failings that went on in DEA also.

But this epidemic knows no boundaries. When we talk of losing
115 Americans every day to the opioid epidemic, these are people
that are our neighbors, our friends, our fathers, our family mem-
bers, our sons, our daughters, our mothers. It knows no bounds.
But the sheer number of opioids dumped into small town America
is simply baffling and incomprehensible to me.

Many of us have tragic stories of pill mills in our district. And
my district in Michigan is, unfortunately, no different. In Monroe
County, one doctor alone was able to get his hands and prescribe
over 2 million pain killers in just two short years.

I, for one, am interested to have the distributors here today to
tell us exactly how and why this type of thing happens and to hear
the steps that they have or will take.

Mr. Collis, you wrote in an editorial last year that
AmerisourceBergen has, and I quote, “reported and stopped tens of
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thousands of suspicious orders since 2007,” end quote. If a specific
pharmacy is reported for suspicious orders multiple times during a
short period, would that trigger a heightened investigation of that
customer?

Mr. CoLLis. I believe it absolutely would. I wouldn’t say we don’t
make mistakes, but I will tell you one of pharmacies that’s been
mentioned several times, we had them on service for 38 days, and
we reported them 36 of the 38 days. And on the 38th day we
stopped servicing them.

Mr. WALBERG. In the editorial, you also noted that
AmerisourceBergen uses, and I quote, “complex algorithms to iden-
tify and stop orders that are deemed to be suspicious.” From 2012
to 2015, AmerisourceBergen reported 394 suspicious orders for a
single West Virginia pharmacy, Beckley Pharmacy.

If the company opens an investigation of a pharmacy like Beck-
ley, the investigators would want to know the percent of controlled
substance prescriptions the pharmacy filled, correct?

Mr. CoLuis. That’s correct.

Mr. WALBERG. Whether there are signs of drug activity around
the pharmacy. Is that correct?

Mr. CoLLis. We would review the type of business that they are
servicing. Some of my colleagues on the panel here have talked
about the type of business. If they service a hospice account or pain
management clinic, we would investigate that.

Mr. WALBERG. If there are any known pill mill doctors writing
prescriptions, you would want to note that, correct?

Mr. CoLuis. If we knew that they were servicing a pill mill doc-
tor, by your description, we would not service that pharmacy. If
their business was designed around that, we would not service
that.

Mr. WALBERG. AmerisourceBergen reported 199 of its suspicious
orders for Beckley Pharmacy between 2013 and March of 2014. But
documents your company provided to the committee indicate that
Amerisource didn’t investigate the pharmacy until February 2015.

Please, if you would, turn to tab 46 to see the investigator’s Feb-
ruary 2015 report, which found, and I'll read that:

The pharmacist said that 50 percent of prescriptions he filled
were for controlled substances and that customers told him other
pharmacies wouldn’t fill their prescriptions. Some of the phar-
macies top 10 prescribers were among the top hydrocodone pre-
scribers in the State, and the pharmacy security guard referred to
customers as drug addicts and drug dealers and said he witnessed
numerous drug deals in the parking lot after customers filled
oxycodone prescriptions.

Amerisource didn’t stop doing business with that pharmacy until
November 2015, 10 months after the investigator’s report, which
itself came only after your company filled hundreds of suspicious
orders. The company is supposed to use, and I quote, “complex al-
gorithms” to identify problems pharmacies have.

So why did it take so long?

Mr. CorLis. I have a team, some them are behind me. We trust
them. I think that we—I have never heard of this pharmacy before.
But we’re committed to continuous learning. And if we made mis-
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takes, hopefully we’ll rectify them and they won’t happen in the fu-
ture.

Mr. WALBERG. Well, if we could get the response to that ques-
tion, since you’re not aware of it. It comes from your reports and
the reports that we have in front of us.

Mr. CoLris. We ship 100,000 orders a day. It’s not feasible that
I would know about all the orders.

Mr. WALBERG. Well, we’ll appreciate the response to that.

Mr. Chairman, I have other questions I'll have included in the
record.

Mr. HARPER. Certainly. Each of the witnesses will be aware, you
may be getting written questions following this. We’d ask for your
response to those as quickly as possible, including an answer to
that question, Mr. Collis, at your earliest convenience.

At this time, the Chair will recognize the gentlewoman from
California, Mrs. Walters, for 5 minutes.

Mrs. WALTERS. Thank you, Mr. Chairman.

And, Mr. Barrett, these questions will be asked of you.

When Cardinal began setting threshold limits for pharmacies in
2008, the company set Family Discount’s hydrocodone threshold at
27,000 doses a month. In a little over a year, Cardinal adjusted the
pharmacy’s threshold 14 times. And by August 2009, it was cleared
to receive 110,000 hydrocodone pills a month.

The pharmacy’s threshold for hydrocodone reached a peak of
150,000 dosages a month in January 2010, a level it remained at
for a year and a half before Cardinal officials reviewed and reduced
it.

Mr. Barrett, when a pharmacy goes over its monthly drug
threshold, does Cardinal inquire about the reason for the higher
drug order?

Mr. BARRETT. Thank you, Congresswoman.

Today, if an order reaches its threshold, it simply stops. So the
process is the threshold is set, and the threshold is set based on
a number of factors, the size of the community it serves, not just
the population but the community it serves. Other factors. Does it
serve a hospice center, a surgical center, et cetera. If an order
reaches that threshold, that limit, it simply stops.

Mrs. WALTERS. But in the past, did it question it, before today?

Mr. BARRETT. So as I look back at some of the historical docu-
ments, I think the thresholds probably should have been set with
a different set of eyes. I've mentioned this notion of asking different
questions. And I think today we’d probably set those quite dif-
ferently.

But I think at the time of those pharmacies you referred to,
thresholds probably should have been adjusted down more quickly.

Mrs. WALTERS. Did they—did Cardinal make an assessment as
to whether the explanation for increasing its threshold made sense
and verified it in any way?

Mr. BARRETT. It’s hard for me to answer that fully. Again, this
is part of the history. I have no reason to question the good intent
of those doing that kind of assessment. They were professionals. I
think they were looking at the incoming order of prescribing.
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I think now we know some of that prescribing was driven by
some behavior that we would have liked to have caught in the phy-
sician world. And today that simply could not happen.

Mrs. WALTERS. OK. In Family Discount’s case, the pharmacy
gave several explanations as to why it needed higher drug thresh-
old. But in April 2009, the pharmacy said its hydrocodone volumes
increased because of the closure of a nearby pharmacy called Sav-
Rite pharmacy.

Mr. Barrett, do you know why Sav-Rite closed in 2009?

Mr. BARRETT. I’'m sorry, Congresswoman, I don’t.

Mrs. WALTERS. OK. Well, it closed because it was raided by the
DEA as part of a crackdown on prescription drug diversion.

Sav-Rite, which is located about 30 miles away from Family Dis-
count, closed after it was raided by the DEA, as I just mentioned.
And the raid was covered in the local media at the time, but due
diligence files Cardinal provided the committee do not indicate that
the company knew about this event. Is that something Cardinal
should have investigated or known?

Mr. BARRETT. I think today under our procedures in our, essen-
tially, know your customer model, we try to take into account what
factors that we can that are fact. Those weigh into the judgment
along with various analytical tools that relate to the nature of the
community of practices that a pharmacy serves. So very likely
today that would have been a factor that would have been—it
would have been caught in the system.

Mrs. WALTERS. OK. Cardinal’s policies indicate that, as of 2016,
two people must now sign off on the decision to raise certain drug
threshold levels above 20,000 and above 40,000 a month. Before
that policy was adopted, was Cardinal failing to properly vet
threshold level adjustments?

Mr. BARRETT. I'm not sure, Congresswoman, that I could say that
we were failing to reflect that. I think we were using the tools of
the moment. And it was probably much more subjective judgment
than what would happen today. Today it is a much more rigorous,
evidence-based, data-based decision, and it doesn’t have the same
kind of subjectively I think that was present at that moment.

Mrs. WALTERS. OK. Cardinal Health has advised the committee
staff that, starting in 2012, your corporation implemented stronger
compliance systems. However, I would note that, in March 2017,
the California State Board of Pharmacy filed a complaint against
Cardinal’s Valencia, California, facility for shipping suspicious or-
ders, including hydrocodone, during 2012 to 2015, to Pacific Plaza
Pharmacy.

I would further note that the conduct of the Cardinal Valencia
facility figured in the 2008 $34 million settlement with the Justice
Department and DEA. The shipments to Pacific Plaza involved
sharp increases in the volume of controlled substances over a pe-
riod of time. There were also orders of significant amounts of the
highest available strength of drug compared to lower strengths, a
red flag for illegitimate pharmacy dispensing.

I understand Cardinal is contesting the complaint. But, Mr. Bar-
rett, shouldn’t Cardinal Health’s stronger compliance system have
been able to detect and to prevent these transactions?
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Mr. BARRETT. Congresswoman, if I'm responding, I think, to the
case that you referred to, and, again, this is important, we ship to
a pharmacy that had an employee that stole a product. We were
then criticized for shipping to the pharmacy and not being able to
detect that internal theft.

Again, I think this in some ways highlights part of the challenge.
We ship to hospitals and pharmacies all over this country. There
are things that may happen inside their watch.

If the volumes are not things that would normally hit our thresh-
olds that are happening at a much lower level, and this can hap-
pen, that is something we probably would not somebody detect.

And so, again, this may or may not be the situation you’re refer-
ring to. If it is, and I think it may be, that’s essentially what the
issue is.

But for us today, we are driven by strict thresholds, and those
are limits on the amount of certain products, 120 categories of
drugs that can go to certain pharmacies.

Mrs. WALTERS. OK. Thank you.

I'm out of time.

Mr. HARPER. The Chair now recognizes the gentleman from
Georgia, Mr. Carter, for 5 minutes.

Mr. CARTER. Thank you, Mr. Chairman.

And thank all of you for being here today. We appreciate this
very much.

I have to say that I'm pleased thus far that my colleagues have
not made this a witch hunt. But instead, I think they’ve asked
some great questions and very fair questions.

What I've heard, and I've been kind of in and out, but what I've
heard is that you’ve acknowledged that you have a responsibility
here and that you understand that. What I think I've also heard
is that if you knew back then what you know now, you’d do things
differently. And I think that’s true for all of us in this profession.
And I say that having practiced pharmacy for over 30 years.

I'm going to ask you all to be very, very honest with me right
now, because I'm concerned, as Dr. Burgess mentioned, about the
role of the DEA.

Now, we've already had the DEA before this committee, and I
think we had—I think we kind of had it backwards. I wish I could
have another shot at them, to be quite honest with you, to ask
them some questions.

But let me—I just ask any of you. I assume all of you are compli-
ant to ARCOS, that you’re reporting. What does DEA do with that
information? Do you know? And if you can be brief, because I've got
a bunch of questions.

I ask you, Mr. Hammergren. Do you have any idea what DEA
does with that information?

Mr. HAMMERGREN. No, I don’t, sir.

I would also say, Congressman, some of this testimony, you see
these pharmacies switch wholesalers back and forth.

Mr. CARTER. Absolutely.

Mr. HAMMERGREN. We don’t see it before that happens.

Mr. CARTER. OK.

Mr. Collis, do you have any idea what the DEA does with this?
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Mr. Corris. No. No. We would like more feedback. We’d also like
[off mic] the rules, for example, on what constitutes a suspicious
order.

Mr. CARTER. OK.

Mr. CoLLIS. Very, very helpful. I know one of the gentlemen and
I think we would be very interested in complying with the rules.

Mr. CARTER. Let me ask any of you. Has the DEA ever come to
you and said do not send opioids to that pharmacy or to that clinic
or to that hospital? Has anybody ever been told that by the DEA?

Mr. CoLris. Not to my knowledge.

Mr. CARTER. Have they ever given you any kind of directions or
guidelines? You know, I get it if they’re outside of the rim, you
know, and obviously there’s something going on. But, I mean, aside
from that.

Mr. Collis.

Mr. CorLis. Well in 2007, we had a lot of discussion with them,
and we developed our current controlled substance order moni-
toring program and with the understanding that this was where
they wanted the industry to go to.

So I would say we do have regular consultation with them. We
have worked with them on training programs.

I wouldn’t say it’s—I would say, like all relationships, it can be
improved and worked upon.

Mr. CARTER. Right. Right.

Mr. CoLLIS. But it’s not totally without communication and col-
laboration.

Mr. CARTER. Let me ask you this. Obviously, you know the dif-
ference in a schedule two drug and a schedule three drug. The
DEA schedules those depending on the tendency for addiction.

When did hydrocodone become a C two drug?

Mr. CoLuis. I do not know.

Mr. CARTER. I will tell you. It became a C two drug in 2014.

Why did it take so long, do you think, for the DEA to reclassify
hydrocodone from a C three to a C two drug? Do you treat C two
drugs differently from C three drugs?

I know you do, because when I get them from you, or when I
used to get them from you, I had to sign different documents that
came in a different box. They came sealed.

Now, we’re talking about all these pills that came here, and they
weren’t sealed, they weren’t on a different invoice or anything else.

I'm just wondering, and, again, I wish I could ask the DEA this,
why did it take so long to reschedule hydrocodone?

The last thing I will say is this. Mr. Smith, you were involved
in the situation in West Virginia. And I'm not taking up for you
guys. You guys have a responsibility, and I believe you take that
responsibility very seriously. And what I said earlier, I believe. I
believe that if you had it to do to over again, you’d do some things
differently.

Mr. Smith, there was a doctor, a Dr. Katherine Hoover, who ac-
counted for 69 percent of all the prescriptions that were written
during that timeframe in this town in West Virginia. Do you know
whatever came about with Dr. Hoover? Do you know where she is
today?
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Mr. SMITH. I believe they referred to her earlier, and that she’s
either—oh, I'm sorry.

Thanks, Steve.

I believe she was referred to earlier and that there’s either been
disciplinary action taken with her or she’s left——

Mr. CARTER. She fled to the Bahamas. She bought an island.
Twenty-one doctors, Dr. Burgess pointed out, 21 doctors in the
whole Nation.

Now, when you’re sending drugs to a pharmacy, and it’s out of
control, there’s one of two things happening. Either that pharmacy
is out of control and they’re selling drugs out the back door, or
there’s a doctor who’s out of control in that area.

Has the DEA ever come to you asking you about a particular doc-
tor?

Mr. CoLLis. Not to the best of my knowledge.

Mr. CARTER. Nobody has.

Dr. MASTANDREA. We have received subpoenas regarding physi-
cians.

Mr. CARTER. Good. Thank you. I'm glad to hear that. And I hope
that we will hear that.

I'm sorry. I'm out of time. But, again, we all have responsibility
in this. All of us. There is no one solution to the opioid epidemic.
All of us. Pharmacists, distributors, manufacturers, physicians, all
of us have a responsibility.

And I appreciate your role in that responsibility and you accept-
ing that role in that responsibility. This is very important. You can
help, and I hope that you are committed to helping. I believe that
you are.

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

Mr. HARPER. The gentleman yields back.

The Chair will now recognize the gentleman from Pennsylvania,
Mr. Costello, for 5 minutes.

Mr. CosTELLO. Thank you, Mr. Chairman.

Mr. Barrett, the committee asked Cardinal Health how it as-
sessed whether the 6.5 million opioid pills distributed to Family
Discount Pharmacy over a 5-year period was an appropriate num-
ber to send to a town of less than 2,000 people. The company’s re-
sponse was that Family Discount in Mount Gay-Shamrock was a
large pharmacy that served the broader Logan County, which has
a population of 35,000 people.

When Cardinal investigators reviewed several high-volume pur-
chases of controlled substances in 2008, they did not cite the coun-
ty population in their investigation. They instead cited the popu-
lation within a 35-mile radius of the pharmacy as 2,600 people. I
know which figure looks better for the company, but why is the
company now relying on the county population data when it cited
a more limited area in its investigation of this pharmacy?

Mr. BARRETT. Mr. Congressman, let me start by saying, and I
have mentioned earlier, if we looked at that pharmacy today and
those patterns, we would have come to different conclusions. So I
can only observe what I see in the documents back then.

I think the pharmacy is—its volumes are not necessarily dictated
by the size of the community. It’s dictated by the nature of the cus-
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tomers that it serves: hospitals, clinics, surgery centers, regional
centers.

So in some cases, rural centers—excuse me—rural pharmacies,
which have small populations, search a large area. So I think that
may have been part of the judgment.

What is important for me today is looking at it with today’s eyes.
And with today’s eyes, I still think we would have made a different
decision.

Mr. CosTELLO. Thank you.

Cardinal also told the committee that when assessing pharmacy
drug orders it doesn’t have the full picture of how many pills are
being sent to a pharmacy or the surrounding area by other dis-
tributors. That’s because the company does not have the ARCOS
data collected by the DEA. But this argument that the distributor
has to see the full picture to recognize issues with its own distribu-
tion is nevertheless problematic, I think.

Using ARCOS data, the committee was able to determine how
many opioids Cardinal alone dispensed to pharmacies in ZIP Codes
surrounding Family Discount. The company sent over 16 million
hydrocodone and oxycodone pills to that West Virginia region be-
tween 2006 and 2016. Family Discount received 6.7 million of those
pills and its Stollings location received another 1 million.

Mr. McKinley, I apologize if I pronounced Stollings wrong. I
think I got it right, but if I did.

Cardinal could see that 46 percent of its own distribution of opi-
ates to the region was going to two related pharmacies.

Mr. Barrett, can you really tell me that Cardinal needed to know
what other companies were distributing in order to raise a red
flag? I understand what you just said about hospitals in the region,
but I'm trying to dig a little bit deeper here.

Mr. BARRETT. So again, I can only repeat what I've said about
this. I've seen enough in reviewing this file to say that we should
have seen patterns earlier. But I think the comment that was in
our document is generally true about how we do assessment of
pharmacies, that there are many factors that go beyond simply the
size of the community.

Mr. CosTELLO. Right. But you did cut off Family Discount in
2012. Why is that?

Mr. BARRETT. Again, I think our team had enough data at that
point in that moment at that time to say we are not comfortable
with these levels of hydrocodone and oxycodone and at that point
made a decision to cut off those pharmacies.

Mr. CoSTELLO. But that data did not yield conclusions as to other
pharmacies at that moment in time? Presumably not if you didn’t
stop.

Mr. BARRETT. I really can’t answer that. I'm sorry. I just don’t
know the answer to that, sir.

Mr. COSTELLO. In addition to knowing what Cardinal itself dis-
tributes to a pharmacy, the company can also ask a pharmacy to
produce a drug dispensing report. Is that correct?

Mr. BARRETT. I’'m sorry. Could you repeat one more time

Mr. COSTELLO. In addition to knowing what Cardinal itself dis-
tributes to a pharmacy, the company can also ask a pharmacy to
produce a drug dispensing report. Is that correct?
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Mr. BARRETT. I think that may occur from time to time, yes.

Mr. COSTELLO. In the case of Family Discount, Cardinal asked
for and received drug dispensing reports, an example of which can
be found on tab 55, tab 55 in the document binder. Dispensing re-
ports contain information about all the prescriptions and drugs a
pharmacy sends out the door, not just the drugs that Cardinal sup-
plied. Is that correct?

Mr. BARRETT. I think that’s correct, sir.

Mr. CosTELLO. And for Family Discount, investigators requested
drug dispensing reports multiple times as they reviewed high or-
ders for controlled substances. Isn’t that right?

Mr. BARRETT. Sir, I believe all this is in the documents. But I
believe that’s correct.

Mr. CoSTELLO. Very good.

I will yield back the balance of my time.

Mr. HARPER. The Chair will now recognize the gentlewoman
from Tennessee, Mrs. Blackburn, for 5 minutes.

Mrs. BLACKBURN. Thank you, Mr. Chairman.

Thank you all for being here today. We appreciate this.

And I think probably what you’re hearing from us on each side
of this dais is enough is enough. And you all have faced penalties.
You have had settlements. You have had memorandums. We have
covered every bit of that.

And just as we are doing more at this committee to get our arms
around this issue, legislation that we are moving forward with, we
expect you all to do more also.

And I have spent a lot of my time since I was in the senate in
Tennessee, the Tennessee State Senate, doing roundtables, visiting
treatment centers, sitting down with families, law enforcement,
hearing their stories. And what we know is that the opioid crisis
is different. The detox, the treatment, the recovery is different. And
this is going to have to be a concerted effort to end this crisis.

And Senator Portman has CARA 2.0 in the Senate. I have it
along with Congressman Ryan here in the House. It’s totally bipar-
tisan. Another billion dollars to go toward addressing this crisis. So
we do expect you all to work with us on this.

And I have got kind of a different set of questions I want to run
through fairly quickly, and this will be a yes or no. And I'm going
to start with you, Mr. Barrett, straight down the list.

Have any of you personally met with families who have lost loved
ones or survivors, individuals who are in recovery? Just yes or no
right down the line.

Mr. BARRETT. Yes, ma’am.

Dr. MASTANDREA. Yes.

Mr. HAMMERGREN. Yes.

Mr. SMITH. I have not.

Mrs. BLACKBURN. You have not?

Mr. CoLuis. Yes.

Mrs. BLACKBURN. OK. So four of you have.

Now, let me ask you this. Do you have employees who are in
treatment or recovery for opioid addiction, and does your insurance
cover that treatment for these employees? Because what I under-
stand is it takes about a year to a year and a half for someone to
rewire their brain. Yes or no, straight down the line.
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Mr. BARRETT. I believe our coverage does cover behavioral health
issues.

Dr. MASTANDREA. Yes, we do have employees who have had sub-
stance abuse problems, and we do cover substance abuse treat-
ment.

Mr. HAMMERGREN. Sadly, Congresswoman, I've had employees as
well that are in treatment. And in addition to the insurance, we've
also got a fund that helps them anytime it’s outside of the treat-
ment from insurance to cover those costs.

Mr. SMITH. I was generally not told about any health conditions
of any employees, so I can’t speak to that. But I do believe that
during my tenure that would have been covered.

Mrs. BLACKBURN. Yes or no is fine.

Mr. Collis.

Mr. CoLLis. 'm not aware. I do not know.

Mrs. BLACKBURN. You do not know.

Well, let me ask you this. When you started distributing the
opioids, were you aware of the addictive nature of this drug? Yes
or no, straight down the line.

Mr. BARRETT. Our company’s been distributing opioids

Mrs. BLACKBURN. Yes or no.

Mr. BARRETT [continuing]. For as long as it’s been in business.
I would assume that we know that all drugs have side effects.

Mrs. BLACKBURN. OK.

Yes or no.

Dr. MASTANDREA. Yes.

Mrs. BLACKBURN. You were.

Dr. MASTANDREA. We know the requirements of the DEA sched-
ules.

Mrs. BLACKBURN. OK.

Mr. Smith.

Mr. SMITH. We know there’s a tradeoff with every drug.

Mrs. BLACKBURN. OK. All right.

Mr. CoLLIs. It’s done in a pure clinical decision.

Mrs. BLACKBURN. All right.

OK. We've talked a little bit about your algorithms and the way
you’ve changed your protocols, moving to more of an evidence-based
database, a platform less subjective. And we hope that that helps
with the distribution.

I want to know from each of you, how many pharmacies have you
removed from your distribution list?

Straight down the line. You can say—give me the number or “I
don’t know.” And then you’ll submit it for the record.

Mr. CoLris. We have 800.

Mrs. BLACKBURN. I'll get to you in a minute.

Mr. Barrett.

Mr. BARRETT. We have cut off or refused to do business with a
thousand or more.

Mrs. BLACKBURN. A thousand.

You don’t know? Please submit for the record.

Mr. HAMMERGREN. Hundreds.

Mrs. BLACKBURN. Hundreds? I'd like an exact, please.

Mr. SmITH. What time period are you asking for?
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Mrs. BLACKBURN. Well, through the history of your company.
How many of——

Mr. SMITH. I wouldn’t be able to give an exact number, but hun-
dreds.

Mrs. BLACKBURN. OK, find a number and let us know.

Mr. CoLLIis. We have a robust list that we have 800 pharmacies.

Mrs. BLACKBURN. I would to know—800. That you've cut off or
that you distribute to?

Mr. CoLLis. That we do not ship to.

Mrs. BLACKBURN. Eight hundred. OK. That is wonderful.

And how often does your algorithm flag a—and you all can sub-
mit this, because I'm out of time and there are others who want
questions.

I want to know, how often does your system flag a bad phar-
macy? And then what is your threshold? You have mentioned
thresholds several times, but you have not given a specific as to
what that threshold is that kicks a pharmacy out. And if each of
you will submit that in writing, I'd appreciate it.

Thank you. I yield back.

Mr. HARPER. The Chair will now recognize the gentleman from
New Jersey, Mr. Lance, for 5 minutes.

Mr. LANCE. Thank you very much, Mr. Chairman.

Dr. Mastandrea, Miami-Luken noted that in June of 2015, fol-
lowing a review of Westside Pharmacy’s dispensing data, the com-
pany identified concerns with two of the pharmacy’s top prescribing
physicians of oxycodone, Dr. David Morgan and Dr. Sanjay Mehta.
The company has said that you expressed your concerns to the
pharmacy’s owner who assured you the pharmacy would no longer
fill their prescriptions effective June 30 of 2015.

However, as I understand it, in October of that year, Miami-
Luken learned that Drs. Morgan and Mehta continued to be among
the pharmacy’s top prescribing physicians.

When Miami-Luken learned that Westside pharmacy had not
been truthful by continuing to fill prescriptions written by these
doctors, did you drop the pharmacy as a customer?

Dr. MASTANDREA. We probably dropped that customer within 30
days of finding out that she was not cooperating with us.

Mr. LANCE. On November 4, 2015, your director of compliance
performed a site evaluation at Westside Pharmacy. You will find
this evaluation in the binder at tab 33. Shouldn’t your site inves-
tigators have investigated the pharmacy’s falsehoods instead of ig-
noring them?

Dr. MASTANDREA. I'm sorry. The question was shouldn’t the in-
vestigators have done what?

Mr. LANCE. Shouldn’t your site investigators have investigated
the pharmacy’s falsehoods instead of apparently ignoring them?

Dr. MASTANDREA. I think that they should have investigated the
pharmacy in totality.

Mr. LANCE. After you knew the pharmacy wasn’t telling you the
truth by continuing to fill prescriptions written by Drs. Morgan and
Mehta, did Miami-Luken agree to increase Westside Pharmacy’s
oxycodone threshold in November 2015?

Dr. MASTANDREA. I am not aware of that.
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Mr. LANCE. I request that you review the situation and give the
committee an answer, yes or no. Not being aware of that is not suf-
ficient, and please report back to the committee with the answer.

Dr. MASTANDREA. My counsel will do so.

Mr. LANCE. Thank you.

Given that the DEA cited Miami-Luken’s relationship with
Westside Pharmacy in its order to show cause, doesn’t that raise
a question in your mind about your company’s due diligent efforts
with respect to this pharmacy?

Dr. MASTANDREA. Congressman, we were in the process of vet-
ting that particular customer at the time we received the order to
show cause. We had already terminated—I believe there were 13
different customers that were on the order to show cause and we
terminated, prior to receiving the order to show cause, all of them
with the exception of Westside Pharmacy, which we were in the
process of vetting at the time. When we found that they were on
the order to show cause, enough was enough, and we terminated
the relationship.

Mr. LANCE. It’s my belief that the relationship was terminated
at a point well beyond when it should have been terminated.

I realize that monitoring for and reporting suspicious records is
often complicated. Therefore, I take this opportunity to discuss a
proposal that may enable distributors and the DEA to use the data
that is available to them in a more effective way. And this is for
the entire panel.

Technology today that didn’t exist when ARCOS was put into
place is able to deliver information that would allow the DEA to
stop a suspicious order before it is filled. I, along with colleagues
in the Senate, I am working on a proposal that would create a new
data platform for the DEA to utilize moving forward so that this
situation is ameliorated to the greatest extent possible.

To the entire panel, will you commit to working with me and
other Members of Congress—and this will be completely bipartisan,
I assure you—to create a system that can effectively ensure that
we are ready to police suspicious orders in a way that is truly effec-
tive? And as Congresswoman Blackburn suggested, going down the
line.

Gentlemen.

Mr. BARRETT. I would support any technology that would help us
do this job better, yes.

Dr. MASTANDREA. Yes.

Mr. HAMMERGREN. I look forward to working with you.

Mr. SMITH. I am no longer employed in the industry, but I wish
you the best of luck.

Mr. LANCE. Yes, we will need more than luck.

Mr. CoLLis. Yes. Absolutely.

Mr. LANCE. Thank you.

I yield back the balance of my time, Mr. Chairman.

Mr. HARPER. The gentleman yields back.

And I would like to clarify for the record that Miami-Luken did
increase the threshold, as Mr. Lance described. The Chair will
now—and also would like to put into the record a letter so signi-

fying.
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Without objection.!

Mr. HARPER. Now the Chair will recognize the gentleman from
West Virginia, Mr. McKinley, for 5 minutes.

Mr. McKINLEY. Thank you, Mr. Chairman. And thank you, be-
cause I'm not a member of this committee, for the opportunity to
address the panel and carry on.

I'm from West Virginia we’ve been hearing about all day today.
The fury inside me right now is bubbling over with how we’re going
to address this problem. And for several of you to say you had no
role whatsoever in this, I find it particularly offensive when we've
had over 900 people a year dying in West Virginia because of lack
of attention on your algorithm and your operation. And deflecting
responsibility saying, “I just had to fill the order,” no, you had a
role. You had a role.

So let me just—Mr. Hammergren, if I could focus on you. You
said you have notified the DEA of suspicious activity—suspicious
orders. But between years 2001 and 2014, did any of those sus-
picious orders involve West Virginia?

Mr. HAMMERGREN. I can’t be certain, Congressman. We've re-
ported between 2000—in that period of time, around a million or-
ders to the DEA as suspicious.

Mr. McKINLEY. Well, I just want to, for all of you, between 2001
and 2014, none of you were complying with State law. State law
says if there is a suspicious order that you file with the DEA,
you’re supposed to send a copy of that order to the West Virginia
Board of Pharmacy, and none of you have done it between those
time periods. Not only a suspicious order, but at the end of every
month, you're supposed to file a report that says, during the past
month, they give you 15 to the end of—after 15 days, you're sup-
posed to file a report with the Board of West Virginia Pharmacy
saying no suspicious orders took place in West Virginia.

But you didn’t do it. And that was some of the heart. That was
the genesis. That’s when this disease really took hold in West Vir-
ginia. And you weren’t complying. But yet you said the same thing.
You said: We're not responsible.

I think you very much were responsible.

So, Mr. Hammergren, again, do you agree that a person like Dr.
Hoover should be held accountable for her actions and perhaps pay
more than a fine for her actions?

Mr. HAMMERGREN. Congressman, I don’t know Dr. Hoover, and
I don’t know the situation of her case.

Mr. MCKINLEY. Do you just think in general doctors that spread
this poison, writing 40,000, 50,000, 100,000 of prescriptions on
opioids, should pay a penalty?

Mr. HAMMERGREN. Absolutely, Congressman.

Mr. McKINLEY. OK. What about pharmacies, pharmacies that
are following that order? The one that we have in particular, Sav-
Rite pharmacy. Should that pharmacy, should that pharmacist be
held accountable for what he’s done?

Mr. HAMMERGREN. In fact, I think that pharmacy was closed, per
some earlier

1The letter appears in the document binder, which has been retained in committee files and
also is available at https:/ /docs.house.gov /| Committee | Calendar | ByEvent.aspx?EventID=108260.
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Mr. McKINLEY. What about—no, no. It may have been closed. He
may have lost his job. But what about him or her who filled the
order? Should she have been held accountable?

Mr. HAMMERGREN. I don’t know the specifics. I can’t comment on
it.

Mr. McKINLEY. OK. I'm coming back. I'm setting this up. I want
to know whether you all should be held accountable. Because if the
doctors and the pharmacies are being held accountable, I sure as
the dickens would think you all have a role in this thing, too.

So if T could, I want to go back again, Mr. Hammergren, to you.
Let me try again with another. Do you regret any role that your
company has played in this crisis?

Mr. HAMMERGREN. Congressman, I don’t know how you could
look at this crisis and not feel terrible about what’s going on in this
country. And I certainly believe in situations like the Sav-Rite
pharmacy and——

Mr. McKINLEY. So you do regret——

Mr. HAMMERGREN. I feel terrible about this——

Mr. McKINLEY [continuing]. That what McKesson did in partici-
pating in this scourge that’s ravaged this country, you regret it?

Mr. HAMMERGREN. I feel terrible about this crisis.

Mr. McKINLEY. So what’s the proper accountability? What’s the
punishment? It’s just a slap on the wrist of maybe 100th of 1 per-
cent of the revenue? What’s the accountability, what’s the punish-
ment that fits this crime when 900 people in West Virginia lose
their life or 115 people lose their lives across this country? Just a
slap on the wrist? A financial penalty? Or should there be time
spent for participating in this?

So I just want you to feel shame about your roles, respectively,
in all of this, how we’re going to get through this.

So apparently I have run out of time, but—let me just leave it
at that. I am so frustrated for the people in West Virginia and
across this country that you all have not played and stepped up,
took more responsibility for this.

I yield back my time.

Mr. HARPER. The Chair now recognizes the gentleman from Ohio,
Mr. Johnson, for 5 minutes.

Mr. JOHNSON. Thank you, Mr. Chairman.

And, gentlemen, thank you for being here today.

I have listened with interest to today’s testimony and the ques-
tions that you have responded to. It’s a very tough subject. Eastern
and southeastern Ohio sits at the epicenter of the opioid epidemic.
I hear about it every day that I'm out and about in my district.

And I don’t know if you've heard this yet today, but I'm glad you
folks are at the table. And part of my questioning is going to be,
where do we go from here? What are the solutions to this problem
that you folks have been looking at and maybe some things that
you’re looking at down the road?

Let me start out with Dr. Mastandrea. Do I have that pro-
nounced right? And I apologize

Dr. MASTANDREA. Yes, sir.

Mr. JOHNSON. OK.

As I mentioned, I represent eastern and southeastern Ohio. It in-
cludes the town of Wheelersburg in Scioto County. In 2008 Scioto
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County had an overdose death rate of more than 27 times the na-
tional average.

For several years, 2005 through 2011, Dr. Margy Temponeras
owned and operated the Unique Pain Management Clinic there in
Wheelersburg. This clinic was a pill mill. Temponeras saw more
than 20 patients per day who paid cash, starting at $200 for each
appointment, and received monthly prescriptions for similar com-
binations of medications such as 120 to 150 pills of oxycodone and
90 pills of Xanax.

In April of 2017, Dr. Temponeras pleaded guilty in U.S. District
Court to conspiracy to distribute a controlled substance, which she
did through a pain clinic and dispensary.

Between November 2008 and August 2010, Miami-Luken sup-
plied the Unique Pain Management Clinic with controlled sub-
stances, including oxycodone.

So my first question. According to the DEA, December of 2008
was the first full month that Miami-Luken began shipping to Dr.
Temponeras. In that month’s shipment, 97 percent of the total dos-
age units were controlled substances and 84 percent of the con-
trolled substances ordered, totaling 71,100 dosage units, were
oxycodone.

Do those numbers seem unusually high to you?

Dr. MASTANDREA. Congressman, I find it to be unusual that we
would sell directly to a physician. I find it unusual that she would
be a dispensing physician. By doing that, she bypassed all of the
checks and balances that were in place.

Mr. JOHNSON. OK. But I'm not talking about what she did. I'm
talking about what you guys did. Did those numbers

Dr. MASTANDREA. That’s right. And what we should not have
done, we never should have supplied to a dispensing physician.

Mr. JOHNSON. All right. Given that, should those orders be inves-
tigated, do you think?

Dr. MASTANDREA. Those orders should have never been shipped.

Mr. JOHNSON. But should they be investigated?

Dr. MASTANDREA. How so?

Mr. JOHNSON. Well, I think, if my facts are correct, Miami-Luken
claims to have investigated Dr. Temponeras and the clinic. You,
yourself, stated that in November 2008 one of the company’s sales-
men conducted an inspection. However, according to the DEA, that
inspection was cursory at best and it failed to take into account the
area’s prescription drug problem.

Then, in 2009, Miami-Luken CEO Tony Rattini and compliance
manager Jim Barclay showed up to investigate on a day when the
facility was closed and never returned to visit when it was open.

So I guess my question to you is, looking back in retrospect, are
those instances, in your opinion, adequate due diligence? I mean,
you express outrage now that it never should have happened. But
was due diligence supplied, do you think, when the opportunity
presented itself?

Dr. MASTANDREA. Due diligence was attempted in that particular
situation.

Mr. JOHNSON. When they showed up and didn’t show back up,
the alarm bells didn’t go off?

Dr. MASTANDREA. I said it was attempted.
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Mr. JoHNSON. OK. All right.

My time has expired. But I do appreciate you folks being here.
And I know that—I know there’s a lot of emotion around this issue.
There certainly is in my district. And I want to thank you for any
work that you are doing and continue to do to help us get a handle
on this, 115 people dying per day. We need your engagement at
your level to get this problem resolved.

Mr. Chair, I yield back.

Mr. HARPER. The Chair now recognizes the gentleman from Flor-
ida, Mr. Bilirakis, for 5 minutes.

Mr. BILIRAKIS. Thank you, Mr. Chairman.

And I appreciate you all being here. This is something we need
to focus on. It’s an epidemic, and we need your engagement, as my
colleagues said.

So I'm glad to hear that the drug distributors acted in recent
years to reform the policies and tighten controls on the distribution
of opioid pain pains. But I'm surprised to hear, why did it take so
long?

And Florida was awash in pain— I represent the State of Flor-
ida, the Tampa Bay area, as you know, and the Tampa Bay area,
in particular, but the whole State of Florida was awash in pain
pills back in 2010. And it’s taken significant efforts by law enforce-
ment and Florida lawmakers, the local lawmakers, to battle the
prescription drug epidemic in recent years.

On the part of the distributors, I'm concerned that you may not
be on the same page. For instance, Mr. Barrett, Cardinal was the
subject of a DEA administration action in Florida several times
over the years. The DEA took enforcement action against Car-
dinal’s Lakeland, Florida, distribution center in 2007 for failure to
maintain effective controls against the diversion of hydrocodone
and again for similar allegations involving oxycodone in 2012.

In court documents involving the 2012 action, the company made
an interesting point. Cardinal said between 2009 and 2012 it
stopped distributing controlled substances to 149 Florida phar-
macies. But the company noted that 113 of those Florida phar-
macies still had DEA registrations as of 2012. That means even
though Cardinal had cut off pharmacies it suspected of drug diver-
sion, other drug distributors were still doing business with them.

I understand the committee’s investigation turned up numerous
examples in West Virginia of one distributor dropping a pharmacy
due to diversion concerns only for another distributor to imme-
diately start doing business with the pharmacy. I mean, that’s very
concerning again.

So for all the witnesses, starting over here, I'd like all your com-
panies to address two questions, please.

First, when your company is considering bringing on a new phar-
macy as a customer, do you verify whether that particular phar-
macy was cut off from another distributor for suspected diversion?

Please begin.

Mr. BARRETT. Congressman, I don’t think we can know for sure.
Actually, we don’t have access to that information that another
company has necessarily cut off a pharmacy. We may, but there’s
nothing in the mechanics of the regulatory process that makes that
happen.
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Mr. BiLIRAKIS. All right. Next, please.

Dr. MASTANDREA. We ask them whether or not—why they are
coming to us and whether or not they were with another dis-
tributor and why they left that distributor.

Mr. BILIRAKIS. And you take their word for it?

Dr. MASTANDREA. We do as much due diligence investigation as
we possibly can, but it’s, unfortunately, a trade.

Mr. BILIRAKIS. Next, please.

Mr. HAMMERGREN. It’s difficult for us to get accurate information
on that.

Mr. BIiLIRAKIS. Next, please.

Mr. SMITH. In my experience at H.D. Smith, that was something
that we sought from the customer, an explanation, if they were
leaving another wholesaler. But, no, we didn’t talk to the other
wholesaler about it.

Mr. BILIRAKIS. Next.

Mr. CoLuis. I agree with the previous comments. That informa-
tion would be very helpful, Congressman.

Mr. BiLirAKIS. OK. Next question. And second, what safeguards
do you have in place to ensure your company is not bringing on a
bad actor as a customer after they were dropped by one of your
competitors?

Let’s start again from you.

Mr. BARRETT. So, Congressman, given the observation I made
earlier, which is you don’t know for certain, we try to take, in this
know-your-customer program of ours, any information that will
help us dictate the nature of that pharmacy, who it serves, what
its customers are, and whether or not there are any red flags.

Mr. BILIRAKIS. So what safeguards do you have?

Mr. BARRETT. I’'m sorry?

Mr. BILIRAKIS. What safeguards do you have in place, any par-
ticular safeguards? Name a few safeguards.

Mr. BARRETT. Well, as I mentioned today, we have either not
taken on or shut off a thousand pharmacies over these last 7 or 8
years. So we literally put in place

Mr. BILIRAKIS. What kind of process?

Mr. BARRETT. If they won’t qualify, they don’t get products from
us.

Mr. BILIRAKIS. Do you have any kind of a process that you go
through?

Mr. BARRETT. Yes, a very rigorous process, Sir.

Mr. BILIRAKIS. All right. Go next, because I don’t have a lot of
time. Next, sir, please.

Dr. MASTANDREA. We ask for drug utilization reviews from every
new customer.

Mr. BILIRAKIS. All right. Next, please.

Mr. HAMMERGREN. We certainly—first, we’ll check with the regu-
latory agencies, the DEA and the State boards of pharmacy, make
sure the licensing is all done. That would be a baseline check.

So certainly if there was a problem that was reported to the DEA
and the DEA reported it to us, or a State pharmacy board, that
would be the end of the decision relative to that pharmacy.

Mr. BILIRAKIS. Do you do that as well, sir?
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Mr. SMITH. We had a due diligence process that included all the
elements I think that you’ve heard from the other wholesalers.

Mr. BILIRAKIS. OK. Yes, please.

Mr. CoLuis. If we did bring on a new customer, we would have
extensive monitoring requirements and look at—in our suspicious
order program, we’d be looking at what is the content of the orders
that we receive from that pharmacy.

Mr. BILIRAKIS. Would you also—for the first two—would you also
check with the regulatory agencies as well.

Mr. BARRETT. Yes. We can’t onboard a pharmacy without the
proper authorization from the regulatory agencies.

Mr. BiLiraKIS. That’s a common practice for you as well?

Mr. BARRETT. It’s a standard practice.

Mr. BiLiraKIS. OK. Standard practice.

OK. Thank you very much. I appreciate it.

I yield back, Mr. Chairman.

Mr. HARPER. The gentleman yields back.

Certainly, I think each of you recognize and would agree that the
distributors are the first line of defense against diversion of opioids.

And I know we've spent a lot of time on West Virginia. Is it been
on the front line of the opioid epidemic. That’s why we use appor-
tions of the State as a case study in this investigation. But it leads
us to wonder are there other hot spots across the country that
there are problems that maybe we haven’t really seen enough of
that information yet.

So given what you’ve heard today, will each of you commit to
look for communities across the country where the volume of
opioids that your company distributed appear far in excess of what
the community can sustain?

Mr. BARRETT. Sir, we will and we do.

Dr. MASTANDREA. Absolutely.

Mr. HAMMERGREN. Absolutely.

Mr. SMITH. I'm not in a position to do that.

Mr. CoLLis. We will. And, unfortunately, you know, opioids seem
to thrive in communities where there often is, you know, hardship.
And so we feel particularly concerned about that.

Mr. HARPER. I want to thank each of you for taking your valu-
able time to help us on this very important matter. I know every-
one recognizes the seriousness of this. We’re going to have to look
at every aspect of what goes on. But we do appreciate the time.

I want to remind Members that they have 10 business days to
submit questions for the record. And I ask that the witnesses agree
to respond promptly to those questions.

Mr. HARPER. With that, the subcommittee is adjourned.

[Whereupon, at 12:50 p.m., the subcommittee was adjourned.]

[Material submitted for inclusion in the record follows:]
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U.S. HOUSE OF REPRESENTATIVES
COMMITTEE ON ENERGY AND COMMERCE

511785

May 4, 2018
TO: Members, Subcommittee on Oversight and Investigations
FROM: Committee Majority Staff
RE: Hearing entitled “Combating the Opioid Epidemic: Examining Concerns About

Distribution and Diversion.”

The Subcommittee on Oversight and Investigations will hold a hearing on Tuesday, May
8, 2018, at 10:00 a.m. in 2123 Rayburn House Office Building. The hearing is entitled
“Combating the Opioid Epidemic: Examining Concerns About Distribution and Diversion.”

The purpose of this hearing is to investigate the role of wholesale drug distribution and
diversion in the opioid epidemic in the U.S. Specifically, the hearing will examine whether any
breakdowns occurred in the closed system for controlled substance distribution, established
under the Controlled Substances Act (CSA), resulting in massive amounts of prescription opioids
being shipped to small-town pharmacies in rural West Virginia while the opioid crisis continued
to worsen throughout the U.S., but particularly in West Virginia.

I WITNESSES

e George S. Barrett, Executive Chairman of the Board, Cardinal Health, Inc.;

¢ Steven H. Collis, Chairman, President and Chief Executive Officer, AmerisourceBergen
Corporation;

e John H. Hammergren, Chairman, President and Chief Executive Officer, McKesson
Corporation;

¢ Dr. Joseph Mastandrea, Chairman of the Board, Miami-Luken, Inc.; and

e J. Christopher Smith, Former President and Chief Executive Officer, H.D. Smith
Wholesale Drug Co.

I BACKGROUND

Opioid prescription drugs are used for pain management. In the U.S., about 6.9 percent
of all adults have used an opioid analgesic during the last 30 days.! Opioid prescribing rates

tKristen Kenan, Karin Mack, and Leonard Paulozzi, Trends in prescriptions for oxycodone and other commonly
used opioids in the United States, 2000-2010, 6 Open Med.e41 (2012) available at
https://www.ncbinim nih.gov/pme/articles/PMC3659213/,



108

Majority Memorandum for May 8, 2018, Subcommittee on Oversight and Investigations Hearing
Page 2

peaked in 2012 with more than 255 million prescriptions written in that year. In 2016, the
number decreased to slightly more than 214 million.2
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The U.S. continues to experience an opioid epidemic, which has worsened over the last
two decades. Opioid-involved overdose deaths are the leading cause of injury death in the U.S.
and take the lives of 115 Americans per day.®> According to a recent report issued by the Centers
for Disease Control and Prevention (CDC), prescription or illicit opioids were involved in nearly
two-thirds of all drug overdose deaths in the U.S. during 2016 ~ a 27.7 percent increase from
2015.% In total, more than 351,000 people have died since 1999 due to an opioid-involved

% Centers for Disease Control and Prevention, U.S. prescribing rate maps. Opioid overdose, updated July 31,2017,
available at https://www.cde.gov/drugoverdose/maps/rxrate-maps.html.

* Centers for Disease Control and Prevention, Understanding the Epidemic, Opioid Overdose, Aug. 36, 2017,
available at https://www.cde.gov/drugoverdose/epidemic/index.html.

* Centers for Disease Control and Prevention, Vital Signs: Trends in Emergency Department Visits for Suspected
Overdoses — United States, July 2016-September 2017, Mar. 9, 2018, available at
https://www.cde.gov/mmwr/volumes/67/wr/mm6709¢ 1 htm.
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overdose.” The crisis has become so severe that the average life expectancy declined in 2016
from the previous year, largely because of opioid overdoses.’

Beginning in April 2014, through numerous hearings, the Subcommittee on Oversight
and Investigations has undertaken a comprehensive examination into the root causes of the
opioid epidemic and explored possible solutions to enable greater access to effective, evidence-
based treatment for substance use disorders. On May 8, 2017, the Committee launched an
investigation into the distribution of prescription opioids, initially sending letters to the Drug
Enforcement Administration (DEA) and the three largest wholesale drug distributors in the U.S,,
AmerisourceBergen, Cardinal Health, and McKesson.” The Committee has since expanded its
investigation to include regional wholesale distributors, H.D. Smith Drug Co.,® and Miami-
Luken, Inc.” The Committee also sent follow-up letters to the three national distributors on
February 15, 2018."° The Committee sent a second letter to the DEA on October 13, 2017," and
held a hearing with the DEA’s Acting Administrator Robert Patterson on March 20, 2018, which
examined DEA’s efforts to combat prescription drug diversion and the agency’s response to the
opioid epidemic.”?

Role of the Wholesale Drug Distributors

In general, the role that wholesale drug distributors play in the pharmaceutical supply
chain is to purchase pharmaceuticals from manufacturers and distribute the drugs to downstream

* Centers for Disease Control and Prevention, Data Brief 294, Drug Overdose Deaths in the United States, 1999-
2016, available ar hitps://www.cde.gov/nchs/data/databriefs/db294_table pdffpage=4.

8 Catherine Roberts, Opioid Overdoses Are Major Cause Behind Life Expectancy Decline, CDC Report Says,
Consumer Reports, Dec. 21, 2017, available at https://www.consumerreports,org/drug-use/opioid-overdoses-life-
expectancy-decline/.

" See H. Comm., on Energy & Commerce, Letters to Distributors and the DEA Regarding Alleged Pill Dumping in
West Virginia, May 9, 2017, available at hitps://energycommerce.house.gov/news/letter/letters-distributors-and-dea-
regarding-alleged-pill-dumping-west-virginia/.

8 On Nov. 21, 2017 AmerisourceBergen announced its intention to acquire H.D. Smith for $815 million. See Press
Release, AmerisourceBergen Corporation, AmerisourceBergen to Acquire HD Smith, Nov. 21, 2017, available at
https://www.amerisourcebergen.com/abenew/newsroom/press-releases/amerisourcebergen-to-acquire-hd-smith.
AmerisourceBergen announced that it had completed its acquisition of H.D. Smith on Jan, 3, 2018. See Press
Release, AmerisourceBergen Corporation, AmerisourceBergen Completes Acquisition of HD Smith, Jan. 3, 2018,
available at https:// www.amerisourcebergen.com/abenew/newsroom/press-releases/amerisourcebergen-completes-
acquisition-of-hd-smith,

9 See H. Comm. on Energy & Commerce, Letters to Regional Distributors Expanding Alieged Pill Dumping
Investigation, Jan 30, 2018, available at https://energycommerce.house.gov/news/letter/letters-regional-distributors-
expanding-alleged-pill-dumping-investigation/ and H. Comm on Energy & Commerce, Letter to Miami-Luken
Regarding Alleged Pill Dumping in West Virginia, Sept. 26, 2017 available at

https://energycommerce house.gov/news/letier-miami-luken-regarding-alleged-pill-dumping-west-virginia/,

1¢ See H. Comm. on Energy & Commerce, Follow-Up Letters to Distributors Regarding Ongoing Pill Dumping
Investigation, Feb. 15, 2018, available at https://energycommerce. house gov/news/follow-letters-distributors-
regarding-ongoing-pili-dumping-investigation/.

! Letter from Hon. Greg Walden, Chairman, H. Comm. on Energy & Commerce, et al. to Robert W. Patterson,
Acting Adm’r, U.S. Drug Enforcement Admin., Oct. 13, 2017, available at hitps://energycommerce.house.gov/wp-
content/uploads/2017/10/20171013DEA pdf.

12 The Drug Enforcement Administration’s Role in Combating the Opioid Epidemic: Hearing Before the H. Comm
on Energy & Commerce, Subcomm. on Oversight and Investigations, 115th Cong., Mar. 20, 2018.
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customers, such as pharmacies, where they are dispensed to patients.”> Wholesale drug
distributors engaged in interstate commerce are required, pursuant to regulations issued by U.S.
Food and Drug Administration (FDA) and authorized under the Prescription Drug Marketing Act
of 1987, to be licensed by a state where the distributor has a presence.'” FDA’s regulations
also established minimum federal requirements necessary for state licensure.'® In addition, Title
1T of the Drug Quality and Security Act, also referred to as the Drug Supply Chain Security Act,
which was enacted on November 27, 2013, directed FDA to develop federal licensure standards
for wholesale pharmaceutical distributors.!”

It is common for wholesale drug distributors to purchase and distribute both controlled
and non-controlled substances as part of their general course of business. However, distributors
who engage in the purchase and distribution of controlled substances are subject to additional
legal obligations under the Controlled Substances Act (CSA). Wholesale drug distributors that
distribute controlled substances must be registered with the DEA'® and such registrations shall be
granted so long as the DEA determines they are in the public interest.'® Currently, 947 entities
are registered with the DEA to distribute controlled substances in the U.S.% While there are a
large number of registrants, McKesson, Cardinal Health, and AmerisourceBergen are the
predominant wholesale drug distributors in the U.S., accounting for approximately 85 percent to
90 percent of domestic pharmaceutical wholesaling revenue.?!

The CSA was designed to combat diversion by providing for a closed system of drug
distribution, in which all legitimate handlers of controlled substances must obtain a DEA
registration and, as a condition of maintaining such registration, must take reasonable steps to
ensure their registration is not being used as a source of diversion. Prior to the establishment of
the DEA, the Bureau of Narcotics and Dangerous Drugs issued regulations in 1971 in
accordance with the objectives of the CSA.*? These regulations, among other things, require
distributors to “design and operate a system to disclose . . . suspicious orders of controlled
substances.”®? The regulations also require distributors to report suspicious orders of controlled
substances to the DEA when they are discovered.?* According to the regulations, suspicious

321 CFR. §2033(cc).

' Prescription Drug Marketing Act of 1987, Pub, L. No. 100-293, 102 Stat. 98 (1988).

¥21 CFR.§2054.

21 CFR.§2055.

721 U.S.C. § 360eee-2.

21 US.C. §822.

921 US.C.§ 823,

® Registrant Population by Business Activity, U.S. Drug Enforcement Admin., available at
https://apps.deadiversion.usdoj.gov/webforms/odrBusActReportSelect.do;jsessionid=EA9E06C5SD86689DF265FES
B8CCBSC39B, last visited May 1, 2018.

21 Scott Higham and Lenny Bernstein and Scott Higham, The Drug Industry’s Triumph Over the DEA, WASH,
POST, Oct. 15, 2017, available at https://www.washingtonpost.com/graphics/2017/investigations/dea-drug-
industry-congress/?utm_term=.2608027cefaé.

22 The DEA was established within the Department of Justice by Executive Order on July 1, 1973, when various
Executive Branch agencies were merged and the Attorney General was granted additional authority to coordinate
federal efforts to combat illicit drug abuse. See Reorganization Plan No. 2 of 1973, 3 C.F.R. 785 (1971 - 1975
Comp.) reprinted at 21 U.S.C. § 801.

2321 C.FR. 1301.74(b).

24 Id
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orders include orders of unusual size, orders deviating substantially from a normal pattern, and
orders of unusual frequency.?

In addition to the regulatory requirements incumbent upon controlled substance
distributors, the distributors also have a statutory responsibility to exercise due diligence to avoid
filling suspicious orders that might be diverted to non-medical, scientific, or industrial
channels.*® The CSA also provides DEA with authority to deny, revoke, or suspend a
distributor’s registration if it determines the distributor’s actions to be to be in violation of the
mandates of the CSA or inconsistent with the public interest.?” A distributor’s failure to exercise
adequate due diligence could provide a statutory basis for revocation or suspension of the
distributor’s DEA registration.?®

Federal Efforts to Combat illicit Prescription Drug Diversion

Over the last 13 years, the DEA has undertaken numerous efforts to educate drug
distributors, pharmacies, and doctors about their roles and responsibilities to prevent drug
diversion. Amid a dramatic increase in the trafficking and abuse of prescription controlled
substances, the DEA identified distributors as a chokepoint in the drug supply chain that could
monitor and analyze orders of controlied substances and report orders as suspicious as defined in
21 CFR 1301.74. Recognizing that wholesale distributors played a key role in the
pharmaceutical supply chain, the DEA launched an industry-specific anti-diversion initiative in
2005, called the “Distributor Initiative Program.” According to the DEA, the goal of the
initiative is to “educate registrants on maintaining effective controls against diversion, and
monitoring for and reporting suspicious orders.”? DEA initially designed this program to
educate drug distributors who were supplying controlled substances to rogue Internet pharmacies
and, more recently, to diverting pain clinics and pharmacies. Through the program, the 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.”® The initiative
remains active and as of September 2017, the DEA has briefed at least 99 firms that hold 309
separate distributor registrations about concerns regarding illegal Internet pharmacy operations
and rogue pain clinics.”!

In addition to the briefings, the DEA also sent letters in 2006 and 2007 to every DEA-
registered distributor to spell out their legal obligations. The initial letter, sent on September 27,
2006, emphasized that, under the CSA, distributors have a responsibility not just to report all

25 l'd

%21 U.S.C. § 823(b) and 21 U.S.C. § 823(e).

721 US.C. § 824.

21 US.C. § 823(b), 21 U.S.C. § 823(e), and 21 U.S.C. § 824(a).

* Improving Predictability and Transparency in DEA and FDA Regulation: Hearing Before H. Comm on Energy &
Commerce, Subcomm. on Health, 113th Cong., 2014, Statement of Joseph T. Rannazzisi, Deputy Assistant Adm'r,
Office of Diversion Control, U.S. Drug Enforcement Admin.

30 [d

3 DEA Trends & Updates — Connecticut/Rhode Island Pharmacy Diversion Awareness Conference, U.S. Drug
Enforcement Admin., Sept. 24-25, 2017, available at
https://www.deadiversion.usdoj.gov/mtgs/pharm_awareness/conf 2017/sept_2017/carrion.pdffisearch=distributor%
20initiative.
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suspicious orders to the DEA but also to exercise due diligence to avoid filling suspicious orders
that might be diverted. In the letter, the DEA also provided exampies of circumstances that
might be indicative of controlled substance diversion and offered several suggested questions
that distributors could ask pharmacy customers as they try to determine whether or not the
customer is engaged in drug diversion.”? These points were largely reiterated in the letter the
DEA sent to distributors on February 7, 20073

The letter the DEA sent to distributors on, December 20, 2007, however, provided more
specific guidance to wholesale distributors about their obligation to report suspicious orders
under the CSA. The letter warned that it is the responsibility of the registrant to design and
operate a suspicious order monitoring system and that suspicious orders must be reported to local
DEA officers “when discovered by the registrant.”* Monthly reports submitted after orders
were already filled and sent to customers would not meet the regulatory requirement, according
to the DEA. Nor would providing daily, weekly, or monthly “excessive purchases” reports.®® In
the same letter, the DEA also specifically referred distributors to a July 3, 2007, final order
issued by the DEA's Deputy Administrator that revoked the DEA registration of Southwood
Pharmaceuticals Inc.’® The final order included discussion of distributors’ obligations to
maintain effective controls against diversion and required action when distributors discover a
suspicious order.

The DEA has also hosted several distributor conferences in the past, most recently in
2016, that had the purpose of providing distributors with “an overview of federal laws and
regulations that affect pharmaceutical and chemical distributors, such as recordkeeping,
Automation of Reports and Consolidated Orders System (ARCOS), and suspicious order
reporting.” Despite receiving significant guidance from the agency, some wholesale
distributors have been subject to enforcement actions initiated by the DEA, alleging the
distributors failed to adhere to their legal obligations under the CSA. Some of the enforcement
actions taken against wholesale distributors, and related settlement agreements, include:

s April 24, 2007, the DEA issued an Order to Show Cause and Immediate Suspension
Order*® against the AmerisourceBergen Orlando, Florida distribution center alleging

32 Letter from Joseph T. Rannazzisi, Deputy Assistant Adm’r, Office of Diversion Control, U.S. Drug Enforcement
Admin. to DEA Registrants, Sept. 27, 2006, (On file with the Committee).

¥ Letter from Joseph T. Rannazzisi, Deputy Assistant Adm’r, Office of Diversion Control, U.S, Drug Enforcement
Admin. to DEA Registrants, Feb. 7, 2007, (On file with the Committee).

3 Letter from Joseph T. Rannazzisi, Deputy Assistant Adm’r, Office of Diversion Control, U.S, Drug Enforcement
Admin. to DEA Registrants, Dec. 20, 2007, (On file with the Committee).

35 ]d

¥ See 72 Fed. Reg. 36,487, July 3, 2007,

37 Distributor Conference — May 10 & 11, 2016, Indianapolis, Indiana, U.S. Drug Enforcement Admin.,
https://www.deadiversion.usdoj.gov/mtgs/distributor/conf_2016/index.html.

*¥ Immediate Suspension Orders (ISOs) and Orders to Show Cause (OTSCs) are administrative tools available to
DEA to ensure compliance with the CSA, and to protect the public health and welfare. An OTSC requires a
registrant to prove to the DEA Administrator why the registrant’s DEA registration should not be revoked or
suspended. See 21 U.S.C. § 824(c) and 21 C.F.R. § 1301.37(b). 1f, however, the DEA Administrator determines
that a DEA registrant’s activities constitute an imminent danger to the public health or safety, the Administrator may
issue an ISO, which requires the immediate surrender of the registrant’s DEA registration, pending the final
resolution of an accompanying OTSC. See 21 U.S.C. § 824(d) and 21 C.F.R. § 1301.36(e)f).



113

Majority Memorandum for May 8, 2018, Subcommittee on Oversight and Investigations Hearing
Page 7

failure to maintain effective controls against diversion of controlled substances. On June
22,2007, AmerisourceBergen entered into a settlement and release agreement with the
DEA related to the allegations made by the agency;”

* November 28, 2007, the DEA issued an Order to Show Cause and Immediate Suspension
Order against the Cardinal Health Auburn, Washington Distribution Center for failure to
maintain effective controls against diversion of hydrocodone;*

*  December 5, 2007, the DEA issued an Order to Show Cause and Immediate Suspension
Order against the Cardinal Health Lakeland, Florida Distribution Center for failure to
maintain effective controls against diversion of hydrocodone;*!

¢ December 7, 2007, the DEA issued an Order to Show Cause and Immediate Suspension
Order against the Cardinal Health Swedesboro, New Jersey Distribution Center for
failure to maintain effective controls against diversion of hydrocodone;*

o January 30, 2008, the DEA issued an Order to Show Cause against the Cardinal Health
Stafford, Texas Distribution Center for failure to maintain effective controls against
diversion of hydrocodone;*

*  On September 30, 2008, Cardinal Health agreed to pay a $34 million civil penalty and
entered into a Settlement and Release Agreement and Administrative Memorandum of
Agreement (MOA) with the DEA related to its Auburn Facility, Lakeland Facility,
Swedesboro Facility and Stafford Facility. The MOA also referenced allegations by the
DEA that Cardinal failed to maintain effective controls against the diversion of controlled
substances at its distribution facilities located in McDonough, Georgia, Valencia,
California, and Denver, Colorado;**

s May 2, 2008, McKesson Corporation agree to pay a $13 million civil penalty and entered
into an Administrative MOA with the DEA which provided that McKesson would
“maintain a compliance program designed to detect and prevent the diversion of
controlled substances, inform DEA of suspicious orders required by 21 C.F.R. §
1301.74(b), and follow the procedures established by its Controlled Substance
Monitoring Program;”*

% In re AmerisourceBergen, Settlement and Release Agreement (June 22, 2007) (On file with the Committee).

4 In re Cardinal Health, Order to Show Cause and Immediate Suspension of Registration, Nov. 28, 2007, (On file
with the Committee).

# In re Cardinal Health, Order to Show Cause and Immediate Suspension of Registration, Dec. 5, 2007, (On file
with the Commiittee).

2 In re Cardinal Health, Order to Show Cause and Immediate Suspension of Registration, Dec. 7, 2007, (On file
with the Committee),

4 In re Cardinal Health, Order to Show Cause, Jan. 30, 2008, (On file with the Committee),

“In re Cardinal Health, Settlement and Release Agreement, Sept. 30, 2008, (On file with the Committee).

* In re McKesson, Settlement and Release Agreement and Administrative Memorandum of Agreement, May 2.
2008, (On file with the Committee),
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o February 2, 2012, the DEA issued an Order to Show Cause and Immediate Suspension
Order against the Cardinal Health Lakeland, Florida Distribution Center for failure to
maintain effective controls against diversion of oxycodone;*

e May 14, 2012, Cardinal Health entered into an Administrative MOA with the DEA,
which, among other things, stipulated that its compliance with the terms of the 2008
MOA were inadequate in certain respects and that its Lakeland, Florida Distribution
Center’s DEA registration would be suspended for two years;*’

e November 23,2015, DEA Issued an Order to Show Cause against Miami-Luken for
failure to maintain effective controls against the diversion of controlled substances,
particularly hydrocodone and oxycodone, between 2007 and 2015. This enforcement
action remains pending with DEA;*

e December 23, 2016, Cardinal Health agreed to pay a $34 million civil penalty to the DEA
to resolve allegations that it failed to report suspicious orders and meet its obligations
under the CSA in Florida, Maryland, New York, and Washington;* and

s January 5, 2017, McKesson Corporation entered into an Administrative MOA with the
DEA wherein it agreed to pay a $150 million civil penalty for violation of the 2008 MOA
as well as failure to identify and report suspicious orders at its facilities in Aurora,
Colorado; Aurora, Hlinois; Delran, New Jersey; LaCrosse, Wisconsin; Lakeland, Florida;
Landover, Maryland; La Vista, Nebraska; Livonia, Michigan; Methuen, Massachusetts;
Santa Fe Springs, California; Washington Courthouse, Ohio; and West Sacramento,
California.*®

Prescription Opioid Distribution Investigation

As noted, in May 2017, the Committee opened an investigation into the distribution of
prescription opicids by wholesale drug distributors, with a specific focus on unusually large
opioid shipments to small pharmacies in West Virginia. Between 2007 and 2012, distributors
sent more than 780 million hydrocodone and oxycodone pills to the state - or 433 doses per
person. AmerisourceBergen, Cardinal Health, and McKesson delivered more than half of that
amount, about 423 million pills.>' In that timeframe, 1,728 West Virginians fatally overdosed on
those two drugs.’?

* In re Cardinal Health, Order to Show Cause and Immediate Suspension of Registration, Feb 2, 2012, (On file
with the Committee),

7 In re Cardinal Health, Administrative Memorandum of Agreement, May 14, 2012, (On file with the Committee}.
* In re Miami-Luken, Order to Show Cause, Nov. 23, 2015, (On file with the Committee).

4 Press Release, U.S. Dep't of Justice, United States Reaches $34 Miilion Settlement With Cardinal Health For
Civil Penalties Under the Controlied Substances Act, Dec. 23, 2016, available at https://www.justice.gov/usao-
mdfl/priunited-states-reaches-34-million-settlement-cardinal-health-civil-penalties-under.

0 In re McKesson, Administrative Memorandum of Agreement, Jan. 5, 2017, (On file with the Committee).

5t Eric Eyre, Drug firms poured 780M painkillers into WV amid rise of overdoses, Charleston Gazette-Mail, Dec.
17, 2016, available at https://www.wvgazettemail.com/news/cops_and_courts/drug-firms-poured-m-painkillers-
into-wv-amid-rise-of/article_99026dad-8¢d5-5075-90fa-adb9062a36214.htmi,

52 1d
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While the investigation is still ongoing, the Committee has uncovered additional
information that raises questions about the adequacy of due diligence performed by wholesale
drug distributors, and the companies’ adherence to the CSA’s requirement that they implement a
suspicious order monitoring program and report any suspicious orders to DEA.*> The
information also raises questions about the DEA’s oversight of its registrants in West Virginia as
the opioid crisis continued to worsen.

Among the Committee’s findings: a single pharmacy in Mount Gay-Shamrock, West
Virginia—population 1,779—received more than 16.5 million hydrocodone and oxycodone pills
between 2006 and 2016; distributors sent 20.8 million opioid pills to Williamson, West
Virginia—population 2,900—during the same period; a pharmacy in Kermit, West Virginia—
population 406—ranked 22nd in the entire country in 2006 in the overall number of hydrocodone
pills it received, with a single distributor supplying 76 percent of its hydrocodone pills that year.
Over a two-year period, distributors shipped approximately 9 million opioids to Kermit, West
Virginia.

1II.  ISSUES
The following issues may be examined at the hearing:

s The policies and procedures wholesale distributors had in place to mitigate controlled
substance diversion amid the opioid epidemic and whether such policies and procedures
were followed;

¢ The actions taken by wholesale distributors when presented with “red flags” for possible
diversion; and

¢ The lessons wholesale distributors learned from past experiences in West Virginia that
will enable them to safeguard against controlled substance diversion more effectively.

IV.  STAFF CONTACTS
If you have any questions regarding this hearing, please contact Alan Slobodin,

Christopher Santini, Brittany Havens, or Andrea Noble of the Committee staff at (202) 225-
2927.

53 See 21 C.F.R. § 1301.74.
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Salary of Big 3 Distributor CEOs

John Hammergren, McKesson: $131 million, including $692 million in the ten years leading up
to 2017

Steve Collis, AmerisourceBergen: $9.9 million total compensation for 2017.

George Barrett, Cardinal: $11 million compensation for 2017.
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Steven H. Collis, Chairman, President, and CEO AmerisourceBergen Corporation
*  $9.9 million total compensation in 2017
o $4,199,984 stock award value and $2.8 option award value in 2017

George Barrett, Chairman of the Board, Cardinal Health Inc.
e 311 million compensation in 2017
» $6.33 million stock award value and $3.166 million option award value in 2017
e Overall $64 million in stock options value
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5/8/2018 Compensation infarmation for Steven H. Collis , Chairman, Prasident and Chief Executive Officer of AMERISOURCEBERGEN CORP | Sa...

Steven H. Collis

Exescutive Compensation

As Chalrman, Prasident and Chief Exscutive Officor at AMERISOURCEBERGEN CORP, Staven H. Cols mado $9,807,274 in
tota! compansation. Of this total $1,240,000 was received a5 2 salary, $1,339,883 was roceived a8 a bonus, $2,799,998 was received
in stock options, $4,199,984 was awarded as stock and $327,408 cams from other types of compertsation. This information is
aceording to proxy statements filed for the 2017 fiscal year,

Chairman, President and Chief Executive Officer
AMERISOURCEBERGEN CORP

View tacst end nistionst sverages for
salasies

{1 §1.240,00
i :

L NEED A DRTAIED

$9,807,274 Total Compensation

Fiscal Year Erxted in 2017

EW ENTER AN EXECUTIVE OR COMPANY NAME

B

“The thart on this pags features a breskdown of he lotal annual pay tor Steven H. Colils , Chairman, President and Chisf
Exacutive Officer st AMERISOURCEBERGEN CORP as reported in their proxy statements,

Total Cash Compansation information Is comprised of yearly Base Pay and Banuses, AMERISQURCEBERGEN CORP Incoms
statements for execuive base pay and bonus are filed yearly with the SEC in the adgar fiing syster, AMERISOURCEBERGEN
GORP annual reports of executive compansation and pay are most commoniy found in the Def 14a documents.

‘Tota} Equity aggregates grant date fair value of stock and option awards and long term incentives grantad during the fiscal year,

Qthor Compensation covers alf compensation-fke awards that dent fil in any of these other standard categories. Numbers reported
do notinclude change in pension vaive and farred d ings,
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Ef il .
R g Businoss [ Person Contact Us | Log n

Bonus + Incentive Comp Total Cash Compsnsation
$1,247 000 §1,339,883 $2,579,883
Seock Award vall @ Job titfe or Keyword Location Salaries  Jobs  Education  Advice
$4.199,984 $2.799.999 $6,899.983
Total Other
$327.408

Total Compensation
$3.807.274
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Background®

Mr. Gaorge S. Barrelt has been the Executive Chaifman of Cardingl Health, Inc, since January 1, 2018, M.
Barrett served as the Chalrman and Chisf Executive Officer of Cardinal Health, inc,, the holding company of
Cardingl Health 414, LLC from August 31,2009 to January 1,:2018. Mr. Barrett served as the Vics Chairman
and Chisf Executive Officer of Healthcare Supply Chain Services at Cardinal Health inc, from January 2008

o September 2009, He served as the President ...
Read Full Background

A

Corporate Hoadquarters® Annval Compensation”

7000 Gardinal Place satary h $1,320,000 |

Dublin, Ohio 43017  Total Annual Compensation $1,320,000 |

United States — ‘ S——

‘ Stock Options™

Prons: 14257400 et s e s
All Other G $165,488

Board Members Memberships® : Exemsﬂd thions ‘685‘.‘5‘)89

Chalrman of Cardinal Heaith Inc and Chief
i tiicer of Cardinal Health inc

Cardingl Houlth 434, LLO Exercisable Options 1,123,367
Exercisable Options Vaiue $32.113,610 ¢
Trustes o NS, S
The Conference Board, Inc. Unexarcisable 286,518 |
Unexercisable Options Value $488,674
Director . . Total Value of Options 64,633,621
Nationwide Children's Hospital, Ine. e PO e
Total Number of Options 2,195,884 ¢
2009-Present .
Exacutive Chalrman Total Compansation®
Cardinal Health, inc. - ) :
Total Annuat Gash Compensation $1,485,488
Total Short Tarm Compensation $1,320,000 |
Education* Other Long Term Compensation 36,498,743
Bachelor's Degree 1877 Total Caleulated Compensation $10,985,177

Exercised Options Value

$32,081,3

hlipsifa s LK

li= 172207

2



121

5/8/2018 Compensation information for George S. Barrett, Chairman and Chief Executive Officer of CARDINAL HEALTH INC | Salary.com
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George S. Barrett

Executlve Compensation

As Chalrman and Chist Executive Officer al CARDINAL HEALTH INC, Georgs S, Barrett imade $10,985,177 in tota!
compansation. Of this fotal §4,320,000 was teceived as a saiary, $0 was Taveived a9 a bonus, $3,168,438 was recelved in stock
aptions, $6,333,285 was awarded as stock and $165,488 came from other types of compensation, This Information is accarding to
proxy statemonts filad for the 2017 fiscat year,

Chalrman and Chief Executive Officer
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The chart o ihis page fealures a breakdown of the total annual pay for George $. Barrett , Chalrman and Chief Exacutive Officer
at CARDINAL HEALTH INC 5 roporied In thelr proxy stalements.

Totat Cash Compensation information is comprised of yearly Base Fay and Bonuses. CARDINAL HEALTH NG income statements.
for exaculive hase pay and bonus ara fited yearly with the SEC in the edgar filing system. CARDINAL HEALTH INC annus! reparts of
execulive compansation and pay are most cammonly found in the Daf 142 documents.
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W
CEOQO's pay is under fire amid opioid
epidemic

by Julia Horowitz  @juliakhorowlitz

o
July 25,2047 9:03 PMET §ow i

@ - Wnans Trencing

fran fears senc

above $70 for
tirne since 20:
Apple's game
changing Mac
20 years old
Allegations ag
Junot Disz les
wartld asking t
questions
McKesson CEQ John Hammergren has eamed $682 milion in the past 10 years. The Teamsters
think that's too much.
On Wednesday, the union pians to protest Hammergren's compensation at the drug distributor’s
annual shareholder meeting. They argue that Mciesson, s a distributor of oxycodone and
hydrocodone pills, has played a role In the U.S. oploid epidemic.
“For years, MoKesson allowed opioids to flood into our communities, and despite the freparable Advertisament
harm and growing reputational and financial risks, the company has continued to reward
{Hammergren] with ballooning bonuses and some of the most lucrative pay packages in the 3
country,” Teamsters General Secretary-Treasurer Ken Hafl sald in a statement, Investing
Powarad by SmertAsses.com The union, which holds more than $30 million worth of
McKesson shares, has also filed a sharehoider proposal
to instalf an independent board chalrman who hasn't
previously served as a top executive.
Hammergren, who has been CEO of McKesson since
2001, has served as chalrman of the firm since 2002 as
well,
“We can't afford another decade of business as usuat at
MecKesson," Hall said.
Money Companies Markets  Tech Media us v Q =
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For its part, McKesson is asking shareholders to approve

. Start Investing Tod
What Will Your 2017 Hammergren's compensation and oppose the . prestng Toon
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ate Related: The opioid epidemic is draining America of Qﬂy st
Up fo $3,600 cash bonus +

O“Y workers cornmission fras trdes for ‘

ateu

coﬁgﬂ;ﬁi”gg‘es The state treasurers of West Virginia, llinols and v
"y Banik, Mombor FOIC. Pennsylivania backed the idea of an independent board
Ot S A chairman in a letter sent to McKesson on Monday. They ~ M0r@ from ChiMonsy
1.45%, also said McKessen should include a *metric for senlor Waiteh Stave J
Rate: §,44% | Feox: $0{ Min executive compensation related to progress towards the o

fight against the opioid epidemic.” unvell the ivia

McKesson shareholders, including the Teamsters, worry

about the company's financial exposure. White Hause ¢

‘ Ching's wamir

alines 'Orwell

SuARTASSETCO in its petition, the union cites the "potential reputational, :

legal and regulatory risks McKesson faces over its role in

the nation's oploid epidemic.” Wairren Buffett

oo worrled ak
tridde war

In January, McKesson agreed to pay a $150 million settlement and suspend sales of controlled
substances from distribution centers in Colorade, Ohio, Michigan and Florida, according to

$70 olt will cre

Justice Department documents. The government said It conciuded that the company had not
properly identified pharmacy orders that should have been scrutinized due to their frequency heataches for
and size. In 2008, McKesson was fined $13.25 mitiion for a similar problem, the department sald. bl A companies

Many Teamsters also come from areas afflicted by the opioid epidemic -~ and for them, the

subject of addiction hits home, Warren Buftett

Wells Fargo's '
sin’

At the 2016 Teamsters international convention Travis Bornstein, president of the Local 24 group
in Akron, Ohio, spoke about his son Tyler, who died of a heroin overdose in 2014 at age 23,

The Teamsters raised more than $1.4 millfion to fight addiction after he spoke, according to a Paid Contant
union statement about the event,

@

¥ These New Cn

Hammergren's 10-year payout of $682 miflion includes his salary and bonus, as well as the value
of his vested shares and the money he made when he exercised his options, according to
executive compensation data firm Equilar.

“Yabhoo! Seareh

. Protect Your I
Much of that value comes from the dramatic rise In the company’s stock price. The value of Chides Sehwab

shares has nearly tripled since mid-2007, Equitar said.

Why | Can't St
alking About
| Shoets

Susingss insider

McKesson says its board has appointed an independent committee 1o review the company’s
distribution of controtied substances, and that the company has invested miliions of dollars to
revamp its system for monitoring the distribution of controlied substances.

The Teamsters’ efforts "do fittle to address the root causes of the oplold epidemic,
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GREG WALDEN, OREGON FRANK PALLONE, JR., NEW JERSEY
CHAIRMAN RANKING MEMBER

ONE HUNDRED FIFTEENTH CONGRESS

Congress of the Anited States

TBouse of Wepresentatives
COMMITTEE ON ENERGY AND COMMERCE

2125 Ravaurn House Osrice Buoing
Wasmnagron, DC 20515-6115

Majority (202} 225-2927
Minarity (202} 225-3541

May 31, 2018

Dr, Joseph Mastandrea
Chairman of the Board
Miami-Luken, Inc.

265 South Pioneer Boulevard
Springboro, OH 45066

Dear Dr. Mastandrea:

Thank you for appearing before the Subcommittee on Oversight and Investigations on May 8,
2018, to testify at the hearing entitled “Combating the Opioid Epidemic: Examining Concerns About
Distribution and Diversion.”

Pursuant to the Rules of the Committee on Energy and Commerce, the hearing record remains
open for ten business days to permit Members to submit additional questions for the record, which are
attached. To facilitate the printing of the hearing record, please respond to these questions with a
transmittal letter by the close of business on Thursday, June 14, 2018. Your responses should be mailed to

Ali Fulling, Legislative Clerk, Committee on Energy and Commerce, 2125 Rayburn House Office
Building, Washington, DC 20515 and e-mailed in Word format to All.Fulline@mail.house.gov.

Thank you again for your time and effort preparing and delivering testimony before the
Sincerely,
Gregg Harper

Subcommittee.
Chairman

Subcommittee on Oversight and Investigations

cc: The Honorable Diana DeGette, Ranking Member, Subcommittee on Oversight and Investigations

Attachment
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MCDOHG ld H k. McDonald Hopkins LLC

S 600 Superior Avenue, East
Op sns Suite 2100

A busingss advisery ond pdvecoey fow firms Cleveland, OH 44114

£ 1.216.348.5400
F 1.216.348.5474

Direct Dial: 216.348.5839
E-mail: rblake@medonatdhopking.com

June 19, 2018

(Sent via Regular and Electronic Mail)
Ali Fulling

Legislative Clerk

Committee on Energy and Commerce

2125 Rayburn House Office Building

Washington, DC 20515-6115

Ali Fulling@mail house.gov

Re:  Dr. Joseph Mastandrea — Miami-Luken, Inc.
Dear Ms. Fulling:

Please accept these responses pursuant to Congressman Harper’s letter dated May 31,
2018. Should you have additional questions, please direct them to my attention.

The Honorable Gregg Harper

1. Does your company request dispensing data from both prospective and existing
pharmacy customers as part of its due diligence efforts to mitigate controlled substance
diversion? If so, at what frequency does your company request this information and how is
the dispensing data utilized? If no, why not?

Response: Miami-Luken no longer sells any controlied substances to retail
customers,

2. In its contracts with pharmacy customers, is your company able to require that a
pharmacy produce dispensing data upon request? If so, does your company include such a
requirement in the contracts it enters into with its pharmacy customers? If your company
doesn't include such a requirement in its contracts, why not?

Response: Miami-Luken no longer sells any controlled substances to retail
customers.

Chicago | Cleveland | Columbus | Defroit | Miami | West Palm Beach

(7492688: 1 www.medonaldhopkins.com
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3. As part of your company's due diligence efforts related to prospective and existing
customers, does your company review and maintain a list of the number of pharmacies that
are located in the prospective/existing customer's service region? If so, how long has that
been your company's practice and how does your company determine what a pharmacy’s
potential service region is?

Response: Miami-Luken no longer sells any controlled substances to retail
customers.

4. Does your company request dispensing data from both prospective and existing
pharmacy customers as part of its due diligence efforts to mitigate controlled substance
diversion? If so, at what frequency does your company request this information and how is
the dispensing data utilized? If no, why not?

Response: Miami-Luken no longer sells any controlled substances to retail
customers,

5. In its contracts with pharmacy customers, is your company able to require that a
pharmacy produce dispensing data upon request? If so, does your company include such a
requirement in the contracts it enters into with its pharmacy customers? If your company
doesn't include such a requirement in its contracts, why not?

Response: Miami-Luken no longer sells any controlled substances to retail
customers.

6. As part of your company's due diligence efforts related to prospective and existing
customers, does your company review and maintain a list of the number of pharmacies that
are located in the prospective/existing customer’s service region? If so, how long has that
been your company's practice and how does your company determine what a pharmacy’s
potential service region is?

Response: Miami-Luken no longer sells any controlled substances to retail
customers.

The Honorable Michael C. Burgess

1. While your companies seem to have put forth effort to improve your system of
flagging possible drug diversion, there remains work to be done. In February, the Drug
Enforcement Administration announced that it would begin sharing select data it collects on
controlled substance prescriptions with drug distributors. Have your companies been able to
access that data, and if so, has it been useful?

Response: We have not been provided access to any data from the DEA.
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2. What is the largest hurdle you face as your companies scale up your diversion
preventionon activities? Is data-sharing, or lack thereof, the primary challenge?

Response: Miami-Luken no longer sells any controlled substances to retail
customers.

3. Throughout each of your written testimonies, you mentioned your efforts to report
suspicious orders to the DEA, and in cases that exceed the volume threshold, you stop the
orders entirely., Where is the line drawn between drug manufacturers and the DEA in
responding to suspicious orders? Does the DEA take enforcement action after you report the
suspicious order?

Response: The DEA does not share its enforcement actions with us and therefore
we are not privy to this information.

4. Distributors and other pieces of the drug supply chain have a responsibility to help
prevent diversion. What can Congress do legislatively to strengthen oversight of that supply
chain?

Response: Federal and state agencies need to work better with industry. We also
need laws that are consistent from state to state and uniform enforcement of those
laws. There also needs to be sharing of data in all states across the full supply chain.

The Honorable David B. McKinley

1. As a Wholesale Distributor of prescription opiates, do you agree that you owe a duty
under federal law to monitor, detect, investigate, refuse and report suspicious orders? 2 1
US.C. § 823,21 CFR 1301.74

Response: Yes,

2. Do you agree that the foreseeable harm of a breach of this duty is the diversion of
prescription opiates for nonmedical purposes?

Response: Not necessarily.

3. In other words, if you ship a suspicious order, it is likely that prescription opiates will
be diverted into the illicit market. Agree?

Response: Not necessarily.
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4. Do you concur that filling suspicious orders is a direct and proximate cause of
prescription opiate abuse, addiction, morbidity and mortality?

Response: Not necessarily.

5. Do you agree the United States is in the midst of a prescription opiate epidemic?

Response: Yes.

v
6. Do you concur that filling suspicious orders is a direct and proximate cause of the
prescription opiate epidemic plaguing our country?

Response: It is a contributing factor.

7. Do you believe the prescription opiate epidemic is an immediate hazard to public
health and safety?

Response: Yes.

8. Do you believe the prescription opiate epidemic is a public nuisance?

Response: Yes.

9. Are you aware of your company's efforts to detect, address, and report suspiciously
large orders in West Virginia?

Response: Miami-Luken no longer sells any controlled substances to
retail customers.

10.  Are you aware that for years your company never followed West Virginia's law by
reporting all suspicious orders to the West Virginia Board of Pharmacy?

Response: No, we are unaware of this.

1. Did your company have a policy that orders had to be less than 50% controlled
substances to be filled?

Response: No, such a policy did not exist.

Chicage | Cleveland | Colombus | Delroit | Miami | West Palm Beach
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The Honorable Frank Pallone, Jr,

1. The Committee asked Miami-Luken for copies of all suspicious order reports that
Miamiluken submitted to DEA since 2008. According to what your company provided, it
does not appear that Miami-Luken submitted any suspicious order reports to DEA earlier than
2015. Miami-Luken also provided the Committee with its due diligence files for several
pharmacies. These files show that Miami-Luken supplied the Sav-Rite pharmacy in Kermit,
WYV, population 400, with over 5.7 million opioids between 2005 and 2011. Why did Miami-
Luken not submit any suspicious order reports for any of its sales to SavRite?

Response: As Miami-Luken has previously informed the DEA and this
Subcommittee, the company’s prior management did not maintain an effective
suspicious order monitoring system at that time. Although prior management did
take steps to address suspicious orders and were instructed by the Board to do so,
its efforts were not effective.

2. You told the Committee that you wished Miami-Luken had had a suspicious order
monitoring system in place sooner, and that your failure to do so resulted in high distribution
to at least one pharmacy. However, DEA sent letters to all distributors in 2006 and 2007
reminding them that federal regulations expressly require distributors to identify and report
suspicious orders of controlled substances, and laying out examples about how to do so. After
receiving letters from the DEA advising you to report suspicious orders, why did your
company not have a robust program in place to make this happen, especially when it was well
known that the opioid crisis was growing?

Response: As Miami-Luken has previously informed the DEA and this
Subcommittee, the company’s prior management did not maintain an effective
suspicious order monitoring system at that time. Although prior management did
take steps to address suspicious orders and were instructed by the Board to do so,
its efforts were not effective.

The Hongrable Jan Schakowsky

I. Does your company buy the drugs from the manufacturers, take title and move pallets
to and from your warehouse? Or are you like brokers, working on consignment, arranging
sales to pharmacies and then taking a percentage of the sale price?

Response: Miami-Luken purchases product from manufacturers and such product
is moved to and from its warehouse.
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2. In setting prices to pharmacies, is your markup more like a flat rate (for example, selling
$5 more than the price at which you bought), or is your markup more like a percentage (for
example, selling for 5% higher than the price at which you bought)?

Response:  Branded products are generally sold at a discounted percentage to
Wholesale Acquisition Cost, while generics are priced to market.

3. Is it possible that even if your company pays a higher price to get those drugs in stock,
you end up making more money on those sales where your acquisition prices are higher? And
would the same be true for your consignment/broker sales?

Response: No. Miami-Luken is 2 market price taker, not a market price setter.

Thank you again.

Very truly yours,

Richard H. Blake
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May 31,2018

Mr. John H. Hammergren
Chairman, President, and CEQ
MecKesson Corporation

One Post Street

San Francisco, CA, 94104

Dear Mr. Hammergren:

Thank you for appearing before the Subcommittee on Oversight and Investigations on May 8,
2018, to testify at the hearing entitled “Combating the Opioid Epidemic: Examining Concerns About
Distribution and Diversion.”

Pursuant to the Rules of the Committee on Energy and Commerce, the hearing record remaing
open for ten business days to permit Members to submit additional questions for the record, which are
attached, To facilitate the printing of the hearing record, please respond to these questions with a
transmittal letter by the close of business on Thursday, June 14, 2018, Your responses should be mailed to
Ali Fulling, Legistative Clerk, Cominittee on Energy and Commerce, 2125 Rayburn House Office
Building, Washington, DC 20515 and e-mailed in Word format to AlL.Fulline@mail.house gov.

Thank you again for your time and effort preparing and delivering testimeny before the
Subcommittee.

Sincerely,

Cogp Mg

Gregg Harper
Chairman
Subcommittee on Oversight and Investigations

ce: The Honorable Diana DeCette, Ranking Member, Subcommittee on Oversight and Investigations

Attachment
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June 14, 2018

The Honorable Gregg Harper

Chairman

Committee on Energy and Commerce
Subcommittee on Oversight and Investigations
U.S. House of Representatives

2125 Rayburn House Office Building
Washington, D.C. 20515-6115

The Honorable Diana DeGette

Ranking Member

Committee on Energy and Commerce
Subcommittee on Oversight and Investigations
U.S. House of Representatives

2125 Rayburn House Office Building
Washington, D.C. 20515-6115

Re: McKesson Corporation
Dear Chairman Harper and Representative DeGette:

On behalf of the McKesson Corporation,! please find below responses to the Committee’s
May 31, 2018 questions for the record related to the Committee’s May 8, 2018 hearing regarding
opioid distribution.

The Honorable Gregg Harper

1. Does your company request dispensing data from both prospective and
existing pharmacy customers as part of its due diligence efforts to mitigate
controlled substance diversion? If so, at what frequency does your company
request this information and how is the dispensing data utilized? If no, why
not?

' McKesson U.S. Pharmaceutical is the business unit of McKesson Corporation that is relevant to the
requests contained in the Committee’s letter. Accordingly, the responses contained in this letter are based
on information provided by McKesson U.S. Pharmaceutical. Throughout the letter, McKesson U.S.
Pharmaceutical is referred to as “McKesson” or the “Company.”
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McKesson requests dispensing data from both prospective and existing pharmacy
customers, and this information is an integral part of the company’s due diligence efforts to
mitigate controlled substance diversion. The company normally reviews a prospective
customer's dispensing data as part of its due diligence before bringing on the new customer.
The company requests and analyzes dispensing data from current customers when the customer
requests to modify its controlled substance ordering thresholds, The company may also request
dispensing data when it conducts a proactive or reactive review of an existing customer. This
information allows McKesson to, for example, compare a customer’s dispensing levels against
its purchasing data, or to better understand a customer’s business model.

2. Inits contracts with pharmacy customers, is your company able to require
that a pharmacy produce dispensing data upon request? If so, does your
company include such a requirement in the contracts it enters into with its
pharmacy customers? If your company doesn’t include such a requirement
in its contracts, why not?

As noted above, McKesson requires dispensing data of new customers as part of the
onboarding process, and from current customers as part of various due diligence reviews. Ifa
current customer refuses to provide dispensing data upon request, McKesson will generally not
continue to supply the customer with controlled substances. If a prospective customer with a
history of dispensing controlled substances refuses to provide dispensing data upon request,
MecKesson will generally not onboard the prospective customer until the data has been provided,
McKesson’s standard contract with independent and small- and medium-chain pharmacy
customers reserves McKesson's right to terminate the relationship if the customer puts
McKesson at risk of noncompliance with any law, regulation, or requirement involving
controlled substances. McKesson can exercise that right when a customer refuses to provide
dispensing data upon request. McKesson also may require those pharmacy customers to
consent to sharing dispensing data in order to receive certain rebates based on purchasing.

3. As part of your company’s due diligence efforts related to prospective and
existing customers, does your company review and maintain a list of the
number of pharmacies that are located in the prospective/existing
customer’s service region? If so, how long has that been your company’s
practice and how does your company determine what a pharmacy’s
potential service region is?

McKesson has a tool that allows it to review a list of its current customers in the same
city, state, zip code, or geographic radius as another of its customers. This tool also allows
McKesson to compare available purchasing data for those customers. McKesson’s onboarding
process also asks prospective customers to define their service area. All of this information is
available to McKesson when it conducts a review of a current or prospective customer.
McKesson does not, however, assign its customers a set “service area.” The retail pharmacy
market is highly dynamic, with pharmacies opening, closing, and/or changing business models
regularly. As a result, the “service region” of a pharmacy is an imprecise measurement that can
expand and contract due to market factors. Additionally, a pharmacy’s service area can be quite
different than that of a neighboring pharmacy.
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4. Does your company request dispensing data from both prospective and
existing pharmacy customers as part of its due diligence efforts to mitigate
controlled substance diversion? If so, at what frequency does your company
request this information and how is the dispensing data utilized? If no, why
not?

This question is a duplicate of Rep. Harper’s Question #1.

5. Inits contracts with pharmacy customers, is your company able to require
that a pharmacy produce dispensing data upon request? If so, does your
company include such a requirement in the contracts it enters into with its
pharmacy customers? If your company doesn’t include such a requirement
in its contracts, why not?

This question is a duplicate of Rep. Harper’s Question #2.

6. As part of your company’s due diligence efforts related to prospective and
existing customers, does your company review and maintain a list of the
number of pharmacies that are located in the prospective/existing
customer’s service region? If so, how long has that been your company’s
practice and how does your company determine what a pharmacy’s
potential service region is?

This question is a duplicate of Rep. Harper’s Question #3.

The Honorable Michael C. Burgess

1. While your companies seem to have put forth effort to improve your system
of flagging possible drug diversion, there remains work to be done. In
February, the Drug Enforcement Administration announced that it would
begin sharing select data it collects on controlled substance prescriptions
with drug distributors. Have your companies been able to access that data,
and if so, has it been useful?

This question appears to reference the Drug Enforcement Administration’s (“DEA’s")
move to share a limited amount of its ARCOS database information via the Buyer Statisties
Lookup tool on the DEA website. McKesson has been able to access that data. McKesson
believes that this tool represents a start towards better data-sharing, but that including
additional information would enhance the usefulness of the tool.

The current tool allows McKesson to search for a DEA registrant to see whether the
registrant has purchased certain broad “base codes” of controlled substances and, if so, how
many distributors sold those base codes to the registrant within a limited timeframe. The tool
does not allow McKesson to see the quantity of product purchased in that base code, nor does it
identify the specific product purchased or the strength of the product purchased. The
information also covers only a recent six-month period and has about a one-month lag period.
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The usefulness of the data is also limited by what is contained in the ARCOS database
and when data is reported to the DEA. ARCOS does not, as stated in the question, include data
on “controlled substance prescriptions.” It includes information on the sale and redistribution
of select controlled substances. Whether and how the substances are eventually prescribed to
consumers, and whether those prescriptions are filled, is not information contained in the
ARCOS system. ARCOS also does not include information on every opioid product.

2. What is the largest hurdle you face as your companies scale up your
diversion prevention activities? Is data-sharing, or lack thereof, the
primary challenge?

Data-sharing is certainly one of the major challenges to anti-diversion efforts, but it also
represents an opportunity. Anti-diversion efforts of Controlled Substance Act registrants all
along the supply chain, from manufacturers to distributors, providers, and pharmacists, would
benefit from increased data sharing among one another and with the DEA. Programs suchasa
prescription safety alert system could provide information about a patient’s nationwide
prescribing history to identify abuse or misuse. As described above, more complete access to the
DEA’s ARCOS data could also be a valuable anti-diversion tool. Clearer definition of the roles,
responsibilities, and expectations of each registrant could also generate better results.

3. Throughout each of your written testimonies, you mentioned your efforts to
report suspicious orders to the DEA, and in cases that exceed the volume
threshold, you stop the orders entirely. Where is the line drawn between
drug manufacturers and the DEA in responding to suspicious orders? Does
the DEA take enforcement action after you report the suspicious order?

Each registrant under the Controlled Substances Act has a role to play in preventing
diversion, as does the DEA. McKesson’s Controlled Substance Monitoring Program (“CSMP”)
can help to identify potentially suspicious orders. However, McKesson does not have full
visibility into the actions of prescribers, pharmacies, patients, or the other distributors. DEA
has the most complete information, and only DEA has the ability to conduct law enforcement
investigations of reported suspicious ordering activity. McKesson supports the DEA in those
efforts when asked. McKesson respectfully defers to the DEA on what the DEA does with the
suspicious order information the company reports.?

4. Distributors and other pieces of the drug supply chain have a responsibility
to help prevent diversion. What can Congress do legislatively to strengthen
oversight of that supply chain?

McKesson has released a comprehensive set of proposals that it believes would help
address the opioid crisis. These are available at http://www.mckesson.com/about-
mckesson/fighting-opioid-abuse/opioid-policy-recommendations/. Enclosed with this letter

2 McKesson assumes for purposes of this response that the question was intended to read, “Where is the
line drawn between drug distributors and the DEA in responding to suspicious orders?”
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are copies of McKesson's 2017 white paper, Combating the Opioid Abuse Epidemic: A Shared
Responsibility that Requires Innovative Solutions, and McKesson’s 2018 white paper, Call to
Action: Execute Solutions Today to Combat the Opioid Crisis.

The Honorable David B. McKinley

1. As a Wholesale Distributor of prescription opiates, do you agree that you
owe a duty under federal law to monitor, detect, investigate, refuse and
report suspicious orders? 21U.S.C. § 823, 21 CFR 1301.74

DEA regulations require registrants to identify and report suspicious orders when
discovered. McKesson complies with this regulation using complex data analyties to set and
manage customer thresholds for controlled substances. McKesson's model analyzes each
customer order against its applicable threshold to determine whether the order should be filled.
If a customer’s order exceeds the applicable monthly threshold, that order is blocked and not
filled. McKesson reports all such orders to DEA pursuant to 21 C.F.R. § 1301.74.

2. Do you agree that the foreseeable harm of a breach of this duty is the
diversion of prescription opiates for nonmedical purposes?

No. McKesson only ships controlled substances to pharmacies that are registered with
the DEA and licensed by their respective state to receive such products. As a distributor,
McKesson does not have visibility into or control over the doctor-patient or pharmacist-patient
relationships and is not involved in the healthcare decisions made for a particular patient, the
decision by a prescriber to write a prescription for a particular controlled substance, the decision
by a pharmacist to fill a prescription for a controlled substance, or the decision by a patient to
use, misuse, or divert a prescription medication. Moreover, McKesson has no visibility into the
medical needs of the patient who is prescribed an opioid produet.

3. Inother words, if you ship a suspicious order, it is likely that prescription
opiates will be diverted into the illicit market. Agree?

No. As noted above, McKesson only ships controlled substances to pharmacies that are
registered with the DEA and licensed by their respective state to receive such products. Asa
distributor, McKesson does not have visibility into or control over the doctor-patient or
pharmacist-patient relationships and is not involved in the healthcare decisions made for a
particular patient, the decision by a prescriber to write a prescription for a particular controlled
substance, the decision by a pharmacist to fill a prescription for a controlled substance, or the
decision by a patient to use, misuse, or divert a prescription medication. Moreover, McKesson
has no visibility into the medical needs of the patient who is prescribed an opioid product.

4. Do you concur that filling suspicious orders is a direct and proximate
cause of prescription opiate abuse, addiction, morbidity and mortality?

No. As stated previously, McKesson supplies controlled substances only to those
pharmacies that are registered with DEA and licensed by their respective states. Asa
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distributor, McKesson does not have visibility into or control over the doctor-patient or
pharmacist-patient relationships and is not involved in the healthcare decisions made fora
particular patient, the decision by a prescriber to write a prescription for a particular controlled
substance, the decision by a pharmacist to fill a prescription for a controlled substance, or the
decision by a patient to use, misuse, or divert a prescription medication. Moreover, McKesson
has no visibility into the medical needs of the patient who is prescribed an opioid product.

5. Do you agree the United States is in the midst of a prescription opiate
epidemic?

McKesson agrees and believes that many players in the pharmaceutical supply chain,
medical community, and government will be needed to help bring an end to prescription drug
abuse. To that end, beyond its various CSMP activities and anti-diversion efforts, McKesson has
published multiple white papers containing proposals aimed at combatting drug diversion. In
addition, McKesson has established and committed $100 million to a new non-profit foundation
dedicated to combatting the opioid crisis.

6. Do you concur that filling suspicious orders is a direct and proximate cause
of the prescription opiate epidemic plaguing our country?

No. As stated previously, McKesson supplies controlled substances only to those
pharmacies that are registered with DEA and licensed by their respective states, Asa
distributor, McKesson does not have visibility into or control over the doctor-patient or
pharmacist-patient relationships and is not invelved in the healthcare decisions made for a
particular patient, the decision by a prescriber to write a prescription for a particular controlled
substance, the decision by a pharmacist to fill a prescription for a controlled substance, or the
decision by a patient to use, misuse, or divert a prescription medication. Moreover, McKesson
has no visibility into the medical needs of the patient who is prescribed an opioid product.

=. Do you believe the prescription opiate epidemic is an immediate hazard to
public health and safety?

The country is in the midst of a serious opioid abuse problem. It is a multi-faceted
problem that must be addressed through a comprehensive approach. McKesson has published a
range of public policy recommendations aimed at combatting the opioid abuse problem.

8. Do you believe the prescription opiate epidemic is a public nuisance?

The opioid epidemic is a terrible problem faced by many families and communities in
this country. McKesson is committed to working with Congress and other stakeholders to find
effective means to combat the problem of prescription drug abuse. But as a legal matter, the
answer to your question is no.

9. Are you aware of your company’s efforts to detect, address, and report
suspiciously large orders in West Virginia?
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McKesson has devoted significant resources to make key enhancements to its CSMP,
including strengthening our compliance team, customer diligence efforts, ongoing oversight,
suspicious order reporting, and customer education efforts. McKesson has also devoted
significant resources to the development and implementation of advanced analytics to monitor
orders for controlled substances, including those placed by pharmacies in West Virginia.

10. Are you aware that for years your company never followed West Virginia’s
law by reporting all suspicious orders to the West Virginia Board of
Pharmacy?

McKesson has made a numnber of enhancements to its CSMP and reporting practices,
including its reporting practices with respect to the West Virginia Board of Pharmacy. Ifa
customer order for a controlled substance exceeds established monthly thresholds, the order is
blocked and reported to DEA and to the West Virginia Board of Pharmacy.

11. Did your company have a policy that orders had to be less than 50%
controlled substances to be filled?

McKesson's CSMP includes a tool that allows the company to analyze a pharmacy's
controlled substance ordering ratio over time, and that information can be a data point in
decisions about whether to bring on the pharmacy as a new customer or change the ordering
thresholds for a current customer, Because each pharmacy’s situation is unique, McKesson
believes that the company’s advanced analytics system is a more appropriate tool for identifying
suspicious ordering activity than a fixed ratio.s

The Honorable Frank Pallone, Jr.

1. Prior to August 2013, McKesson was not regularly reporting suspicious
order reports to DEA as required. When DEA Administrator Robert
Patterson testified before the Committee in March, he stated that when
distributors fail to report suspicious orders to DEA, it is much harder for
DEA to do its job. Do you agree that timely reporting of suspicious orders
plays a key role in preventing diversion?

McKesson has reported hundreds of thousands of controlled substance orders to DEA as
suspicious pursuant to 21 C.F.R. § 1301.74. McKesson is not aware of evidence that those
reports are used by DEA to generate investigative leads. McKesson has for many years reported
orders to DEA through ARCOS. According to DEA’s website, “ARCOS accumulates these
transactions which are then summarized into reports which give investigators in Federal and

3 As for a ratio requiring individual orders to be less than 50% controlled substances, such a policy is not
feasible. Federal regulations require that some orders containing controlled substances not include any
non-controlled substances in the order.
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state government agencies information which can then be used to identify the diversion of
conirolled substances into illicit channels of distribution. The information on drug distribution
is used throughout the United States (U.8.). [sic] by U.S, Attorneys and DEA investigators to
strengthen criminal cases in the courts.”

2, You testified that McKesson’s order monitoring systems “determine a
suspicious order based primarily on quantities compared to average
pharmacies, pharmacies that are similar.” However, McKesson shipped
Sav-Rite pharmacy in Kermit, WV, population 400, 4.8 million hydrocodone
pills in 2006 and 2007. According to data cited by DEA, that was
approximately 8 times the amount of hydrocodone that an average rural
pharmacy in West Virginia would have expected to receive. What failed in
McKesson’s suspicious order monitoring system to allow such large
quantities of opioids to ship to this pharmacy?

McKesson's current CSMP utilizes a threshold management system to monitor orders of
controlled substances and block and report all orders exceeding that threshold. McKesson’s
customer thresholds are set using complex analytics that take into account, among other factors,
pharmacy size and a comparison to pharmacies of similar size. Orders that exceed monthly
thresholds are blocked and not shipped. Those blocked orders are reported to DEA as
suspicious pursuant to 21 C.F.R. § 1301.74.

3. Considering the opioid crisis in West Virginia, what more could McKesson
have done to monitor the opioid shipments it was sending to these
communities?

As described above, McKesson is firmly committed to having in place effective policies
and procedures to monitor its distribution of controlled substances across the country, including
West Virginia, and has continued to enhance its program. Moving forward, McKesson hopes
that there will be greater coordination, cooperation, data sharing, and knowledge sharing among
the industry, DEA, and state boards of pharmacy.

4. When McKesson acquires a smaller wholesale distribution company, what
type of due diligence does McKesson perform on the pharmacy customers
previously served by the acquired distribution company? Is it McKesson’s
practice to perform a new customer intake examination of each pharmaecy
that has elected to use McKesson as its new wholesaler? If so, for how long
has this been McKesson’s policy? Does McKesson inspect the due diligence
files maintained by the acquired wholesaler for each transferred pharmacy
customer? If so, for how long has this been McKesson’s policy?

‘While this type of acquisition is infrequent and atypical, when McKesson acquires
customers through the acquisition of another distributor, it validates the registration and

4 See https://www.deadiversion.usdoj.gov/arcos/index.html (last visited June 6, 2018).
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licensure status of each of the target company’s pharmacy customers that will be supplied
controlled substances after the acquisition. To the extent the newly acquired pharmacy
customers will be supplied controlled substances, such distribution will be subject to the
applicable requirements of McKesson’s Controlled Substance Monitoring Program, including its
system of monthly thresholds limiting the amount of controlled substances the pharmacy
customer can purchase.

The Honorable Jan Schakowsky
1. How much does McKesson net annually for its distribution of Evzio?

McKesson does not generally track profits by molecule for products in its branded and
generic pharmaceutical units.

2. McKesson also distributes Narcan. What does McKesson earn net per unit
for Narcan?

McKesson does not generally track profits by molecule for products in its branded and
generic pharmaceutical units.

3. How much does McKesson net annually for its distribution of Narcan?

McKesson does not generally track profits by molecule for products in its branded and
generic pharmaceutical units.

4. As early as 2007, a CDC memorandum showed that West Virginia drug
overdose deaths increased by 550 percent between 1999 and 2004. Despite
these reports, McKesson was providing millions of opioid pills to a single
pharmacy in Kermit, West Virginia. Did McKesson understand there was a
serious diversion problem facing the state, and how could McKesson have
improved its handling of controlled substances?

As described in McKesson’s written response to the Committee, in 2007 McKesson
implemented a new controlled substance monitoring program, and further enhanced that
program in 2008 following its settlement with DEA. McKesson is firmly committed to having in
place effective policies and procedures to monitor its distributions of controlled substances
across the country, including West Virginia. Moving forward, McKesson hopes that there will be
greater coordination, cooperation, data sharing, and knowledge sharing among the industry,
DEA, and state Boards of Pharmacy.

5. Does your company buy the drugs from the manufacturers, take title and
move pallets to and from your warehouse? Or are you like brokers, working
on consignment, arranging sales to pharmacies and then taking a
percentage of the sale price?
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In most instances, McKesson buys drugs from manufactures, takes title upon delivery to
MeKesson facilities, and transfers title upon delivery to the customer.

6. In setting prices to pharmacies, is your markup more like a flat rate (for
example, selling $5 more than the price at which you bought), or is your
markup more like a percentage (for example, selling for 5% higher than the
price at which you bought)?

McKesson determines pricing for all pharmaceutical products, including controlled
substances, on an individual customer basis determined by factors specific to that customer,
including the customer’s overall produet mix. The system is not as simple as buying a product
from a manufacturer and selling it to customers at a markup. Although the specifies vary by
product, McKesson’s business model involves purchasing product from the manufacturer;
charging the manufacturer a fee for service on the product; earning rebates and similar benefits
from the manufacturer based on product ordering; and charging the customer a percent of the
original acquisition costs. Depending on the product, McKesson may charge the customer more
or less than McKesson paid to acquire the product from the manufacturer.

7. Is it possible that even if your company pays a higher price to get those
drugs in stock, you end up making more money on those sales where your
acquisition prices are higher? And would the same be true for your
consignment/broker sales?

As described above, McKesson's sales model is not as simple as reselling products at a
markup. McKesson may make either more or less when the acquisition price of a product
increases. Put another way, McKesson does not benefit from every price increase by a
manufacturer, and often is required to return to the manufacturer the benefit of the
manufacturer’s price increase.

* * *

MecKesson appreciates this opportunity to respond to the Committee’s questions. Please
let us know if you require additional information.

Respectfully submitted

Robert K. Kelner

Encl.
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The Crisis

Qur country is in the midst of a serious opioid abuse epidemic, which is affecting every community in America. It has
claimed victims from all races, ages, and socio-economic groups. According to the Centers for Disease Control &
Prevention (CDC), from 2000 to 2014, nearly half a million Americans died from drug overdoses.! In 2015, more than
15,000 peaple died from overdoses involving prescription opioids. Additionally, each day over 1,000 people are
treated in emergency departments for not using prescription opioids as directed.2 The National Institute on Drug
Abuse (NIDA) has cited the increased volume of opioid prescriptions as a driving factor for the severity of the current
crisis.4

The opioid epidemic is a multi-faceted problem that cannot be solved by focusing on individual parts of the
healthcare system. It must be addressed through a comprehensive approach that includes the doctors who write the
prescriptions, the pharmacists who fill them, the distributors who fill and deliver pharmacies’ orders, the
manufacturers who make and promote the products, and the regulators who license the above activities and
determine supply.

McKesson is fully committed to working with all stakeholders to protect the supply chain and help
prevent diversion while ensuring appropriate treat ts are available to patients. With a 360~
degree view of healthcare and s across industry and government, McKesson is uniquely
positioned to advocate for a comprehensive set of policy and business solut:ons that will harness
the power of technology to promote improved prescribing and di The ation of
these policy and business solutions could significantly slow the abuse and diversion of oploids, to
the benefit of patients and their families.

Current Initiatives and Proposals

Policymakers, manufacturers, insurers, and other stakeholders have launched numerous initiatives and proposed a
wide range of policies aimed at curbing misuse of opioids, including pill disposal requirements, product
stewardship, enhanced provider and pharmacist education, Medicare beneficiary “lock in,” and various pill
limitation measures.

In January 2016, the Centers for Medicare & Medicaid Services (CMS) released its opioid management
strategy, which outlines the agency’s plan to address the national opioid epidemic. The strategy features four key
policy areass: (1) implementing more effective person-centered and population-based strategies to reduce the risk of
opioid use disorders, overdoses, inappropriate prescribing, and drug diversion; (2) expanding naloxone (an
overdose reversal drug) use, distribution, and access, when clinically appropriate; (3) expanding sereening,
diagnosis, and treatment of opioid use disorders, with an emphasis on increasing access to medication-assisted
treatment; and (4) increasing the use of evidence-based practices for acute and chronic pain management.

The Department of Veterans Affairs (VA) has engaged in a comprehensive approach aimed at reducing the
use of opioids among veterans using VA healthcare.6 The VA’s Opioid Safety Initiative (OS1) is an effort to improve
the quality of life for veterans suffering from chronic pain. The program features patient management initiatives
including Pain Coach, which is a pain management application available for download by patients receiving pain
management treatments, a Veterans’ Health Library, a Patient/Family Management Toolkit, and resources for Pain
Management on My HealtheVet. All of these applications allowed veterans to better manage their pain without the
use of opioids.” The VA has also been on the leading edge of PDMP interoperability, naloxone distribution, drug
take back and opioid management programs.

In July 2016, Congress passed the Comprehensive Addiction and Recovery Act of 2016 (CARA) with
overwhelming bipartisan support. CARA foeuses primarily on treatment, recovery, law enforcement, criminal
justice reform, and access to overdose reversal drugs.

Also in July 2016, the National Governors A iation (NGA), rel d a resource for state governments to
address the opioid epidemic, titled Finding Solutions to the Prescription Opioid and Heroin Crisis: A Road Map
for States.8 A Road Map for States is a thoughtful and comprehensive set of evidence-based public policy
recommendations and public health strategies focused on prevention and response to opioid misuse and overdose.

These are all thoughtful steps in taking meaningful action to combat the scourge of opioid abuse and diversion; and
yet, there is more work to be done.
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McKesson’s Public Policy Recommendations

Patients taking preseription opioids interact with the healthcare system at least twice in order to access their
medications. The first interaction takes place when the prescriber writes a prescription, and the second interaction
takes place at the pharmacy when the prescription is dispensed to the patient. There are significant opportunities
to engage at both encounter points to ensure that opioids are being prescribed and dispensed in an appropriate
manner.

The proposals outlined below are aimed at establishing mechanisms to improve clinical treatment decisions by
providing better information at the point of preseribing. Also included are a compl y set of policies that
would similarly deliver actionable information to dispensing pharmacists.

Section 1: Improve Prescribing Practices for Opioids

In some instances, patients can obtain inappropriate access to prescription oploid medication by manipulating the
prescription process. For example, some patients are able to interact with multiple doctors or pharmacies to
acquire opioids that may not be clinically necessary. Multiple strategies can be deployed to improve opioid
prescribing practices. Implementing e-preseribing requirements can limit opportunities for individuals to forge
paper prescriptions for opioids. Providing comprehensive, accurate, and up-to-date information about a patient’s
prescription utilization history would significantly improve a physician’s ability to identify instances where
prescribing an opioid may be inappropriate. Additionally, improving and enhancing provider education about
when and how to prescribe opioids, as well as recognizing any potential abuse, and the ability to carefully review a
patient's prescription history — all would enhance the safety of prescribing practices.

Recommendation 1: Require all payers and providers to use opioid management programs

Many public and private health plans, pharmacy benefit managers (PBMs), and hospital and physician
organizations have adopted opioid management programs to curb overprescribing, misuse, and abuse. These
programs often combine multiple strategies to improve decision-making when prescribing opioids and incorporate
evidence-based clinical guidelines. A number of payers have adopted the CDC clinical guidelines for prescribing
opioids, released in March of 2016. By the end of 2017, 21 states will use these guidelines for Medicaid fee-for-
service and 11 states will require that Medicaid managed care organizations adopt them.s McKesson supports
broader awareness and adoption of the CDC and other evidence-based clinical practice guidelines. We believe
embedding these guidelines at the point of care (e.g., integration inte e-prescribing, electronic health records, or
other care management processes) can improve prescribing practices both in workflow and at the right time along
the care continuum,

Several opioid management programs have had promising results. The emerging model implemented by Blue Cross
Blue Shield of Massachusetts (BCBS-MA) is reporting successful outcomes and can serve as a model for other
stakeholders to eonsider. Over a three-year period, the BCBS-MA program reduced the risk of substance use
disorders and other health issues related to long-term use of opioids, The program eliminated an estimated 21.5
million doses of opioid-based medications in the communities served by its plans and reduced claims for long-
acting oploids by approximately 50 percent by switching patients to short-acting pain treatments,te

Key elements of the program include, but are not limited to: (1) a comprehensive treatment plan between doctor
and patient that outlines the expectations of both parties and considers non-narcotic treatment options; (2) a
clinical risk evaluation for addiction that is signed by the patient; (3) choosing a single pharmacy or pharmacy chain
to be used for all opioid prescriptions; (4) a prior authorization requirement for all new short-acting opioid
prescriptions for more than 30 days and for all new long-acting opioid prescriptions; and (5) a three-day supply of
short-acting opioids if prior authorization isn’t immediately available, allowing time for authorization.

The BCBS-MA program features effective patient safety measures while ensuring access to care for patients in need.
Cancer patients and terminally-ill patients are exempt from many of the authorization requirements, which is
important for every opioid management program to contemplate since it is estimated that pain occurs in up to 70
percent of patients with advanced cancer." Requiring a broader adoption of the key elements of BCBS-MA’s opioid
management programs could have a significant impact on the national opioid epidemic.

Recommendation 2: Require e-prescribing for all controlled substances
Tradxt?on.al haqd‘:vritten prescriptions can be forged, altered, or diverted and can enable illegal access to
prescription opioids.”? Electronic prescribing (e-preseribing) allows prescriptions to be transmitted to pharmacies

2
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securely without risk of alteration or diversion, and prescribers can be authenticated before dispensing of controlled
substances and prescriptions. The American Journal of Pharmacy Benefits (AJPB) has recommended e-prescribing
to help address the misuse and diversion of opioid medications. E-prescribing of controlled substances (EPCS) is
currently permitted in all 50 states, yet is only required in New York, Maine, and Minnesota. There is significant
variability across the states in terms of e-prescribing capabilities and behaviors, and not all pharmacies or
physicians’ offices are capable of transmitting prescriptions electronically, For example, in 2015, 82% of
pharmacies in Nebraska were EPCS-enabled, along with 15% of prescribers.’s By contrast, for the same year in
Florida, 74% of pharmacies were EPCS enabled along with only 2% of prescribers.® Nationally, just 8% of
physicians serve in practices that allow for the use of this technology to prescribe controlled substances like
opioids,” Research on EPCS has been scarce, but surveys have shown that prescribers are generally optimistic
about the benefits of EPCS.”® A nationwide e-prescribing requirement for opioids could be a promising solution for
reducing forged prescriptions and strengthening the efficacy of state preseription drug monitering programs
{PDMPs) across the country.

Recommendation 3: Harness FDA's Risk Evaluation and Mitigation Strategies (REMS) Program
The Food and Drug Administration (FDA) recognizes that there are risks associated with the use of certain drugs or
classes of drugs. In order to manage these risks, the FDA requires drug manufacturers to create risk evaluation and
mitigation strategy programs, or REMS, which include activities such as ereating a medication guide and
communication plan for healthcare professionals and distributors, These initiatives can help identify potential rigks,
harmful drug interactions, and other guidelines for safe use and proper disposal of opioids. Given the potential
safety risks associated with opioids, the FDA has a class-wide REMS policy for all extended release and long acting
(ER/LA) opioids. However, not all long-acting opioids have been subject to REMS requirements. The FDA recently
announced that it intends to require a REMS for all forms of opioids to "ensure the benefits of these drugs continue
o outweigh the risks of misuse, abuse, addiction, overdose and death.” McKesson supports the FDA’s initiative.

The impact of opioid REMS has been hindered by low awareness of, and limited participation in, the physician
education programs offered by drug manufacturers. For example, the voluntary REMS for ER/LA opioids fell short
of its targeted prescriber goal. In the first two years, 37,512 prescribers completed the training, accounting for just
under half (47 percent) of the targeted 80,000 prescribers.? A recent PriMed study involving 441 healtheare
providers that received REMS training and 4,669 providers that were not trained, found that those who had REMS
training had a 10% drop in ER/LA prescribing compared with a 4% increase in the untrained population,=:

To improve effectiveness of the opioid REMS program, McKesson recommends: (1) implementing REMS
requirements for all long-acting opicids as soon as possible; (2) increasing provider participation in REMS
educational activities; and (3) improving the educational programs associated with REMS requirements and
beyond. An exemption should be granted for cases in which a physician cares for a patient with a terminal
condition, since certain REMS requirements (e.g., requiring physicians to document that terminally-ill patients
understand the risk of addiction and abuse) could contribute to the patient avoiding the medication due to fear of
addiction,

Section 2: Improve Dispensing Practices for Opioids

Dispensing pharmacists are a strong second line of defense to detect potential opioid abuse or misuse. Unlike
prescribers who often do not engage with patients during refills, pharmacists handle refill prescriptions and the
interaction with patients. Therefore, they must be a part of the solution. To maximize a dispenser’s ability to
identify potential instances of fraud or opioid misuse, it is vital that pharmacists and their staff have easy access to
reliable, up-to-date information about a patient’s prescription history. Further, to minimize the risk of opioid
misuse, patients must not be prescribed more medication than they will need to manage their medical conditions.

Recommendation 4: Integrate a National Patient Sufety Network into the pharmacy dispensing process
Under the current system, which the National Council for Prescription Drug Programs (NCPDP) describes as
“systematically burdensome,” pharmacists must leave their workstations to check a PDMP.22 Unsurprisingly, research
indicates that pharmacists do not always consult PDMPs. For example, a survey of pharmacists in Maine found that, in
2014, only 56 percent were using the state’s PDMP.2s Delivering alerts through the very same system that pharmacists

use as part of their dispensing process would save significant time and, most importantly, would increase the likelihood
that pharmacists consult their PDMPs.

To make the most informed dispensing decisions, pharmacists need access to robust, real-time information that can
aceess and analyze data across all 50 states. One tool that can be used to increase patient safety is an automated,



146

clinically-based system that notifies dispensers in real-time and in workflow when a drug may present a safety issue
to a patient (e.g., no dical use, miscalculated dosage, or drug interactions).

This tool, a National Patient Safety Network (“Network”), as envisioned by NCPDP would identify "red flags” and
alert dispensers whenever patient safety issues are identified. For example, in instances where there may be non-
medical use of opioids, the Network would notify the pharmacist who could voluntarily check the PDMP before
dispensing. The Network would complement PDMPs in two significant ways by: (1) providing alerts to dispensing
pharmacists that are based on real-time, comprehensive prescription history data for patients, regardless of setting
of care, and (2) promoting more effective use of PDMP information since pharmacists would know when to consult
the PDMP rather than having to check it for all patients.

The Network could also benefit physicians, who according to a 2014 survey cited the time-consuming nature of
retrieving data from PDMPs as a barrier to their use.?s The same survey found that while doctors prescribed opioids
for an average of 35 patients a month, they retrieved data from a PDMP for an average of only eight patients a
month.?s The NCPDP solution proposes that all electronic prescriptions, as well as all pharmacy dispensing activity,
are evaluated against the Network.

Recommenduation 5: Improve information sharing among PDMPs

PDMPs are an important tool for pharmacists who serve as a crucial line of defense in identifying and avoiding
potential opioid misuse and abuse. However, the data in PDMPs are typically limited to the prescription data from
within the state the pharmacist is operating in, This means that a pharmacist searching a PDMP in one state may not
have access to data from ancther state’s PDMP. The data collected by PDMPs vary by state® and, according to a
December 2016 report by Pew Charitable Trusts, data sharing between PDMPs is often slow.2? Establishing a
mechanism to exchange opioid prescription data across all state PDMPs would enable standardized data to be shared
on a real-time basis, For example, a system like the one envisioned by CommonWell® Health Alliance, a vendor-
neutral platform that breaks down barriers that currently inhibit effective, interoperable exchange of health data,
would enable prescribers and dispensers to access comprehensive data from PDMPs from across the country that
captures all oploid prescription activity, regardless of setting of care. The Network deseribed above can provide
PDMPs more robust real-time data, if states elect for that data to be incorporated into their PDMPs.

Recomumendation 6: Permit partial refills to reduce risks associated with an excess of unused pills
Prior to 2016, as Schedule II products, opioid prescriptions were not permitted to be refilled. This may have led
some preseribers who anticipate an increased need for pain management in patients with acute pain to preseribe a
greater supply of medication than necessary. This practice has resulted in an excess of unused pills. According toa
study by the Johns Hopkins Bloomberg School of Public Health, six out of 10 adults prescribed opioid painkillers
have leftover pills.?® Allowing patients to partially refill their prescriptions increases the chances that a patient will
be preseribed the exact number of pills that he or she needs, thereby reducing the risk of these “extra” pills being
improperly disposed, lost, stolen, sold or given to others.

States and federal lawmakers have begun to take action aimed at limiting the risks associated with excess pills. For
example, New Jersey recently enacted a law that imposed a five-day limit on a patient’s first opioid preseription.®
At the federal level, CARA permits a preseription for a Schedule II controlled substance to be partially filled if: (1) it
is not prohibited by state law; (2) the partial fill is requested by the patient or the practitioner who wrote the
prescription; and (3) the total quantity dispensed in all partial fillings does not exceed the total quantity
prescribed.se Providing flexibility to allow patients and preseribers to reduce the number of unused opioid pills
limits opportunities for diversion or misuse of these medications. A swift and comprehensive implementation of
this policy, along with proper coordination with the states, can reduce the volume of unused pills and the risk of
diversion and misuse.

Section 3: Our Efforts
MecKesson understands that thoughtful and innovative public poliey solutions alone are not enough. We are
committed to working closely with our pariners and customers to fight the opioid abuse epidemic.

Promoting a Secure Supply Chain

McKesson plays an important role in the proper disposal of medication. We are committed to ensuring unused
medications are properly collected from our customers and our distribution centers and safely processed out of the
supply chain. Over the last three years, we have worked with reverse distributors to appropriately dispose of, and in
many instances, recycle, an average of 7.2 million products a year. In addition, we leverage our unique relationship
with our customers to educate pharmacists about medication disposal so they in turn can educate their patients.

4
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McKesson provides its Health Mart® pharmacists with “Drug Take Back Solutions” information, which demonstrate
how they can partner with local law enforcement in getting unwanted or expired medications off the street.

MeKesson operates a robust Controlled Substances Monitoring Program (CSMF) to help us identify and report
suspicious orders. We also are ntilizing advanced analytical tools to closely monitor our customers’ purchases. We
are committed to continuing to make enhancements as needed to ensure our CSMP remains an effective
contribution in our country’s battle with opioid diversion and abuse.

Educating Our Customers

An FDA advisory panel has endorsed mandatory training for doctors who prescribe opioids as part of the efforts to
stem the national epidemic of deaths and addiction related to these drugs. McKesson supperts improvements in
both formal medical education and continuing medical education to better inform clinical practice in pain
management. MedTrainer, a compliance and regulatory training tool offered to McKesson'’s provider customers,
provides training opportunities focused on responsible opioid prescribing and on recognition of drug seeking
behavior and substance abuse disorders.3!

Similarly, McKesson provides its nearly 5,000 HealthMart® independent community pharmacies with relevant
information, tools, and resources about prevention of opioid abuse. As independent business owners, Health Mart®
members are empowered to become advocates for drug abuse prevention in their communities, starting with their
own pharmacies. All HealthMart® pharmacies are equipped with the Health Mart Operations Toolkit, an online
portal where pharmacists can access resources created specifically to help prevent drug abuse in their communities,
including: (1) education and training courses available for the entire pharmacy's staff; (2) drug abuse prevention
solutions, which contains news, drug take back solutions, education, and outreach ideas; (3) best practices and
practical advice for pharmacists and technicians to prevent drug abuse when filling prescriptions; and (4)
community outreach resources with strategies to promote drug abuse prevention at the local level.

Conclusion

Absent thoughtful and innovative solutions, the disturbing impact of opioid abuse and misuse will continue
unabated. Meaningful solutions require the partnership of a variety of stakeholders, including doctors,
pharmacists, distributors, manufacturers, payers, policymakers, and regulators. We believe the innovative
solutions presented above offer a practical and unique approach to both the improvement of prescribing and
dispensing practices and processes.

As a company, we are committed to advancing impactful solutions and continuing to innovate in our own processes.
‘We stand ready to collaborate with lawmakers and all stakeholders and partners in the pharmaceutical supply chain
to address our nation's devastating oploid abuse epidemic. For more information or to partner with McKesson
Public Affairs on these policy solutions, contact PublicAffairs@McKesson.com.
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MCKESSON

McKesson's Recommendations
to Combat the Opioid Crisis

The opioid epidemic continues to affect communities across America. Cur
prioritized set of recommendations focus on enhancing clinical knowledge
and leveraging data and technology solutions across the care continuum to
address overprescribing and dispensing angl enable real-time solutions to
identify at-risk patients.

Key recommendations include:

Implement a prescription safety-alert system to provide pharmacists and
ultimately doctors with real-time alerts to identify at-risk patients

Incentivize implementation of opioid stewardship or similar clinical
excellence programs

Ensure patients receive education on risks and benefits of opioids, and
clinically appropriate treatment alternatives

Require electronic prescribing (eRx) of all controfied substances

Require use of electronic prior authorization (¢PA) to better align prescribing
with best clinical practices, prevent misuse, and ensure access for patients
with legitimate need

Pilot pharmacist-ledt opioid care management programs

Public Affairs
ciesson Corporation
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Introduction

Qur country’s opioid epidemic has continued to affect
comrmunities throughout the country. It has claimed
victims from all races, ages, and socio-economic
groups.

The oploid epidemic is a complex, multl-faceted
problem that cannot be solved by focusing on one part
of the system or stakeholder. Rather, solutions must be
comprehenstve and should include, among others:

the doctors who write the prescriptions,

the pharmacists who fifl them,

the distributors who deliver the pharmacists’ orders,
the manufacturers who make and promote the
products,

the payers who make reimbursement decistons,

and the regulators who license the above activities
and determine supply.

.

More must be done, starting with acting on the
recommendations we’ve proposed in this paper.

Every day, our company and our people work hard
to ensure that appropriate t are lat
to patients in need. We remain steadfast in our
commitment to work with alf stakeholders to protect
the supply chain and prevent diversion while ensuring
that patients who need their medicines get them ina
timely With acrossthe h

industry and government, we have a unique view of
the healthcare ecosystem. That’s why we’ll continue to
advocate for policy recommendations and technology-
driven ideas that we strongly believe can slow the
abuse and diversion of opioids, and most important,
help to end this national crisis,
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As the opioid epidemic persisted, we wanted to

help the healthcare system look at holistic ways to
combat the problem. That’s why in 2018, we created
an internal task force of experts, including clinicians,
technologists, and public policy experts, In March
2017, McKesson released our policy paper, Combaling
the Opioid Abuse Epidentic; A Shared {hility
that Requires Innovative Solutions. It included policy
recommendations in six major areas that we believe
will help curb the oploid epldemic.

In this paper, we expand upon our 2017 policy
recommendations, identify additional opportunities
for appropriate intervention and describe approaches
for comprehensive, integrated solutions to address the
opioid epldemic across the healthcare ecosystem, OQur
new set of policy recommendations included in this
paper continues to reinforce the need for public and
private partaerships that:

+ Promote patient-centered solutions,

» Foster clinical collaboration across the care
continuum, and

« Bolster leadership and accountability,
For a full listing of McKesson's efforts to combat

the opioid crisis, please visit: wyww.nckessongony
about-mekesson/fighting-opioid-abuse/
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Overview of McKesson’s New Public Policy
Recommendations

Itis critical that we drive a culture of change that embraces a team-based
approach to comp ive pain mar This requires coordination
across all stakeholders that impact the supply chain and those on the front
{ines of care delivery. Data and technology solutions must be thoughtfully
deployed to ensure that necessary data flows through the healtheare system,
enabling cliniclans to meet the diverse needs of patients. However, this
cannot be done until stakeholders collectively agree to utilize the tools

at our fingertips to modernize the way opioids are prescribed and patients
are managed across the care continuum.

The recommendations laid out in the next section, “McKesson's Pricritized
Public Policy Recommendations,” focus on enhancing clinical knowledge
and leveraging data and technology solutions across the care continuum to
address overprescribing and dispensing, while enabling real-time technology
solutions to reduce supply and identify at-risk patients, We also advocate for
additional policy changes that we belteve can play a significant role in ending
the opioid epidemic.

Details of our full set of 2018 recommendations can be found in Appendix A.

A comprehensive list of our 2017 and 2018 recommendations can be found
in Appendix B.

Enable Real-Time Solutions (o Reduce Supply and Lilentify Patients ot Risk
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McKesson’s Prioritized Public
Policy Recommendations

We recognize that modernizing the approach to pain
management and opioid prescribing should be driven
by enhancing clinical knowledge, understanding
prescribing best practices, and using tools and
technological solutions to assist in clinical decision
making and patient engagement. We believe our policy
dations can be d today and can
have an immediate impact in curbing the oploid crisis.

Clinical Decision Support
Independent medical experts have advised that
appropriate opiold prescribing is built upon

ive pain mar knowledge,
understanding of opioid prescribing guidelines, and
effective patient engagement. However, most opioids
are not prescribed by pain specialists. Rather they
are prescribed by primary care physiclans, internists,
dentists, and orthopedic surgeons.! While technology
embedded within the electronic health record may
prompt the clinician with relevant information, we
think it is important to ensure clinical behaviors are
driven by an expanded knowledge of comprehensive
pain management, rather than simply reducing opicid
prescriptions. In addition to constraining supply
through initiatives such as limiting initial fills, our
recommendations seek to increase clinical knowledge
and improve patient engagement.

Recommendations:

Implement nationwide prescription safety-alert
system that may be used by pharmacists, and
ultimately by prescribers, to inform clinical decision
making (details on page §)

M ar
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open discussion between providers and patients on
the impact cost may have on treatment selection, Use
of e-benefit verification tools provide prescribers a
unique opportunity to discuss the risks and benelits of
oploid use, as well as clinically appropriate treatment
alternatives, We strongly believe in the value of these
solutions. We encourage all prescribers to utilize such
tools to increase shared-decision making, and improve
adherence and patient knowledge on the risks of oploid
addiction.

Recommendations:

Ensure patlents receive education on risks and
benefis of oploids, and clinically appropriate
treatment alternatives, at the time of prescribing
and on a consistent basis

Electranic Prescribing (eRx)

Handwritten prescriptions can be forged, altered, or
diverted and can enable Hllegal access to prescription
opioids. Moreover, paper prescriptions make it difficult
to identity prescribing trends. eRx allows prescriptions
to be transmitted to pharmacies securely while
minimizing the risk of alteration or diversion. eRx also
allows for data analytics and trendspotting regarding
opiold prescribing. eRx of controlled substances
(EPCS) is currently permitted in all 50 states, yetisonly
required in a few. Research on EPCS has been scarce,
but surveys have shown that prescribers are generally
optimistic about its benefits.? Because utilization of
eRx is still modest despite it being allowed in all states,
the use of d; hasb y to curb the
epidemic.

Incentivize imph ration of opield

"

similar clinical excellence programs

Require all prescribers to participate in approved
clinical training and continuing medical education
as condition of licensure

Deploy in-person prescriber training programs

to reduce overprescribing

Electronic (e)-Benefit Verifications

Use of pharmacy benefit verification tools allows
providers to have a more complete picture of a patient’s
insurance coverage and any limits the payer may have
on oploids and alternative treatments, including supply
limits and mandatory prior authorizations, These tools
also increase cost transparency. They can enable an

ion:

« Implement mandatory eRx of opioids under
Medi Part D as proposed in pending federal
legislation and in some states

« Strongly encourage private payers to adopt similar
policies

Electronic Prior Authorization (cPA)

Employers and payers have implemented programs
to detect and intervene in inappropriate prescribing
of opioids. Prior authorization (PA), a process to
verify that medications ot proced are medl
necessary, is used by payers before they grant
coverage approvals.d A study of Medicaid patients




inP Y ia found that iees within plans

that subject opioids to PA policies had lower rates of
abuse and overdose after initlating oplold medication
treatment.4 While the use of PA is frequently
associated with reductions in use of opioids, traditional
PA - most often completed via handwritten faxed
forms or phone calls - can frequently place significant
burdens on physicians, pharmacists, and patients who
legitimately need prescription palnkillers to manage
their conditions.

Recommendations:

Require use ePA of opioids under Medicare Part D
as proposed in pending federal legisiation
Require use of ePA for opioids and other drugs

as proposed in several state proposals

Strongly encourage private payers to adopt similar
policies

Nationwide Prescription Safety-Afert System

We strongly support the implementation of a
nationwide prescription safety-aiert system, a model
conceived by the National Councli for Prescription
Drug Programs (NCPDP) and recently cited by the Duke
Margolis Center for Heaith Policy.S The prescription
safety-alert system would use patient prescription
history data and clinical rules to Identify patients and
prescription patterns that may indicate risks of opioid
overuse, abuse, addiction or misuse. Pharmacies
would receive real-time alerts in workflow indicating
that the pharmacist should gather additional patient
information before dispensing, This might include

a more in-depth conversation with the patient, a
consultation with the prescribing physiclan(s), and
review of the relevant state PDMP data. To maximize
success, the prescription safety-alert system must have
access to data from all entities dispensing covered
controlled substarnces. e-prescribing would facilitate
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Recommendation:

Health and Human Services/Food and Drug
Administration, through its existing Risk Evaluation
and Mitigation Strategy authority, should require
that manufacturers only provide covered controlled
substances to pharmacies and healtheare providers
that participate In a prescription safety-alert system

Pharmacist
According to the Johns Hopkins Bloomberg School
of Public Heaith, “community pharmacy remains the
‘untapped " for the 1 opioid epid g
Furthermore, the U.S. is also in the early stages of
another looming public health crisis ~ a projected
physician shortage of over 100,000 physicians by 2030,
due to a growing and aging population8 In addition,
every year, roughly one out of every four substance-
abuse clinicians nationalily leaves the profession.”
Total pharmacist employment, on the other hand, is
projected to grow by almost 18,000 jobs by 2026.8
Glven our country’s current opioid crisis, impending
physician shortage crisis, and the availability of highly
skilled, medically-trained pharmacists that can help
now, pharmacists must be better equipped to fight
against the epidemic.

Recommendations:

Pilot pharmacist-led opioid care management models
Allow pharmacists to participate in and be
reimbursed for Screening, Brief, Intervention and
Referral to Treatment (SBIRT) activities

Expand access to Medication-Assisted Treatment
(MAT) by allowing pharmacists to provide and

be reimbursed for MAT

Increase access to oploid overdose antidotes, such
as naloxone, by allowing pharmacists to dispense
and be reimbursed for such treatments without

prescriber access to the prescription safery-alert system. aprescription
+ Permit pharmacists to use greater discretion
in partial fills
Bhysician “To swatch an explaatory video, visit:
o 200
Fos o *, shahiin
Rx History Prescription Safety @ £y fE v :‘, " Ef, -~
Clinical Rules Alert Systemn H Patient
& S

The rescription salety-alert system
uses pafient presceiption history and
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Appendix A

Overview of McKesson's Full Set of 2018 Public

Policy Recommendations

We ize some rec

ions may require federal or state legislation or regulatory action, and belleve such

action Is warranted. The persistence of this public health crisis calls for more assertive policy interventions, Other
recommendations rely on private sector leaders to willingly adopt changes to ensure effective coordination across
public and private payers. It is critical we implement solutions that positively affect all patients, regardless

of geography or payer coverage, consistently.

Our positions are organized across key i s with the ing goals:
jimininiy (9 @,@@
‘& W l\$~
(oM
7 %) ®
Drug Supply Prescribers Dispensers Putients Data & Technology
Reduce Supply and intrease Clinical Knowledge  Expand Rale of Pharmacists improve Patiant Accass Deploy Solutions to identily
Over Prescription and Patient Engagement in Care Teams Al-Risk Patients

Reduce Supply and Over Prescription

: « Encourage FDA to require

! that manufacturers package
opiolds in limited dose blister

t packs to reduce potential for

: unused product

»+ Establish programs for

1 the return or destruction

i of unused oploids to ensure that each patient

: prescribed an opioid can access drug disposal

mechanisms

Drug Supply

‘We must implement effective strategies to curly
overprescribing across the entire healtheare spectrum
now, while protecting access for patients with
legitimate medical needs for opiold medications.

Recomymendation: Encourage FDA to require
that f: S X ploids in limited

reviewed and determined that blister packs in

these quantities were necessary to ensure safe use.

If the drugs were then packaged in blister packs that
comported with these durations of use, it could help
reduce overall dispensing. More doctors might more
readily opt to prescribe these blister packs instead

of other treatment options.”10 Dr. Gottlieb states
¥DA could use any conclusive, significant scientific
support for these shorter durations of use as the basls
for further regulatory actien to drive more appropriate
prescribing,

McKesson supports this innovative concept, and
recommends that the FDA leverage its current authority
to explore optimal packaging approaches. However, we
strongly encourage the FDA to work closely with provider
specialty societies and guidetine developers to ensure
that blister packs meet evidence-based guidelines and
do not inadvertently encourage overprescribing by
limiting prescribers to specific dose ranges.

d

dose blister packs to reduce potential for unused
product, FDA Commissioner Dr, Scott Gottlieb has
effectively convened stakeholders and d

fon: prog forthe
return and destruction of unused opioids to ensure

that each patient prescribed an oploid can accoss

1i: ing drugt y. The Abuse

thoughtful ways for the Agency to combat opioid
abuse. FDA is contemplating a novelidea to leverage
blister packs as a way to give providers better options
for tailoring how much should be prescribed, relative
to the clinical need.? For example, according to Dr,
Gottlieb: ™ the dental ity developed
an expert guideline that said that no routine dental
procedure shonid require more than a three or five-day
initial fill of an immediate-release opioid, and the FDA

and Mental Health Services Administration (SAMHSA),
reports that 50 percent of individuals who misused
prescription pain medicines said they obtained them
from a friend or relative for free.lt Patients should

not be prescribed excessive amounts of opioids and
unused pills should be disposed of promptly and
properly, Prescribers must ensure patients understand
best practices for storage and disposal to minimize
diversion,



MeKesson supports public-private partnerships focused
on supplying retail phavimacies with drug deactivation
bags to be dispensed with an opioid prescription. This
recornmendation is supported by the President’s
Cammission on Combating Drug Addiction and the
Oploid Crisis, 2

Incentivize implementation
1 ofopioid stewardship or

© similar clinical excellence
programs

Require all prescribers to
participate in approved
clinical training and CME as a condition of
licensure

Prescribers

Deploy in-person prescriber training programs to
inform better prescribing practices

Ensure patients receive education on risks and
benefits of opioids, and clinically appropriate
treatment alternatives, at the time of prescribing
and on a consistent basis with clinically-
appropriate exceptions

Policymakers should ensure that prescribing clinicians
have all information necessary to make fully informed
decisions about whether to prescribe an opioid drug.
The same is true for patients, who should be advised of
risks and benefits by fully wrained physicians and other
qualified healtheare providers — both consistently
and across the care spectrum, Supporting team-based
approaches to care delivery will enhance opportunities
for collaboration and coordination.

Recommendation: Incentivive impl ionof
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stakeholders is an example of how these types of
programs may be implemented.

AMcKesson supports public-private partnerships

to incentivize adoption of oploid stewardship and
clinical excellence programs. As with any quality
improvement effort that seeks to change the way care
is delivered, organizational leadership, commitment,
and accountability are critical to success. Incentives to
implement these programs are critical to drive change
across stakeholders - and we specifically encourage
communities to reward tequm-based approacites

that bridge the gap between physicians, hospitals,
pharmacies and other critical care providers,

Recommendation: Require all preseribersto
participate in approved elinfcal training and CME
as condition of licensure, Formal medical education
and CME must be improved to better inform clinical
practice in pain management. While medical, nursing
and pharmacy schools continue to explore avenues

to bolster clinieal training on comprehensive pain
management and opioid use, we recomimend that

all prescribers participate in approved CME as part

of their licensure. It is critical that prescribers have
the appropriate clinical knowledge to adhere to best
practices In pain management and patient engagement,
and not simply focus on reducing opioid use alone,
Additionally, a FDA advisory panel has endorsed
mandatory training for doctors who prescribe opioids.

MeKesson supports policy initiatives that would require
all prescribers of opioids to underge approved clinical
training and CME as a condition of licensure. We also
continue to support the use of FDA’s REMS authority

to require mandatory education for healthcare

pr ionals.’3

opioid stewardship or simifar chinical excellence
programs. Stewardship and clinical excellence
programs such as the Center for Disease Control

and Prevention’s {CDC’s) Antibiotic Resistance
Solutions Initiative have demonstrated success int
driving changes to clinical behaviors, enhanced
coordination, and improvement in patient outcomes.
While components of these programs will vary, they
are likely to include enhancing clinical knowledge of
comprehensive pain management, multimodat pain
management techniques, opioid prescription best
practices, consistent communication with patients
regarding the risks and benefits of opioid treatment,
importance of appropriate disposal of unused drugs,
and use of team-based models to support engagement
across providers and settings of care. The National
Quality Forum’s (NQF’s) National Quality Partners
{NQP) Opioid Stewardship Playbook developed

in partnership with CDC and other healthcare

Recommendation: Deploy in-person proscriber
training prograns to reduce overpreseribing.
In-person provider training is a promising strategy

to help ensure that physicians’ medical decisions are
based on evidence-based information. This approach,
which involves one-on-one educational outreach
between a specially trained clinician and a physician,
has successfully affected the managerent of health
conditions such as chronic obstructive pulmonary
disease (COPD) and atrial fibrillation. Recently, the
method has been suggested to target physicians who
prescribe opioids. Studies in mumerous other settings
have shown that the strategy has successfully provided
physicians with evidence-based information in a

way that improves their prescribing practices. A 2017
study concluded that this method of addressing opioid
safety and natoxone prescribing was well-received by
primary care providers and associated with an increase



of naloxene prescriptions filled by Medi-Cal patients.
The approach is also recommended by the NQF Oplotd
Stewardship Playbook, and is used by the Veterans
Health Administration for treatment of opioid abuse
disorder.?

McKesson supports use of in-person training programs
by public and private payers. While current programs
may target prescribers viewed to be outliers relative to
peers, McKesson believes that these types of educatton
programs should be offered to all prescribers desiring to
improve their clinical knowledge and seeking to adopt
evidence-based opioid prescribing behaviors, We support
public-private partnerships that would enable this
one-on-one training across specialties, settings of care
and communities.

Recommendation: Ensure patients receive
education on risks and benefits of opioids, and
clinically appropriate treatment alternatives, at
the time of prescribing and on a consistent basis.
Consistent messaging and use of shared decision-
making tools will help patients understand their pain
management options, and risks and benefits of oploid
use, These discussions also provide an opportunity to
educate patlents on the safe storage and disposal of
unused opioids, Patients should also be informed that
under the Comprehensive Addliction and Recovery
Act (CARA) rules, they may request partial fills of
their prescriptions. Allowing patients to request
partial fills helps to reduce the risk of “extra” pills
being improperly disposed, lost, stolen, sold or given
to others. Patients determined “at risk” by clinical
guldelines should undergo consultation, attestation
and/or confirmation testing for subsequent fills

of prescription opioids.

McKesson strongly supports policy inftiatives to ensure
that patients receive this critical education for new and
sibsequent prescriptions to ensure they are consistently
informed of the clinical options and risks of continued
oploid use. We support public-private partnerships that
ensure this education occurs as part of routine clinician
visits, or as part of opiold stewardship programs as
recontmended by the Natlonal Quality Forum’s Oploid
Stewardship Playbook. 18
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Pilot pharmacist-led oploid
care management models
Allow pharmacists to
participate in and be
reimbursed for SBIRT

1 activities

Expand access to MAT by allowing pharmacists
to provide and be reimbursed for MAT

Increase access to opioid overdose antidotes,
such as naloxone, by allowing pharmacists

to dispense and be reimbursed for such
treatments without a preseription

Dispensers

Permit pharmacists to use greater discretion

:  indispensing partial fills

} « Train pharmacists on best practices to evaluate
legitimacy of opioid prescriptions

.

As examples below highlight, states are beglnning to
recognize and empower pharmacists to do more to
combat the opioid crisis. We recommend the following
actions to ensure that pharmacists within thelr scope
of licensure are leveraged, trained, and reimbursed

for preventing, identifying, and treating opioid abuse
disorder (OUD) and other substance use disorders
{SUDs).

Recommendation: Pilof pharmacist-led opioid
care management models. Pharmacists are uniquely
positioned to have a comprehensive view of a patient’s
heaith status, since they see the prescriptions and
diagnoses of multiple physicians and generally have
strong relationships with their patients. This vantage
point aliows pharmacists to detect potential problems
of non-adherence, drug interactions with opioids,

and potential misuse and/or signs of potential abuse,
Additionally, with proper medication adherence
increasingly linked to better clinical outcomes and
lower healthcare costs, pharmacist-led medication
therapy {MTM) is y being
employed by federally qualified health centers (FQHCs}
and other care settings.

HHS’ Indian Health Service (IHS) offers a noteworthy
example of effective employment of pharmacisis to
provide the clinlcal expertise and critical leadership
support needed to implement a comprehensive
approach to opicid safety throughout Indfan Country.
Clinical pharmacists serving patients at THS locations
in the Southwest, Midwest, and Great Lakes regions
have “transcended traditional dispensing roles by
augmenting services in the management of primary
care patients with pain and oploid use disorders. Novel
approaches include patient consultation and education
from within the pharmacy, patient management in
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chronic non-cancer pain clinics, and care coordination
through MAT programs. Pharmacists in some
facilities are fully integrated into multidisciplinary
chronic pain management programs and deliver care
through a patient-centered model. Clinical roles range
from individual consultation appointments to full
prescriptive authority for controlled substances.”?

We recommend public and private payers, including

the Center for Medicare & Medicaid Innovation (CMS
Innovation Center), test pharmacist-led care delivery
models, with specific focus on opioid care

pand access to MAT by

to provide and be sed
for MAT. Addiction experts constder MAT, which
combines medications and behavioral therapy, as

the gold standard in addiction care. Therefore, as
addiction experts contend, policymakers should
elevate expanded access to FDA-approved MAT asa
critical component of fighting the opioid crisis. We
applaud HHS Secretary Alex Azar's acknowledgement
that “the evidence on [MAT] is voluminous and ever-
growing."22 The President has proposed to “test and

Howi i
g phar

Lack of Medicare recognition and inconsistent payer
reimbursement often limit the formal roles pharmacists
play tn alternative payment models, Pharmacists’
clinical training, unique vantage point, and frequency of
patient touch points provide a unique opportunity for these
experts to engage on the frontlines of the oplotd epidemic.

We encourage payers and providers to considera

robust team-based approach where the pharmacist is

¥ d as the pharmacologic leader and coordinator
across the care continuum. Services they may provide
include: assessing clinically appropriate drug doses,
identifying potential drug-drug interactions, educating
patienis on risks and benefits of treatments, assessing
patient risk of misuse and abuse, evaluating pain
status and need for ongoing or alternative therapy,

and educate on appropriate drug storage and disposal
techniques. Pharmacists are also well positioned to
assess whether certain high-risk patlents would benefit
Jfrom being co-prescribed oplotd reversal agents such

as naloxone, Itiscritical that we leverage all members
of the healthcare ecosystem and drive team-based
approaches to ending the oplold epidemic.

ion: Atlow phar ists to
participate in and be reimbursed for SBIRT
activities. Pharmacists should be pertnitted to
provide and be reimbursed for SBIRT activities, which
help to identify individuals who may struggle with
alcohol and/or substance use, The program includes
ascreening and, if needed, a brief Intervention to
educate individuals about their use, alert them to
possible cansequences, and motivate them to take
steps to change their behavior. Virginia is currently the
only state that empowers and reimburses pharmacies
to provide SBIRT services under Virginia’s Addiction
Recovery Treatment Services ("ARTS") benefit for
Medicald patients.20

McKesson joins the National Community Pharmacists
Association {NCPA) in encouraging other states to foilow
Virginia's example in permitting pharmacists to provide
and be reimbursed for SBIRT services. 2t

expand nati ide {for Medicare] a bundled payment
for community-based medication-assisted treatment,
including Medicare reimbursement for methadone
treatment for the first time,”

We support this and other propesals to expand
conumunity-based MAT, particularly in rural areas.
However, we strongly urge that pharmacists be
considered eligible to provide and be reimbursed for
MAT services in any nati pilot and exp

Today, nearly every state permits pharmacists to
forge collaborative practice {CPAs) with
physicians and other prescribers to provide advanced
care to patients, including components of MAT, and
some states allow pharmacists to prescribe Schedule
11-V controlled substances under a CPA.23 States that
aliow such agreements have found that pharmacist
involvement in MAT helps to increase access, improve
health outcomes, and reduce the risk of relapse,24
However, pharmacists in states that allow them to
prescribe Schedule 11 controlled substances, such

as MAT medicatlons, are still prohibited from doing
50. This Is because under federal law, pharmacists
are ineligible for Drug Addiction Treatment Act
{DATA) waivers that are available for other mid-level
practitioners, such as physician assistants (PAs) and
nurse practitioners (NPs),

McKesson urges Congress to pass the Expanded Access
1o Opioid Abuse Treatment Act of 2017 (H.R. 3991),
which would enable pharmacists to obtain DATA
waivers and expanded access to MAT in states where
they are permitted to do so.

Recommendation: Increase access to opioid
overdose antidotes, such as naloxone, by allowing
phar ists to di and berei d for
such treatments without a prescription. Naloxone
~ also known as Narcan ~ is deemed by FDAtobea
safe and effective antidote to oploid overdoses and

is currently available without a written prescription
in most states. While such antidotes should notbe
considered a long-term solution, the reversal agent




can mean the difference between life and death for
individuals,

McKesson believes pharmacists in every state should

be permitted to dispense and be reimbursed for oplotd
overdose antidotes without a prescription. As a matter
of good clinical practice and care coordination, the
pharmacist would be expected to communicate this care
decision to the appropriate prescribing provider(s),

ion: Permit phar ists to use
greater discretion in partial fills. Accordingtoa
Jolins Hopkins Bloomberg School of Public Health
study, six out of 10 adults prescribed opioid painkiilers
have leftover pills,2S which poses significant risk

of misuse and diversion. Pharmacists should be
empowered to their clinical jud;

10 be able to reduce the number of unused opioid

pills. CARA permits a prescription for a Schedule I
controlled substance 1o be partially filled if: (1) it is not
prohibited by state law; (2) the partial fill is requested
by the patient or the prescriber {note: not pharmacist);
and (3) the total quantity dispensed in all partial
fillings does not exceed the total quantity prescribed 28
To date, only a handful of states allow pharmacists to
partially fill a prescription under current CARA rules.

McKesson supports changes to CARA that would allow
pharmacists to exercise their professional fudgment
indeciding to partially fill prescriptions. We also
encourage Drug Enforcement Administration toclarify
that pharmacies may dispense fess than prescribed
amounts of oplolds in response to any health plan
designs that would limit coverage of opioids.

ion: Train phar on best prac-
tices to evaluate legitimacy of opioid preseriptions.
Pharmacists receive rigorous clinical training and have
strong relationships with their patients. They represent
a critical line of defense and should be adequately
equipped to help prevent opioid abuse, misuse,
and diversion.

We support pending legislation in Congress that
would provide for the ¢ andd tnation
of programs and materials for pharmacists and
other providers to facilitate detection of fraudulent
prescriptions and other behavior linked to abuse

and diversion.
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¢+ Require co-prescribing of @
1 overdose reversal agents for high- l
risk patients 2

+ Promote community-based pilot
programs focused on veterans

Pilot recovery coach programs Patients

Meanlingful solutions must have better health for
patients as the highest priority. The right solutions
will include effective patient safety measures while
ensuring access to care for patients In need. McKesson
encourages lawmakers to ensure that proper safeguards
are in place to make certain that patients witha
legitimate medical need do not experience disruptions
in their ability to access needed paln medications. It

is important that every opiold management program
and policy have proper exemnptions in place for

cancer patients and terminally-ili patients, since

it is estimated that pain occurs in up to 70 percent

of patients with advanced cancer.?’ In addition, all
individuals battling with addiction, regardless of how
they got there, should receive the same standard of
care that any other patient battling any other disease
would receive.

Require co-p ibing of
overdose reversal agents for patients who are
considered high-risk and for patients with high-
dose prescriptions of opioids. in 2017 the American
Medical Assoclation {AMA) Opioid Task Force issued

id Ing physicians to consider co-
prescribing naloxone with prescription opioids when
clinically appropriate for patients who are at risk
for opioid overdose or might be in a position to help
someone else at risk.?8 The guidance includes several
questions that physicians should consider to determine
‘whether they should co-prescribe naloxonetoa
patient, a family member, or close friend of the patient.
Furthermote, the Johns Hopkins Bloomberg School
of Public Health also recommends that patients on
a high-dose opioid carry naloxone, just as individuals
with peanut allergies carry an EpiPen in case they
accidentally ingest a peanut product.2d

McKesson supports policies that would require health
plans to cover naloxone when prescribed by a physician
orother qualified healthcare provider for clinically
appropriate patients. Additionally, we believe that
pharmacists in all states should be able to dispense
naloxone for clinically appropriate patients without a
prescription. As a matter of good clinical practice and
care coordination, the pharmacist would be expected
to { this cared to the appropriate
prescribing provider.




R ion: Promote ity-based

pilot programs focused on prevention and care
for veterans. The Department of Veterans Affairs
(VA) has reported that veterans are twice as likely as
non-veterans to die from overdose of addictive pain
medicines, reflecting the high levels of chronic pain
among the veteran population, particularly those
who served in Iraq and Afghanistan,30 We applaud
VA efforts to combat overpresceribing, including the
Department’s recent Initlative to publicize information
on opioids dispensed from VA pharmacies® and

its commitment to implement academic detailing
programs focused on overdose education, naloxone
distribution, and opioid use disorder.32
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Implement a national .
H prescription safety-alert @ @
system for both dispensers @ @
and ultimately prescribers @
1« Require use of electronic
* prior authorization (ePA)
Ensure PDMP
interoperability by 2020
and compatible safety alert systems that will
increase utilization and provision of real time and
actionable data for clinfcal decision making at the
point of prescribing and dispensing
Require DEA to provide more data to registrants
who report to the Automation of Reports and
Consolidated Orders System (ARCOS) database

= el

Data &
Technology

.

McKesson encourages the develop of ity~
based pilot programs focused an preventing opioid abuse
and misuse among veterans, including those that draw
on VA-tested best practices.

Recommendation: Pilot recovery coach programs
to help patients, Recovery coach programs

are currently being piloted in eleven emergency
departments across Massachusetts.3? Governor Charlie
Baker recently filed legislation to create a cc i

. 0 le distributors to provide
states with the same ARCOS and suspicious arder
monitoring (SOM) data submitted to DEA
Harmonize controlled substances sales

reporting system

The U.S. Is the global leader in technological
innovation. But when it comes to harnessing

to review and make recommendations regarding the
credentialing and registration standards that shoutd
govern recovery coaches.34 Under a pharmacist-led
care management model, pharmacists could also be
trained to provide counseling and recovery coaching
services whenever patients have difficulty in accessing
b -abuse duetothei
number leaving the profession.

4

We are encouraged by these programs and support
policies that would drive the development of national
recovery coach models. We encourage public and private
payers to cover these services today when provided by
qualified healthcare providers, such as pharmacists,

hnology to add the worst public health
crisis in modern history, our country has failed to
mobilize fts full potential, This is unacceptable for
patients and for the healthcare professionals who
are on the front lines caring for patients, Physicians,
pharmacists, and clinicians agree that the realities
of delivering care today - patient demands and
tightening relmbursement - require 21st century
hnology thatis & able, real time and easily
accessible, in workflow. We recommend the following
policy datlons and private sector-led
solutions to protect against abuse and to equip doctors,
pharmacists, public health officials, and others with
the tools necessary to help end the oploid crisis,

fon: 1 a

prescription safety-alert system that would
provide pharmacists, and ultimately prescribers
with real-time alerts to identify patients who are
at risk for oploid overuse, abuse, addiction or
misuse, We strongly support the implementationof a
nationwide prescription safety-alert system, a model
conceived by the National Councli for Prescription
Drug Programs (NCPDP} and recently cited by the Duke
Margolis Center for Health Policy.35 The prescription
safety-alert system would use patient prescription
history data and clinical rules to identify patients and
prescription patterns that may indicate risks of oploid
overuse, abuse, addiction or misuse. Pharmacies
would receive real-time in workflow alerts indicating




that the pharmacist should gather additional patient
information before dispensing. This might include

a more in-depth conversation with the patient, a
consultation with the prescribing physician(s}, and
review of the relevant state PDMP data. To maximize
success, the prescription safety-alert system must have
access to data from all entities dispensing covered
controfled substances,

McKesson urges HHS/FDA, through its existing REMS
authority to requlire that manufacturers only provide
covered controlled substances to pharmacies and
heaithcare providers that participate in a prescription
safety-alert system.

Recommendation: Harness ¢PA to prevent misuse
and accelerate access for patients with legitimate
need, Employers and payers have implemented
programs to detect and intervene in inappropriate
prescribing of oploids. PA, a process to verify that
medications or proced are fly necessary, is
used by payers before they grant coverage approvals.3s
A study of Medicaid patients in Pennsylvania found
that enroliees within plans that subject opioids to PA
policies had lower rates of abuse and overdose after
initiating oploid medication treatment3? While the
use of PA Is frequently assoclated with reductions in
use of opioids, traditional PA - most often completed
via handwritten faxed forms or phone calls - can
frequently place significant burdens on physicians,
pharmacists, and patients who legitimately need
prescription painkillers to manage their conditions.

A 2016 AMA survey reported that 75 percent of
respondents said handling PA requests were 2 “high”
or “extremely high” burden and that an average
of16.4 hours of physician and staff time each week
was spent on completing PA requirements to get
patients the medicines and procedures they needed 38
Pharmacists also reported simifar challenges.
According to the ePA National Adoption Scorecard,
66 percent of prescriptions rejected at the pharmacy
require PA and 36 percent of those prescriptions are
abandoned.3 Clinicians, including pain experts,
repaort that patlents with legitimate need for pain
medications are increasingly, involuntarily losing
access to the medicines they need due partially to
rigid and needlessly cumbersome efforts to prevent
overprescribing, Prior authorization and other
interventions meant to combat overprescribing must
be improved by harnessing technology. ePA is a proven
and promising solution that helps physicians and
pharmacists securely and electronically transmit PA
requests within their clinical workflows up to three
times faster than paper-based PA and with fewer
mistakes.
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McKesson supports policy Initiatives that would enhance
the use of ePA across all payers. We support current
Sfederal legislation that would mandate use of ePA in
Medicare Part D and strongly urge commercial payers

to adopt similar policies. Additionally, we support state
legisiative efforts to standardize the PA process for drugs
and services, It Is critical we reduce access hurdles for
patients and minimize administrative burden on our
already strained healthcare ecosystem.

Recommendation: Require eRx of all controlied
substances. Handwritten prescriptions can be forged,
altered, or diverted and can enable illegal access to
prescription oploids.4® eRx allows prescriptions to
be transmitted to pharmacles securely without risk
of alteration or diversion. E-prescribing of controlled
substances (EPCS) is currently permitted in all 50
states, yet is only required in a handful of states.
Research on EPCS has been scarce, but surveys have
shown that prescribers are generally optimistic about
the benefits of EPCS. 4

We join the National Association of Chain Drug Stores
(NACDS) and others in support of efforts by Congress to
require e-prescribing of opioids in Medicare Part D, and
encourage other payers to adopt similar policies. We
strongly believe that all opioids in this country should
be prescribed electronically.

Recommendation: Require DEA to provide more
data to registrants who report to the ARCOS
database. The Controlled Substances Act requires
wholesale distributors and other DEA registrants to
report certain transaction data to DEA, which is housed
in a database known as ARCOS, This data shows how
marny pills were sold, where in the U.S, they were sent,
and what pharmacies bought them,

McKesson supports pending legislation that would
require DEA to provide registrants who report to

the ARCOS database with information regarding (1)
rotal number of specific distributors serving a specific
pharmacy for reporiabie drugs {aggregated by the name
and address of each pharmacy) and (2) the total number
and type of opieids distributed to each pharmacy in
order to help distributors further assess product orders
or provide other supportive information.

ion: Encourage wi
distributors to provide states with the same ARCOS
and SOM data submitted to DEA. States may not
have access to the ARCOS data, as well as reports of
suspiclous orders - requests from customers that are
unusual In size, deviate substantially from normal
patterns, and unusually frequent.




McKesson is committed to voluntarily providing ARCOS
and SOM data to any state that requests the information.

ion: Har ize controlied
stubstances sales reporting systems. McKesson

is committed to working with governors, attorneys
general, the National Association of Boards of
Pharmacy {NABP), and DEA to harmonize controlled
substances sales reporting systems. Such a policy
would be in a form and frequency conducive to
rigorous and timely analysis, would facilitate data
sharing between state and federal governments, and
would ultimately help to better identify and prevent
non-medical use of prescription drugs.

McKesson supports state efforts to adopt a uniform
systein for suspicious order reporting, so that states
can receive standardized reports of suspicious orders
in a timely and consistent manner.

Conclusion

Our country has made some progress in prioritizing
and combating the opioid epidemic, but more must
be done. Until we implement innovative solutions,
like the ones we've recommended, we fear that the
opiold crisis will persist. Meaningful solutions require
doctors, pharmacists, distributors, manufacturers,
payers, policymakers, and regulators, to come
together, McKesson Is committed to partnering with
the Administration, Congress, the states, and all
stakeholders who share our dedication to working
together, with urgency, to help to end this national
crisis. As never before, we must look to private sector
innovation to inform and power public and regulatory
policies that will break through the barrlers that

have stymied meaningful and sustainable barriers to
addressing the public health crisis of our day, If you'd
Hke partner with us on these solutions or would like
more information, contact McKesson Public Affairs

at PublicAffairs@McKesson.com.
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Summary of McKesson 2017 - 2018 Public
Policy Recommendations

We continue to support our 2017 recommendations and new emergent public and
regulatory policies that encourage policymakers to look “npstream” in the supply
chaln to prevent abuse, misuse and diversiom: (1) Enact nationwide opioid
preseription limits (7-day supply Hinit for acute pain), (2) Permit partial fills,
and {3) Require DEA to revisit annual production quotas.

Additionally, we cali for expanded reforms to better manage supply of drugs in
our communities and facilitate the proper disposal of unused oploids.

» Encourage FDA to consider limited dose blister packs
+ Establist programs for the return and destruction of unused opioids

We continue to support our 2017 recommendation that the FDA harness the
power of its REMS programs, particularly as it relates to prescriber education
and training.

Appropriate opioid prescribing is buiit upon ¢¢ pain it
knowledge, understanding of opioid prescribing guidelines, and effective patient
engagement. As such, we recommend immediate reforms to ensure prescribers
adopt evidence-based strategies today,

Incentivize implementation of opioid stewardship or similar clinicul
exceitence programs

Regquire all prescribers to participate in approved clinieal training and
CME ns a condition of Heensure

.

Deploy in-person provider training programs by independent
medical experts

Ensure all patients recetve cducation on risks and benefits of opiolds and
clinically appropriate treatment alternatives consistently

We continue to support our 2017 recommendation requiring opioid
management programs for all payers and providers,

However, this year we are also focused on ensuring that pharmacists practicing
within the scope of their licensure are leveraged, trained, and reimbursed for
preventing, identifying and treating opioid abuse disorder and other substance
abuse disorders.

Pilot pharmacist-ted opioid care management models

Recognize and reimburse pharmacists for Screening, Bricf,
Intervention and Referral to Treatment {SBIRT) and MAT, and
opioid overdose antidotes

Permit pharmacists to use greater discretion in partial flls

.

Train pharmacists on best practices to evaluate legitimacy of opioid
prescriptions
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While our policy recommmendations for prescribers and dispensers also seek to
improve patient engagement and expand access to treatments such as SBIRT and
MAT, we also recommend:

» Require co-prescribing of overdose reversal agents for high-risk paticnts
+ Promote community-based piiot progr f
» Pilotrecovery coach programs

don v

We continue to suppott our 2017 dations that } ge data and
technology to improve the flow of prescription data and ensure clinicians and
pharmacies have the necessary clinical data prior to prescribing and dispensing
opioids: (1) Integrate a national prescription safety systeminto the
pharmacy dispensing process, (2) Require eRx for all controlled substances
nationally, and (3) Promote utilization of and improve information sharing
among PDMP and data integration into a patient’s electronic health record.

This year we bulld upon these recommendations and seek to increase data
sharing across stakeholders.

.

Implement the NCPDP national prescription safety-alert system concept
for dispeansers, and ultimately prescribers

Require use of electronic prior authorization (ePA)

Require DEA to provide more data to registrants who report to the
ARCOS database

Encourage wholesale distributors to provide states with the same ARCOS
and SOM data submitted to DEA

Harmonize controlled substances sales reporting systems

-

»

.

.
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GREG WALDEN, OREGON FRANK PALLONE, JR,, NEW JERSEY
CHAIRMAN RANKING MEMBER

ONE HUNDRED FIFTEENTH CONGRESS

Congress of the United States

Jbouse of Wepregentatives

COMMITTEE ON ENERGY AND COMMERCE
2125 Ravsurn House Orrice Buitoing
WaskHinagton, DC 20515-6115

Majority (202) 2262827
Minority (202) 226-3641

May 31, 2018

Mr. George S, Barrett

Executive Chairman of the Board
Cardinal Health, Inc.

7000 Cardinal Place

Dublin, OH 43017

Dear Mr. Barrett:

Thank you for appearing before the Subcommittee on Oversight and Investigations on May 8,
2018, to testify at the hearing entitled “Combating the Opioid Epidemic: Examining Concerns About
Distribution and Diversion.”

Pursuant to the Rules of the Committee on Energy and Commerce, the hearing record remains
open for ten business days to permit Members to submit additional questions for the record, which are
attached. To facilitate the printing of the hearing record, please respond to these questions with a
transmittal letter by the close of business on Thursday, June 14, 2018. Your responses should be mailed to
Ali Fulling, Legislative Clerk, Committee on Energy and Commerce, 2125 Rayburn House Office
Building, Washington, DC 20515 and e-mailed in Word format to Ali. Fulling@mail.house.gov.

Thank you again for your time and effort preparing and delivering testimony before the
Subcommitice.

Sjncerely,

g Mo

Gregg Harper
Chairman
Subcommittee on Oversight and Investigations

ce: The Honorable Diana DeGette, Ranking Member, Subcommittee on Oversight and Investigations

Attachment
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Responses of Cardinal Health, Inc. to Letter from Chairman Harper, dated May 31, 2018

The Honorable Gregg Harper

1. Does your company request dispensing data from both prospective and existing pharmacy
customers as part of its due diligence efforis to mitigate controlled substance diversion? If so, at
what frequency does your company request this information and how is the dispensing data
utilized? If no, why not?

As part of its comprehensive anti-diversion program, Cardinal Health periodically
requests and receives aggregate dispensing data and total number of prescriptions filled for both
controlled and non-controlled substances from prospective and existing pharmacy customers.
Cardinal Health requests total number of prescriptions filled for certain controlled substances
from prospective customers as part of its initial Know Your Customer account set up process. In
addition, outside of the account set up process, requests for aggregate dispensing data or total
number of prescriptions filled may be made by Cardinal Health professionals working in
Cardinal Health’s anti-diversion program when they determine such a request is appropriate
pursuant to the monitoring, inspection, and escalation protocols of the company’s anti-diversion
policies and procedures. That aggregate dispensing data and total number of prescriptions filled,
along with Cardinal Health’s complete data about its own distributions to each customer, is
utilized to set and evaluate customer thresholds for controlled substance distributions.

Also, Cardinal Health reports all distributions of controlled substances to the DEA, which
receives similar reports from every distributor through its ARCOS data reporting system. These
reports, taken together, provide DEA with contemporaneous data reflecting all opiates purchased
by every pharmacy in the United States.

2. Inits contracts with pharmacy customers, is your company able to require that a pharmacy
produce dispensing data upon request? If so, does your company include such a requirement in
the contracts it enters into with its pharmacy customers? [f your company doesn't include such a
requirement in its contracts, why not?

Cardinal Health will not distribute opioids to a pharmacy customer without receiving
sufficient information about its dispensing to allow the company to evaluate the pharmacy
customer and its orders under Cardinal Health’s anti-diversion program, nor will Cardinal Health
distribute opioids to pharmacy customers who refuse to provide such information upon request.

3. As part of your company's due diligence efforts related to prospective and existing customers,
does your company review and maintain a list of the number of pharmacies that are located in
the prospective/existing customer's service region? If so, how long has that been your company's
practice and how does your company determine what a pharmacy’s potential service region is?

Among the many factors Cardinal Health considers when evaluating customers are the
pharmacy’s size, business model, location, historical volume of controlled substance purchasing,
and its ratio of controlled substance purchasing to non-controlled substance purchasing. This
multifaceted analysis is performed because appropriate thresholds for a pharmacy are not
necessarily reflective of the size of the community where the pharmacy is located or how many
pharmacies are located in a particular geographic area. Other relevant factors include the volume
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of patients served as reflected by the volume of non-controlled substances dispensed, and the
pharmacy’s proximity to or affiliation with hospitals, clinics, surgery centers, hospice facilities,
and long-term care facilities.

4. Does your company request dispensing data from both prospective and existing pharmacy
customers as part of its due diligence efforts to mitigate controlled substance diversion? If so, at
what frequency does your company request this information and how is the dispensing data
utilized? If no, why not?

Cardinal Health refers the Committee to the response to Question | above.
5. In its contracts with pharmacy customers, is your company able to require that a pharmacy
produce dispensing data upon request? If so, does your company include such a requirement in
the contracts it enters into with its pharmacy customers? If your company doesn't include such a
requirement in its contracts, why not?

Cardinal Health refers the Committee to the response to Question 2 above.
6. As part of your company's due diligence efforts related to prospective and existing customers,
does your company review and maintain a list of the number of pharmacies that are located in
the prospective/existing customer's service region? If so, how long has that been your company’'s
practice and how does your company determine what a pharmacy's potential service region is?

Cardinal Health refers the Committee to the response to Question 3 above.

The Honorable Michael C. Burgess

1. While your companies seem fo have put forth effort to improve your system of flugging
possible drug diversion, there remains work to be done. In February, the Drug Enforcement
Administration announced that it would begin sharing select data it collects on controlled
substance prescriptions with drug distributors. Have your companies been able to access that
data, and if so, has it been useful?

On February 14, 2018, DEA announced that it added a feature to the ARCOS Online
Reporting System that would allow distributors and manufacturers the opportunity to “view the
number of competitors who have sold a particular controlled substance to a prospective customer
in the last six months.” Cardinal Health has been able to access this data, but its usefulness is
limited because it does not reflect specific products within drug families and because it reflects
only the number of distributors who shipped to the customer within the prior six months, but not
the volume of controlled substances shipped. Many if not most pharmacies purchase controlled
and non-controlled substances from multiple distributors for a variety of business reasons,
including price and product availability. The fact that a particular pharmacy purchased
controlled substances from more than one distributor is not necessarily indicative of a risk of
diversion.
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2. What is the largest hurdle you face as your companies scale up your diversion prevention
activities? Is data-sharing, or lack thereof, the primary challenge?

As an intermediary in the pharmaceutical supply chain, Cardinal Health does not
ultimately control either the supply of or the demand for opioids. The demand for legal opioids
is generated by licensed physicians prescribing medications for individual patients, and the
supply of legal opioids is controlled by the annual DEA procurement and manufacturing quotas.
The company’s role as a distributor is to provide a secure channel to deliver medications of all
kinds, from the hundreds of manufacturers who make them, to the thousands of hospitals and
pharmacies authorized by the DEA to dispense them. Cardinal Health has a dual
responsibility—to ensure that preseription medications are available for prescribers and their
patients when needed, while working to limit the potential for those prescription medications to
fall into the wrong hands. Cardinal Health shares the judgment of policymakers at the
Department of Health and Human Services, the Food and Drug Administration, the Surgeon
General, the Centers for Disease Control and Prevention, and others that there have been too
many prescriptions for too many pills across the country. However, other participants in the
healthcare delivery system have greater access to information than distributors, For example,
many individual states have taken enormous strides in improving data sharing amongst licensed
healthcare providers and pharmacies through prescription drug monitoring programs (“PDMPs™).
DEA also has access to comprehensive data through ARCOS.

3. Throughout each of vowr written lestimonies, you mentioned your efforts to report suspicious
orders to the DEA, and in cases that exceed the volume threshold, you stop the orders entirely.
Where is the line drawn between drug manufacturers and the DEA in responding to suspicious
orders? Does the DEA take enforcement action after you report the suspicious order?

Cardinal Health generally does not have knowledge of what actions DEA may take in
response to suspicious order reporting, nor can it speak to the role of drug manufacturers. Asa
distributor, Cardinal Health has reported to DEA hundreds of thousands of opioid orders that
exceeded the company’s conservative thresholds and that we have refused to ship. The company
also has terminated or refused to distribute controlled substances to over a thousand pharmacies.

4. Distributors and other pieces of the drug supply chain have a responsibility to help prevent
diversion. What can Congress do legislatively to strengthen oversight of that supply chain?

Cardinal Health supports appropriate prescribing limits on opioid pain medications, the
creation of a national prescription drug monitoring program through collaboration with industry
participants, and state and federal regulations and legisiation that would require preseriptions to
be issued electronically. Cardinal Health also supports legislation aimed at illegal street
narcotics interdiction that target the supply of heroin and illicit fentanyl within communities.
Finally, Cardinal Health shares the Committee’s view that all parties in the health care
community have a responsibility to help prevent opioid abuse and diversion, and the company is
committed to doing its part to help ensure opioids are not diverted from the distribution channels
within which Cardinal Health operates. In this regard, Cardinal Health supports legislative
solutions that would harness the power of modern data analytics to strengthen oversight of the
entire supply chain by encouraging greater data sharing and visibility among industry
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participants and with regulators. Cardinal Health also supports and encourages increased
communication between distributors and the federal and state regulators responsible for licensure
of prescribers and dispensers.

The Honorable David B. McKinley

1. As a Wholesale Distributor of prescription opiates, do you agree that you owe a duty under
Jederal law to monitor, detect, investigate, refuse and report suspicious orders? 21 U.S.C. § 823,
21 CFR 1301.74.

As a licensed pharmaceutical distributor, Cardinal Health is subject to regulatory
oversight by the Drug Enforcement Administration, including pursuant to the laws cited above.
Cardinal Health has a dual responsibility—to ensure that prescription medications are available
for prescribers and their patients when needed, while working to limit the potential for those
prescription medications to fall into the wrong hands. Cardinal Health takes its regulatory
obligations to the DEA seriously, and has worked continuously to improve its anti-diversion
program to address the ever-changing diversion landscape and to account for changing
regulatory expectations.

2. Do you agree that the foreseeable harm of a breach of this duty is the diversion of
prescription opiates for nonmedical purposes?

Cardinal Health's dual responsibility is to ensure that preseription medications are
available for prescribers and their patients when needed, while working to limit the potential for
those prescription medications to fall into the wrong hands. Licensed pharmacies order
medications from Cardinal Health. As a distributor, Cardinal Health is not licensed to engage in
the practice of medicine, never sees or examines the patient, and cannot second guess the
professional judgments of licensed prescribers, pharmacists and pharmacies, FDA, DEA, or state
Boards of Pharmacy. The medications Cardinal Health supplies should never be dispensed by a
pharmacy unless the pharmacy receives a lawful prescription from a licensed prescriber.

3. In other words, if you ship a suspicious order, it is likely that prescription opiates will be
diverted into the illicit marker. Agree?

Licensed pharmacies order medications from Cardinal Health. As a distributor, Cardinal
Health does not write prescriptions to patients (doctors do that), and does not transact directly
with customers of a pharmacy seeking to fill those prescriptions (pharmacists do that). The
medications Cardinal Health supplies never reach a patient unless a doctor prescribes them and
the pharmacy dispenses them. The fact that a particular pharmacy places large orders to fill
prescriptions by licensed doctors can be reflective of the practice of medicine and pharmacy and
not necessarily reflective of diversion. Cardinal Health maintains and continuously improves
robust anti-diversion controls to prevent the shipment of opioids to customers that it believes
present a substantial risk of diversion, and does not ship orders it determines are suspicious.

4. Do you concur that filling suspicious orders is a direct and proximate cause of prescription
opiate abuse, addiction, morbidity and mortality?
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Cardinal Health refers the Committee to the response to Question 3 above.
5. Do you agree the United States is in the midst of a prescription opiate epidemic?

There is a public health crisis involving drug abuse including both legal and illegal opioid
drugs. Cardinal Health is committed to doing its part to fight opioid abuse and misuse. For over
a decade, Cardinal Health has funded education and prevention programs in communities across
the country through Generation Rx, which the Cardinal Health Foundation developed in
partnership with the Ohio Statc University School of Pharmacy. Generation Rx is a national
prescription drug misuse prevention program that has been used in every state, at more than 100
colleges of pharmacy, and has provided more than a million people with tools and educational
resources to prevent and address the issues that drive opioid abuse. More recently, Cardinal
Health launched its Opioid Action Program (OAP), which has four elements, each of which has
been cited by leading experts as essential to the fight to reduce opioid abuse and casualties. The
OAP includes: 1) partnership with a leading school of medicine to refine and share medical
school curricula that address opioid abuse and treatment through a collaboration with over 20
medical schools nationwide; 2) increased support of drug take back efforts to ensure excess
medications are not available for abuse; 3) grants for community organizations engaged in youth
prevention education, prescriber opioid awareness and reduction efforts, and community
responses to the epidemic; and 4) the distribution of overdose reversal drug Narcan free-of-
charge to first responders and law enforcement. Cardinal Health piloted OAP in four of the
nation’s hardest-hit states across Appalachia—Ohio, Kentucky, Tennessee, and West Virginia—
to help alleviate the opioid epidemic.

6. Do you concur that filling suspicious orders is a direct and proximate cause of the
prescription opiate epidemic plaguing our country?

Cardinal Health refers the Committee to the response to Question 3 above.

7. Do you believe the prescription opiate epidemic is an immediate hazard to public health and
safety?

Cardinal Health refers the Committee to the response to Question 5 above.
8. Do you believe the prescription opiate epidemic is a public nuisance?
Cardinal Health refers the Committee to the response to Question 3 above,

9. Are you aware of your company's efforts to detect, address, and report suspiciously large
arders in West Virginia?

Cardinal Health has invested significant resources to develop and operate a rigorous anti-
diversion system. Through its anti-diversion program, Cardinal Health employs technology and
analytics to evaluate its customers and scrutinize orders to identify potentially suspicious orders.

A4
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Cardinal Health reports potentially suspicious orders to federal and state authorities, including
the West Virginia Board of Pharmacy.

10. Are you aware that for years your company never followed West Virginia's law by reporting
all suspicious orders to the West Virginia Board of Pharmacy?

Cardinal Health produced documents to the Committee identifying over 1,900 potentially
suspicious orders that were reported to West Virginia regulatory authorities. See CAH_HOUSE-
000024 and CAH_HOUSE-002299.

11. Did your company have a policy that orders had to be less than 50% controlled substances
to be filled?

Cardinal Health processes orders on a line item basis, meaning each order is for a single
pharmaceutical product. As part of its anti-diversion program, Cardinal Health evaluates the
controlled substance purchasing and non-controlled substance purchasing across a pharmacy’s
total orders, not within a particular order or subset of orders. Every Cardinal Healith customer
has an individualized threshold limit for all drug families of controlled substances Cardinal
Health distributes. The thresholds are based on various factors specific to the customer as well
as analysis of third-party data detailing dispensing volumes of pharmacies nationwide.

The Honorable Frank Pallone, Jr,

1. Cardinal's responses o the Committee do not appear to include any suspicious orders
submitted by Cardinal to DEA prior to 2012. But the opioid crisis was exploding during the mid-
2000s, and West Virginia has the highest death rate in the country from opioids. In retrospect,
what could Cardinal have done to more proactively monitor its orders and help spot diversion?

Cardinal Health has had a suspicious order monitoring process in place going back
decades. From at least the late 1980’s through approximately 2007, Cardinal Health used the
DEA’s mandated algorithm to identify excessive purchases that were reported to DEA. See
Drug Enforcement Administration, Office of Diversion Control Suspicious Order Task Force,
Report to the U.S. Attorney General, October 1998, Ex. II. Cardinal Health's system has been
continually enhanced and improved as the diversion landscape has changed over time, and as
DEA provided letters to industry and undertook enforcement actions. Cardinal Health takes its
regulatory obligations seriously: on Cardinal Health’s own initiative and in response to
regulators, Cardinal Health has increased the size of its anti-diversion team, including bringing in
personnel with additional regulatory, pharmaceutical, and law enforcement experience to further
enhance the anti-diversion program. The company developed an analytical model to evaluate
customers, assigned threshold ordering volumes, created a centralized database to store and track
data on customers and orders, and designed new policies and procedures for anti-diversion
personnel. No program can be perfect, which is why Cardinal Health is so focused on
continuous improvement.

The Honorable Jan Schakowsky
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1. According to the DEA records, Cardinal Health paid $34 million in civil penalties to the DEA
regarding allegations that you failed to report suspicious orders, as required by the Controlled
Substances Act. Do you accept and admit to this Committee that your company repeatedly
shipped and failed to report suspicious orders?

As was stated in Mr. Barrett’s written testimony, despite the development of a quality
anti-diversion system, Cardinal Health has not always gotten every decision right, and in the past
has entered into settlements with regulators to address aspects of its anti-diversion program. The
company has learned and improved from each of them. While no program can ever be perfect,
the company’s goal is always to get it right, and Cardinal Health has stopped suspicious orders
for the shipment of hundreds of millions of dosage units of controlled substances over the last
decade. Cardinal Health does not ship opioids to customers that it believes present a substantial
risk of diversion, and does not ship orders it determines are suspicious.

2. Daes your company buy the drugs from the manufacturers, lake title and move pallets to and
Jrom your warehouse? Or are you like brokers, working on consignment, arranging sales to
pharmacies and then taking a percentage of the sale price?

In the vast majority of cases, Cardinal Health buys medications from manufacturers,
taking title to the product. Cardinal Health generally does not sell medications on a consignment
arrangement.

3. In setting prices to pharmacies, is your markup more like a flat rate (for example, selling $5
more than the price at which you bought), or is your markup more like a percentage (for
example, selling for 5% higher than the price af which you bought)?

Cardinal Health negotiates a variety of different pricing arrangements with its pharmacy
customers depending on their needs and preferences.

4. Is it possible that even if your company pays a higher price to get those drugs in stock, you
end up making more money on those sales where your acquisition prices are higher? And would

the same be true for your consignment/broker sales?

Cardinal Health refers the Committee to the response to Question 3 above,
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May 31,2018

Mr. Steven H. Collis

Chalrman, President, and CEO
AmerisourceBergen Corporation
1300 Morris Drive
Chesterbrook, PA 19087

Dear Mr. Collis:

Thank you for appearing before the Subcommittee on Oversight and Investigations on May 8,
2018, to testify at the hearing entitled “Combating the Opioid Epidemic: Examining Concerns About
Distribution and Diversion.”

Pursuant to the Rules of the Committee on Energy and Commerce, the hearing record remains
open for ten business days to permit Members to submit additional questions for the record, which are
attached. To facilitate the printing of the hearing record, please respond to these questions with a
transmittal letter by the close of business on Thursday, June 14, 2018. Your responses shouid be mailed to
Ali Fulling, Legistative Clerk, Committee on Energy and Commerce, 2125 Rayburn House Office
Building, Washington, DC 20515 and e-mailed in Word format to All.Fulling@mail house.gov.

Thank you again for your time and effort preparing and delivering testimony before the

Subcommittee.

Gregg Harper
Chairman
Subcommittee on Oversight and Investigations

Sincerely,

cc: The Honorable Diana DeGette, Ranking Member, Subcommittee on Oversight and Investigations

Aftachment
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The Honorable Gregg Harper

1. Does AmerisourceBergen request dispensing data from both prospective and existing
pharmacy customers as part of its due diligence efforts to mitigate controlled substance
diversion? If so, at what frequency does your company request this information and
how is the dispensing data utilized? If no, why not?

Answer: ABDC does, at times, request dispensing data from both current and prospective
customers. There is no specific frequency at which dispensing data is requested from
customers. When received, the dispensing data is reviewed to identify data patterns and
trends that could be indicative of possible diversion, such as unusually high dispensing of
formulations or strengths of controlled substances that are more likely to be abused.

2. Does H. D, Smith request dispensing data from beth prospective and existing
pharmacy customers as part of its due diligence efforts to mitigate controlled
substance diversion? If so, at what frequency does your company request this
information and how is the dispensing data utilized? If no, why not?

Answer: H. D. Smith’s customers are in the process of being integrated into the ABDC diversion

control program and currently are treated in accordance with the response to Question 1
above.

Historically, H. D. Smith did periodically request dispensing data from current or

prospective customers, which was analyzed to identify patterns or trends indicative of
possible diversion.

[

In its contracts with pharmacy customers, is AmerisourceBergen able to require that a
pharmacy produce dispensing data upon request? If so, does your company include
such a requirement in the contracts it enters into with its pharmacy customers? If your
company doesn't include such a requirement in its contracts, why not?

Answer: ABDC’s contracts with its pharmacy customers do not typically include a provision that
would require its customers to provide dispensing data, although such contracts do provide
that ABDC can reject customers’ orders or place restrictions on the ordering of controlled
substances at the discretion of ABDC’s Diversion Control Team. Such restrictions can
include declining to ship controlled substances to a customer who refuses to provide
dispensing data when asked. Nevertheless, ABDC is always evaluating additional measures
it can take to enhance its Diversion Control Program and will consider potential contractual
amendments as part of that ongoing evaluation,

4. In its contracts with pharmacy customers, is H. D. Smith able to require that a
pharmacy produce dispensing data upon request? If so, does your company include
such a requircment in the contracts it enters into with its pharmacy customers? If your
company doesn't include such a requirement in its contracts, why not?

Answer: H. D. Smith will use ABDC contracts moving forward.
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H. D. Smith's historic contracts with its pharmacy customers do not include a provision that
would require its customers to provide dispensing data. H. D. Smith did, however,
periodically request such data of its customers and a customer’s refusal to comply with that
request may have resulted in the termination of the ability to purchase controlled substances
and potentiaily the termination of the account, if the customer never complied.

5. As part of AmerisourceBergen's due diligence efforts related to prospective and existing
customers, does your company review and maintain a list of the number of pharmacies
that are located in the prospective/existing customer's service region? If so, how long
has that been your company's practice and how does your company determine what a
pharmacy's potential service region is?

Answer: ABDC does not use the term “service region.” ABDC’s diversion contro} program
believes factors besides the size of a service community are more relevant to analyzing the
customer’s purchasing paiterns, including the pharmacy’s purchases of both controlled and
non-controlled substances, and the type of patients being served by the pharmacy.
Moreover, ABDC recognizes that a pharmacy in a small town may serve a population much
larger than the town itself. ABDC does not have access to the geographic dispersal of
patients served by a pharmacy because of patient privacy protections,

Notwithstanding the above, as part of its diversion control program, ABDC does compare
purchasing patterns of customers served by the same distribution center, and ABDC does
currently consider various factors involving the customer’s geographic location in making
decisions about suspicious orders. These factors include population, opioid overdose death
rates and Medicare part D prescribing rates for opioids.

6. As part of H. D. Smith's due diligence efforts related to prospective and existing
customers, does your company review and maintain a list of the number of
pharmacies that are located in the prospective/existing customer's service region? If
s0, how long has that been your company's practice and how does your company
determine what a pharmacy’s potential service region is?

Answer: H, D. Smith’s customers are in the process of being integrated into the
AmerisourceBergen diversion control program and currently are freated in accordance with

the response to Question 5 above.

Historically, H. D. Smith did occasionally consider the population of the town in which a
pharmacy was located when evaluating that pharmacy, but did not have access to
information regarding the patient population being served by a pharmacy because of patient
privacy protections. The size of the town being served was not always considered and was
only one of the factors H. D. Smith used in evaluating pharmacies because the population of
the town in which the pharmacy is located may be smaller or larger than the patient
population being served. Other factors considered by H. D. Smith included the proximity of
hospitals, long term care facilities and hospice centers when evaluating customer orders.

7. Does AmerisourceBergen request dispensing data from both prospective and existing
pharmacy customers as part of its due diligence efforts to mitigate controlled substance
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diversion? If so, at what frequency does your company request this information and
how is the dispensing data utilized? If no, why not?

Answer: ABDC does, at times, request dispensing data from both current and prospective
customers. There is no specific frequency at which dispensing data is requested from
customers. When received, the dispensing data is reviewed to identify data patterns and
trends that could be indicative of possible diversion, such as unusually high dispensing of
formulations or strengths of controlled substances that are more likely to be abused.

8. Does H, D. Smith request dispensing data from both prospective and existing pharmacy
customers as part of its due diligence efforts to mitigate controlled substance diversion?
If 50, at what frequency does your company request this information and how is the
dispensing data utilized? If no, why not?

Answer: H. D. Smith’s customers are in the process of being integrated into the
AmerisourceBergen diversion control program and currently are treated in accordance with
the response to Question 1 above.

Historically, H. D. Smith did periodically request dispensing data from current or
prospective customers, which was analyzed to identify patterns or trends indicative of
possible diversion.

9. In its contracts with pharmacy customers, is AmerisourceBergen able to require that a
pharmacy produce dispensing data upon request? If so, does your company include
such a requirement in the contracts it enters into with its pharmacy customers? If
your company doesn't include such a requirement in its contracts, why not?

Answer: ABDC’s contracts with its pharmacy customers do not typically include a provision that
would require its customers to provide dispensing data, although such contracts do provide
that ABDC can reject customers” orders or place restrictions on the ordering of controlled
substances at the discretion of ABDC’s Diversion Control Team. ABDC can also decline to
ship controlled substances to a customer who refuses to provide dispensing data when asked,
S0 a separate contractual provision regarding dispensing data is not needed to achieve the
goals of ABDC’s Diversion Control Program.

10. In its contracts with pharmacy customers, is H. D, Smith able to require that a
pharmacy produce dispensing data upon request? If so, does your company include
such a requirement in the contracts it enters into with its pharmacy customers? If your
company doesn't include such a requirement in its contracts, why not?

Answer: H, D. Smith will use ABDC contracts moving forward.

H. D. Smith’s historic contracts with its pharmacy customers do not include a provision that
would require its customers to provide dispensing data. H. D. Smith did, however,
periodicaily request such data of its customers and a customer’s refusal to comply with that
request may have resulted in the termination of the ability to purchase controlled substances
and potentially the termination of the account, if the customer never complied.
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11.. As part of AmerisourceBergen's due diligence efforts related to prospective and
existing customers, does your company review and maintain a list of the number of
pharmacies that are located in the prospective/existing customer's service region? If so,
how long has that been your company's practice and how does your compary
determine what a pharmacy’s potential service region is?

Answer; ABDC does not use the term “service region.” ABDC’s diversion control program
believes factors besides the size of a service community are more relevant to analyzing the
customer’s purchasing patterns, including the pharmacy’s purchases of both controlled and
non-controtled substances, and the type of patients being served by the pharmacy.
Moreover, ABDC recognizes that a pharmacy in a small town may serve a population much
larger than the town itself. ABDC does not have access to the geographic dispersal of
patients served by a pharmacy because of patient privacy protections.

Notwithstanding the above, as part of its diversion control program, ABDC does compare
purchasing patterns of customers served by the same distribution center, and ABDC does
currently consider various factors involving the customer’s geographic location in making
decisions about suspicious orders. These factors include population, opioid overdose death
rates and Medicare part D prescribing rates for opioids.

ABDC does not maintain a list of pharmacies by potential geographic reach as doing so
would have with little meaningful impact on ABDC’s ability to evaluate its customers’
orders. The retail pharmacy community is constantly shifting, with the opening of new
pharmacies and the closure of existing pharmacies a regular occurrence. Even assuming
the ability to track this activity, simply knowing the number of pharmacies servicing a
particular geographic region would have limited value to the wholesale distributor without
knowing the patient community that each pharmacy is servicing, how many and what
controlled substances distributors are supplying to those pharmacies and what precisely
those pharmacies are dispensing to their patient customers.

12, As part of H. D. Smith's due diligence efforts related to prospective and existing
customers, does your company review and maintain a list of the number of pharmacies
that are located in the prospective/existing customer's service region? If so, how long
has that been your company's practice and how dees your company determine what a
pharmacy’s potential service region is?

Answer: H. D, Smith’s customers are in the process of being integrated into the
AmerisourceBergen diversion control program and currently are treated in accordance with
the response to Question 5 above,

H. D. Smith did not use the term “service region.” Historically, H. D. Smith did occasionally
consider the population of the town in which a pharmacy was located when evaluating that
pharmacy, but did not have access to information regarding the patient population being
serviced by a pharmacy, which may be smaller or larger than the population of the town in
which the pharmacy was located, because of patient privacy protections. The size of the
town being serviced was not always considered and was only one of the factors H. D, Smith
used in evaluating pharmacies. Other factors considered by H. D. Smith included the

4



178

House Committee on Energy and Commerce
Subeommittee on Oversight and Investigations

Additional Questions for the Record
Responses Submitted by Mr. Steven Collis
on Behalf of AmerisourceBergen Drug Corporation

proximity of hospitals, long term care facilities and hospice centers when evaluating
customer orders.

13. Why did AmerisourceBergen begin doing business with Beckley Pharmacy in 2016
after cutting the pharmacy off as a customer in 2015?

Answer: In 2016, Beckley Pharmacy sought reconsideration of the decision to terminate sales of
controiled substances to the pharmacy. At that time, ABDC requested de-identified
dispensing data from the pharmacy, which the pharmacy provided. A detailed review of that
dispensing data revealed that several of the concerns that had resulted in the pharmacy’s
termination of ability to purchase controlled substances had been alleviated. As aresult of
that review, ABDC concluded that there was a reduced risk of diversion at the pharmacy
which made allowing the pharmacy to purchase controlled substances appropriate. Beckley
Pharmacy’s purchases continue to be processed through ABDC’s Diversion Control
Program, which will allow ABDC to continue to monitor for signs of possible diversion
from the pharmacy and take appropriate action again, if necessary.
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The Honorable Michael C. Burgess

1.

‘While your companies seem to have put forth effort to improve your system of flagging
possible drug diversion, there remains work to be done, In February, the Drug

Enfor t Administration a ed that it would begin sharing select data it
collects on controlled substance prescriptions with drug distributors, Have your
companies been able te access that data, and if so, has it been useful?

Answer: ABDC has accessed the information on purchasing by other distributors referenced in

the DEA’s February 14, 2018 press release and has found it useful, but with certain
limitations. While knowing that a customer has purchased opioids from other suppliers can
help to inform decisions, not knowing the quantities of such products purchased limits the
utility of that information.

2, What is the largest hurdle you face as your companies scale up your diversion

prevention activities? Is data-sharing, or lack thereof, the primary challenge?

Answer: ABDC has had in place since the 1980s a robust diversion control program. ABDC has

continuaily enhanced and upgraded this comprehensive program over time and continues to
do so to this day. We believe the lack of data sharing and transparency is certainly a
challenge to our diversion control efforts. It is, however, only one of the challenges ABDC
faces in its diversion control program. For example, ABDC’s limited role in the supply
chain also presents challenges when evaluating pharmacy orders; as a result of its limited
role, ABDC has no access to patient-specific data, no access to prescriptions, no access to
medical records, and no way to evaluate the legitimacy of patient need.

3. Throughout each of your written testimonies, you mentioned your efforts to report

suspicious orders to the DEA, and in cases that exceed the volume threshold, you stop
the orders entirely. Where is the line drawn between drug manufacturers and the DEA
in responding to suspicious orders? Does the DEA take enforcement action after you
report the suspicious order?

Answer: As a preliminary matter, orders placed by ABDC’s customers that exceed that

customer’s threshold are held and evaluated to determine whether that order is suspicious. If
the determination was made that the order is suspicious, it is cancelled and reported to DEA.

If, however, after evaluation of the order, ABDC determines that the order is not suspicious,

it is released and shipped to the customer.

ABDC does not know whether DEA shares suspicious order reports with drug
manufacturers, or even with DEA’s own local field offices. ABDC does not provide its
suspicious order reports to any drug manufacturers.

ABDC does not have visibility into DEA’s internal processes and does not know how DEA
processes, analyzes and uses the suspicious order data it provides. ABDC does know that
pharmacies remain DEA-licensed even after suspicious orders are reported.
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4, Distributors and ether pieces of the drug supply chain have a responsibility to help
prevent diversion. What can Congress do legislatively to strengthen oversight of that
supply chain?

Answer: ABDC would welcome the following measures:

e greater supply chain data transparency (including ARCOS data sharing and/or data
sharing among distributors);

o additional resources for patient and prescriber education and medication safe storage and
disposal;

« additional support for e-prescribing;

» mandating the use of electronic ordering for controlled substances;

» notice to distributors when one of its customers has ordered controlled substances from
another distributor — including the amount of the order — before the order is processed;

+ additional funding for DEA IT enhancement and future enforcement;

s creation of new DEA registration classifications, such as Pain Specialty Pharmacy, that
would require more in-depth investigation by DEA and Boards of Pharmacy and allow
greater scrutiny by distributors; and

e enhancing state prescription drug monitoring programs.
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The Honorable David B, McKinley

1. As a Wholesale Distributor of prescription opiates, do you agree that you owe a duty
under federal law to monitor, detect, investigate, refuse and report suspicious orders?
21 U.S.C. § 823,21 CFR 1301.74

Answer: ABDC acknowledges the provisions of 21 US.C. § 823 and 21 CFR 1301.74. ABDC
administers a robust anti-diversion program in order to meet, and in fact exceed, the
requirements imposed on it as a distributor, ABDC’s Order Monitoring Program (*OMP”)
is the means by which the Company monitors for and reports suspicious orders of controled
substances and listed chemicals. The OMP is a multi-faceted approach to awareness,
monitoring, investigation, and reporting overseen by ABDC Corporate Security and
Regulatory Affairs (“CSRA”).

2. Do you agree that the foreseeable harm of a breach of this duty is the diversion of
preseription opiates for nonmedical purposes?

Answer: ABDC has operated a system to monitor, detect and report suspicious orders to the
DEA for many decades. ABDC invests significantly in its effort to deter diversion, but there
are unavoidable limits to ABDC’s ability to monitor and prevent diversion given its Himited
role in the supply chain. ABDC has no access to patient-specific data, no access to
prescriptions, no access to medical records, and no way to evaluate the legitimacy of patient
need. ABDC has no control over, not input into, the amount of controlled substances that
are produced in a given year. Instead, production quotas are set by the DEA with input from
manufacturers. Nor is ABDC involved in the licensing and regulation of the medical and
pharmaceutical professionals who actually prescribe or dispense controlled substances, That
responsibility belongs to federal and state governmental agencies, including the DEA,
Finally, ABDC does not promote the prescribing or use of opioids to physicians, healthcare
providers or patients,

3. In other words, if you ship a suspicious order, it is likely that prescription opiates will be
diverted into the illicit market. Agree?

Answer: ABDC does not ship the orders it reports as suspicious. In an effort to comply with all
regulatory requirements, ensure a safe delivery system, and help address this crisis, ABDC
has implemented rigorous anti-diversion policies and procedures and is actively engaged in
various industry and policy group initiatives that support the fight against opioid abuse.

4. Do you concur that filling suspicious orders is a direct and proximate cause of
prescription opiate abuse, addiction, morbidity and mortality?

Answer: ABDC identifies and reports suspicious orders. ABDC does not fill any suspicious
orders.

Prescription opioid abuse is a multi-faceted problem with many causes. As a distributor,
ABDC plays a limited role in the disttibution chain for prescription opioids. ABDC (1) is
not involved in obtaining FDA approval for opioids, labeling or warning about opioids,
setting guidelines for prescribing opioids, or promoting the prescribing or use of opioids to

8
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pharmacies, physicians, or patients; (2) has no control over the amount of controlled
substances that are produced in a given year (instead, production quotas are set by the DEA
with input from manufacturers); (3) is not involved in the licensing and regulation of the
medical and pharmaceutical professionals who actually prescribe or dispense controlled
substances (that responsibility belongs to federal and state governmental agencies, including
the DEA); and (4) does not receive or have access to any prescription-level information or
other patient-specific data.

5. Do you agree the United States is in the midst of a prescription opiate
epidemic?

Answer: ABDC shares the Committee’s concern about the tragic epidemic of opioid abuse.
ABDC desires to be part of much-needed, and unquestionably multi-faceted, solutions to
address this public health crisis.

To that end, AmerisourceBergen funded a grant to the Fealth Care Improvement Fund to
support prescriber education for post-surgical procedures, AmerisourceBergen has also
partnered with Walgreens to support the safe disposal of unused controlled substances and
has provided drug disposal bags to multiple communities to assist with the disposal of
unused controlied substances.

AmerisourceBergen also supports mandatory e-prescribing, which would generate real-time
information on opioid use and reduce the number of opioids obtained through fraudulent
prescriptions or doctor shopping. We support policies to make state PDMPs interoperable,
which would allow physicians and regulators to determine if patients are obtaining
prescriptions from physicians in more than one state. We are also the only distributor
member of the Collaborative for Effective Prescription Opioid Policies (“CEPOP™), which
supports policies to reduce prescription opioid abuse and promote treatrent options.

AmerisourceBergen is also eager to collaborate with policymakers and stakeholders
throughout the pharmaceutical supply chain to improve distributors’ ability to assess and act
on possibly suspicious orders of prescription opioids. As part of the National Association of
Drug Diversion Investigators, AmerisourceBergen has presented on effectively combatting
drug diversion at the distribution level and collaborating with law enforcement.
AmerisourceBergen also supports increased fees for DEA registration to help support such
enhanced data capabilities.

6. Do you concur that filling suspicious orders is a direct and proximate cause of
the prescription opiate epidemic plaguing our country?

Answer: ABDC identifies and reports suspicious orders. ABDC does not fill any suspicious
orders.

The prescription opioid epidemic is a multi-faceted problem with many causes, Asa
distributor, ABDC plays a limited role in the distribution chain for prescription opioids.
ABDC (1) is not involved in obtaining FDA approval for opioids, labeling or warning about
opioids, setting guidelines for prescribing opioids, or promoting the prescribing or use of
opioids to pharmacies, physicians, or patients; (2) has no control over the amount of

9
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controlled substances that are produced in a given year (instead, production quotas are set by
the DEA with input from manufacturers); (3) is not involved in the licensing and regulation
of the medical and pharmaceutical professionals who actually prescribe or dispense
controlled substances (that responsibility belongs to federal and state governmental agencies,
including the DEA); and (4) does not receive or have access to any prescription-level
information or other patient-specific data.

7. Do you believe the prescription opiate epidemic is an immediate hazard to public health
and safety?

Answer: The prescription opioid epidemic is a complex problem that affects many aspects of our
society. As a distributor, ABDC plays a limited role in the distribution chain for prescription
opioids. ABDC (1) is not involved in obtaining FDA approval for opioids, labeling or
warning about opioids, setting guidelines for prescribing opioids, or promoting the
prescribing or use of opioids fo pharmacies, physicians, or patients; (2) has no controt over
the amount of controlled substances that are produced in a given year (instead, production
quotas are set by the DEA with input from manufacturers); (3) is not involved in the
licensing and regulation of the medical and pharmaceutical professionals who actually
prescribe or dispense controlled substances (that responsibility belongs to federal and state
governmental agencies, including the DEA); and (4) does not receive or have access to any
prescription-level information or other patient-specific data.

8. Do you believe the prescription opiate epidemic is a public nuisance?

Answer; The prescription opioid epidemic is a complex problem that affects many aspects of our
society. As a distributor, ABDC plays a limited role in the distribution chain for prescription
opioids. ABDC (1) is not involved in obtaining FDA approval for opioids, labeling or
warning about opioids, setting guidelines for prescribing opioids, or promoting the
prescribing or use of opioids to pharmacies, physicians, or patients; (2) has no control over
the amount of controlled substances that are produced in a given year (instead, production
quotas are set by the DEA with input from manufacturers); (3) is not involved in the
ficensing and regulation of the medical and pharmaceutical professionals who actually
prescribe or dispense controtled substances (that responsibility belongs to federal and state
governmental agencies, including the DEA); and (4) does not receive or have access to any
prescription-level information or other patient-specific data.

9. Are you aware of your company's efforts to detect, address, and report suspiciously large
orders in West Virginia?

Answer: Since at least the 1980s, AmerisourceBergen Drug Corporation has had in place a
system to monitor the orders it receives, the OMP. We worked with the DEA to enhance the
system in 1998, and again in 2007, and have continually reviewed and improved it, including
a comprehensive 20135 revision to build on current data, respond to trends in prescription
drug abuse, and adopt improved technological capabilities, including data-driven analytical
tools. ABDC’s Order Monitoring Program has been consistent with DEA’s guidance,
including the September 2006, February 2007, and December 2007 letters sent by DEA to
the distributors.

10
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10, Are you aware that for years your company never followed West Virginia's law by

reporting all suspicious orders to the West Virginia Board of Pharmacy?

Answer: ABDC reached out to the West Virginia Board of Pharmacy multiple times, including

in 2012 after the litigation filed against ABDC on behalf of the Attorney General and certain
West Virginia agencies was filed. During the course of those conversations, ABDC was
instructed that it was not required to report suspicious orders to the West Virginia Board of
Pharmacy as long as those orders were reported to DEA. Since that time, the head of the
West Virginia Board of Pharmacy has repeatedly stated publicly, and testified in the
Hitigation, that the West Virginia Board of Pharmacy received very few suspicious order
reports prior to 2012 and, when it started to receive suspicious orders, took no action in
response to those orders. ABDC began providing suspicious order reporis to the West
Virginia Board of Pharmacy in early 2017, once it received instruction to do so.

. Did your company have a policy that orders had to be less than 50%

controlled substances to be filled?

Answer: While ABDC does not have such a policy, the percentages of controlled substances

purchased by its customers is one of the factors monitored by ABDC as part of its diversion
control program.

Within West Virginia, controlled substances were only 3.9% of all ABDC
prescription drug sales by dosage unit and 2.1% of all ABDC prescription drug
sales by dollar value.
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The Honorable Frank Pallone, Jr.

1.

In AmerisourceBergen's response to the Committee, you provided the number of pills
the company distributed to West Virginia. In 2016, AmerisourceBergen shipped about
6 miilion hydrocodone pills. But back in 2008 and 2009, AmerisourceBergen shipped
16.2 million and 17.5 million pills annuaally. What explains why in 2009
AmerisourceBergen shipped nearly 3 times the amount the company would later ship
in 2016? Did additional due diligence or recognition of the unfolding opioid crisis lead
AmerisourceBergen to ship far fewer pills in the Iater years than in 2008 and 2009?
Were there other factors?

Answer: The primary driver of ABDC’s sales is and always has been the orders placed by its
customers, licensed and regulated pharmacies, to fill prescriptions written by licensed and
regulated practitioners. ABDC monitors orders placed by its customers and reports
suspicious orders to the DEA, and did 5o in both 2008/2009 and in 2016, In addition to its
suspicious order monitoring, ABDC conducted due diligence on prospective customers and
monitored its current customers. As a result of that additional due diligence, ABDC refused
to sell controlled substances to a number of pharmacies that were licensed to be able to
purchase those products,

There are many factors that could have resulted in the reduction in orders placed by
customers in West Virginia, including changes in physician prescribing practices that may
have resulted in reduced ordering by pharmacies,
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1. Does your company buy the drugs from the manufacturers, take title and move pallets to
and from your warchouse? Or are you like brokers, working on consignment,
arranging sales to pharmacies and then taking a percentage of the sale price?

Answer: ABDC purchases prescription medications, including controlied substances, from the
manufacturers, ABDC typically takes title to the product it sells but does, in limited
circumstances, facilitate shipments directly from a manufacturer to a pharmacy.

2. In setting prices to pharmacies, is your markup more like a flat rate (for example, selling
$5 more than the price at which you bought), or is your markup more like a percentage
(for example, selling for 5% higher than the price at which you bought)?

Answer: ABDC sells some products at a mark-up (profit) and some products at a mark-down
(loss). The price structure varies depending on product and contract. As a general matter,
however, ABDC makes approximately 1% net profit on its entire suite of products.

3. Ts it possible that even if your company pays a higher price to get those drugs in stock,
you end up making more money on those sales where your acquisition prices are
higher? And would the same be true for your consignment/broker sales?

Answer: ABDC sells some products at a mark-up (profit) and some products at a mark-down
(loss), The price structure varies depending on product and contract. As a general matter,
however, ABDC makes approximately 1% net profit on its entire suite of products.
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May 31, 2018

Mr. J, Christopher Smith

Former President and CEO

H.D. Smith

Clo AmerisourceBergen Corporation
1300 Morris Drive

Chesterbrook, PA 19087

Dear Mr. Smith:

Thank you for appearing before the Subcommittee on Oversight and Investigations on May 8,
2018, to testify at the hearing entitled “Combating the Opioid Epidemic: Examining Concerns About
Distributicn and Diversion.”

Pursuant to the Rules of the Committee on Energy and Commerce, the hearing record remains
open for ten business days to permit Members to submit additional questions for the record, which are
attached. To facilitate the printing of the hearing record, please respond to these questions with a
transmittal letter by the close of business on Thursday, June 14, 2018, Your responses should be mailed to
Ali Fulling, Legistative Clerk, Committee on Energy and Commerce, 2125 Rayburn House Office
Building, Washington, DC 20515 and e-mailed in Word format to Ali.Fulling@mail.house.gov.

Thank you again for your time and effort preparing and delivering testimony before the
Subcommittee.

jacerely,

tgp. Mgun

Gregg Harper
Chairman
Subcommittee on Oversight and Investigations

co: The Honorable Diana DeGette, Ranking Member, Subcommittee on Oversight and Investigations

Attachment
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The Honorable Michael C. Burgess

1.

2

‘While your companies seem to have put forth effort to improve your system of flagging
possible drug diversion, there remains work to be done. In February, the Drug
Enforcement Administration annonnced that it would begin sharing select data if collects
on controlled substance prescriptions with drug distributors, Have your companies been
able to access that data, and if so, has it been useful?

Answer: AmerisourceBergen began its acquisition of H. D. Smith in late 2017, which was
consummated on January 2, 2018, before this data was made available, and thus H. D, Smith has
had no experience with it. It is true that the DEA added a new feature to its ARCOS Online
Reporting System which allows DEA-registered manufacturers and distributors to view the
number of competitor companies who have sold a particular controlled substance to a prospective
customer in the last six months.

What is the largest hurdle you face as your companies scale up your diversion prevention
activities? Is data-sharing, or lack thereof, the primary challenge?

Answer: H, D. Smith had in place a robust diversion control program, continually enhanced and
upgraded its program over time, and was in frequent contact with the DEA while developing and
then continuously components of the program.

For H. D. Smith, a lack of data sharing and transparency was the primary challenge to our
diversion contro] efforts. We did not have access to information that would aliow us to verify
whether a particular pharmacy was purchasing from other suppliers, and until very recently did
not have access to any prescriber information unless a particular pharmacy voluntarily supplied it.

Throughout each of your written testimonies, you mentioned your efforts to report
suspicious orders to the DEA, and in cases that exceed the volume threshold, you stop the
orders entirely. Where is the line drawn between drug manufacturers and the DEA in
responding to suspicious orders? Does the DEA take enforcement action after you report
the suspicious order?

Answer: Beginning in 2008 when our automated Controlled Substance Monitoring Program
(“CSOMP™) system was put in place, orders placed by H. D, Smith’s customers that “triggered”
the system were held from shipment and evaluated to determine whether the order was
suspicious. For a period of time, orders were reported to the DEA as suspicious as soon as they
were held and flagged for evaluation. However, in response to feedback from DEA, we
subsequently reported orders to the DEA as suspicious only when a determination was made that
an order was suspicious, and was cancelled.

At no time did the DEA ever share any suspicious order reports made by others with respect to
orders placed by any West Virginia pharmacy. H. D. Smith does not know whether the DEA
shared suspicious order reports made by wholesale drug distributors with drug manufacturers, H.
D. Smith did not provide its suspicious order reports to any drug manufacturers.
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H. D. Smith did not have visibility into DEA’s internal processes and did not know how the DEA
processes, analyzes or uses the suspicious order data the company provided to the agency.

Distributors and other pieces of the drag supply chain have a responsibility to help prevent
diversion. What can Congress do legisiatively to strengthen oversight of that supply chain?

Answer: Congress should focus on issues such as: enhanced supply chain data transparency
(including ARCOS data sharing and/or data sharing among distributors), additional resources for
education and medication safe storage and disposal, and additional support for e-preseribing and
enhancing interoperable prescription drug monitoring programs.



190

House Committee on Energy and Commerce
Subcommittee on Oversight and Investigations

Additional Questions for the Record
Responses Submitted by Mr. James Christopher Smith
on Behalf of H.D. Smith, LLC

The Honorable David B. McKinley

1. As a Wholesale Distributor of prescription opiates, do you agree that you owe a duty under

federal law to monitor, detect, investigate, refuse and report suspicious orders? 21 US.C. §
823,21 CFR 1301.74

Answer: H. D. Smith has always acknowledged its duties pursuant to the applicable laws. We
administered a robust anti-diversion program in order to meet, and in fact exceed, the requirements
imposed on it as a distributor. H. D. Smith’s CSOMP system allowed us to monitor for suspicious
orders of controlled substances, and we also maintained complementary programs such as our
robust “Know Your Customer™ policies and procedures in connection with its regular education
and training of personnel in anti-diversion efforts.

2. Do you agree that the foreseeable harm of a breach of this duty is the diversion of
prescription opiates for nonmedical purposes?

Answer: H. D. Smith operated a system to monitor, detect, block, and report suspicious orders to
the DEA, H. D. Smith invested significantly in our efforts to deter diversion, but there were
unavoidable limits to our ability to monitor and prevent diversion given our limited role in the
supply chain. For example, distributors such as H. D. Smith have no control over, nor input into,
the amount of controlled substances that are produced in a given year. Instead, production quotas
are set by the DEA with input from manufacturers. Nor are distributors involved in the licensing
and regulation of the medical and pharmaceutical professionals who actually prescribe or
dispense controlled substances. That responsibility belongs to federal and state governmental
agencies, including the DEA. Finally, distributors do not promote opioids to physicians,
healthcare providers or patients.

3. In other words, if you ship a suspicious order, it is likely that prescription opiates will be
diverted into the illicit market. Agree?

Answer: Beginning in 2008, H. D. Smith automatically blocked any pharmacy order that
triggered our CSOMP program by appearing “of interest,” H. D. Smith maintained that block
unless and until our due diligence demonstrated that the particular order was in fact not a
suspicious one.

4. Do you concur that filling suspicious orders is a direct and proximate cause of prescription
opiate abuse, addiction, morbidity and mortality?

Answer: Beginning in 2008, H. D. Smith antomatically blocked any pharmacy order that
triggered our CSOMP program by appearing “of interest.” H. D. Smith maintained that block
unless and until our due diligence demonstrated that the particular order was in fact not a
suspicious one. H. D. Smith identified and reported suspicious orders, and did not ship any
suspicious orders.

Prescription opiate abuse is a multi-faceted problem with many causes. Distributors play a
limited role in the distribution chain for prescription opioids. They (1) are not involved in

3
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obtaining FDA approval for opioids, labeling or warning about opioids, setting guidelines for
prescribing opioids, or marketing oploids to pharmacies, physicians, or patients; (2} have no
contro over the amount of controlled substances that are produced in a given year (Instead,
production quotas are set by the DEA with input from manufacturers); (3) are not involved in the
Heensing and regulation of the medical and pharmaceutical professionals who actually prescribe
or dispense controlled substances (that responsibility belongs to federal and state governmental
agencies, including the DEA); (4) do not receive or have access 1o any prescription-level
information, unless a pharmacy voluntarily supplies that information; and (5) do not have access
to any state prescription drug monitoring program information.

Do you agree the United States is in the midst of a preseription opiate epidemic?

Answer: H. D. Smith has shared the Committee’s concern about the tragic epidemic of oploid
abuse. H. . Smith has always desired and tried to be part of much-needed, and unquestionably
multi-faceted, solutions to address this public health crisis. For example, our efforts are evidenced
in part by the implementation of our robust CSOMP and training programs, particularly with
respect 1o the reporting not just of suspicious orders but also of potentially problematic individual
prescribers. '

Do you concur that filling suspicious orders is a direct and proximate cause of the
prescription opiate epidemic plaguing our country?

Answer: Beginning in 2008, H. D. Smith automatically blocked any pharmacy order that
triggered its CSOMP program by appearing “of interest.”” FL. D. Smith maintained that block
unless and until our due diligence demonstrated that the particular order was in fact not a
suspicious one.

Prescription opiate abuse is a multi-faceted problem with many causes. Distributors play a
limited role in the distribution chain for prescription opioids. Distributors (1) are not involved in
obtaining FDA approval for opioids, labeling or warning about opioids, setting guidelines for
prescribing opioids, or marketing opioids to pharmacies, physicians, or patients; (2) have no
control over the amount of controlled substances that are produced in a given year (instead,
production quotas are set by the DEA with input from manufacturers); (3) are not involved in the
licensing and regulation of the medical and pharmaceutical professionals who actually prescribe
or dispense controlled substances (that responsibility belongs to federal and state governmental
agencies, including the DEA); (4) do not receive or have access to any prescription-level
information, unless a pharmacy voluntarily supplies that information; and (5) do not have access
to any state prescription drug monitoring program information.

Do you believe the preseription opiate epidemic is an immediate hazard to public bealth and
safety?

Answer: Prescription opiate abuse is a complex problem that affects many aspects of our society.
Distributors play a limited role in the distribution chain for prescription opioids. Distributors (1)
are not involved in obtaining FDA approval for opioids, labeling or warning about opioids,
setting guidelines for prescribing opioids, or marketing opioids to pharmacies, physicians, or
patients; (2) have no control over the amount of controlled substances that are produced in a

4
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given year (instead, production quotas are set by the DEA with input from manufacturers); (3) are
not involved in the licensing and regulation of the medical and pharmaceutical professionals who
actually prescribe or dispense controlled substances (that responsibility belongs to federal and
state governmental agencies, including the DEA); (4) do not receive or have access to any
preseription-level information unless a pharmacy voluntarily supplies that information; and (5) do
not have access to any state prescription drug monitoring program information.

Do you believe the prescription opiate epidemic is a public nuisance?

Answer: Prescription opiate abuse is a complex problem that affects many aspects of our society.
Distributors play a limited role in the distribution chain for prescription opioids. Distributors (1)
are not involved in obtaining FDA approval for opioids, labeling or warning about opioids,
setting guidelines for prescribing opioids, or marketing opioids to pharmacies, physicians, or
patients; (2) have o controt over the amount of controlled substances that are produced in a
given year (instead, production quotas are set by the DEA with input from manufacturers); (3) are
not involved in the licensing and regulation of the medical and pharmaceutical professionals who
actually prescribe or dispense controlled substances (that responsibility belongs to federal and
state governmental agencies, including the DEA); (4) do not receive or have access to any
prescription-level information unless a pharmacy voluntarily supplies that information; and (5) do
not have access to any state prescription drug program monitoring information,

Are you aware of your company's efforts to detect, address, and report suspiciously large
orders in West Virginia?

Answer: H. D. Smith's CSOMP system was specifically designed to identify potential suspicious
orders before the orders are shipped. The CSOMP system was used across all areas of the country
that we served, including for customers in West Virginia. The development of H. D. Smith’s
CSOMP was consistent with DEA’s guidance, including the September 2006, February 2007, and
December 2007 letters sent by DEA to the distributors.

H. D. Smith reported to the DEA all suspicious orders, including those in West Virginia. Between
2008 and 2009, we reported many suspicious orders to the DEA from West Virginia customers.

Although gathering dispensing and prescribing data from customers was often difficult, if H. D.
Smith could obtain it, we were able to analyze such information to great effect along with the data
collected by way of CSOMP. For example, in February 2008, we requested, obtained, and
evaluated data from West Virginia customers Hurley Drug Company, Tug Valley Pharmacy, and
Sav-Rite No. 1/Strosnider Pharmacy, We concluded that two physicians were frequently writing
prescriptions for hydrocodone, and that their patterns were cause for concern. H. D. Smith
reported our analysis and concerns to the DEA on April 25, 2008, and cooperated with additional
follow-up requests from the DEA.

. Are you aware that for years your company never followed West Virginia's law by

reporting all suspicious orders to the West Virginia Board of Pharmacy?

Answer: No, H. D. Smith did not always report suspicious orders to the West Virginia Board of
Pharmacy because we believed it was not required to do so. At the time, H. D. Smith was

5
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classified as an out-of-state permit holder (as opposed to an in-state Heensee), and one of our
employees was told by the West Virginia Board of Pharmacy that we were required to comply
with the West Virginia Controlled Substances Act, but that the Board of Pharmacy regulations
(which include suspicious order reporting to the Board) did not apply to us as a permittee.
Additionally, the head of the West Virginia Board of Pharmacy has repeatedly stated publicly,
and testified in litigation, that the West Virginia Board of Pharmacy received very few suspicious
order reports prior to 2012 and, when it started to receive suspicious orders, took no action in
response to those orders. Since then, to the extent H, D. Smith reported a suspicious order to the
DEA, it also reported that order to the West Virginia Board of Pharmacy.

It is also worth noting that West Virginia was an “carly adopter,” in 1995, of a Prescription Drug
Monitoring Program. The program is extremely detailed and comprehensive, and requires every
prescriber and every dispenser in the state to report every controlied substance pill prescribed and
dispensed at least daily. The DEA, the State Police, all medical licensing boards, etc., have
unlimited access to this database. The Legislature charges the Board with several duties,
including the duty to capture and report on “abnormal or unusual practices of patients and
preseribers.”

. Did your company have a policy that orders had to be less than 50% controlled substances

to be filled?

Answer: H. D. Smith did not have such a policy. However, all prospective customers were asked
when filling out new customer forms what percentage of their orders they expected would be
controlled substances. Additionally, H. . Smith’s CSOMP system took into account the ratios
between purchases of controlled substances and purchases of other prescription and over-the-
counter procucts by its customers. That ratio was closely monitored to identify any issues of
concern regarding potential diversion activity.
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1.

In one of the documents H.D. Smith provided to the Committee, you list the total
hydrocodone and oxycodone pills sold by H.D. Smith to purchasers in West Virginia from
2006 through 2017. According to that information, H.D. Smith sent over 17 million
hydrocedone and oxycodone pills to West Virginia between 2007 and 2011. That includes 6
million pills sent to the state in 2008 alone. But H.D. Smith’s shipments to West Virginia
plummeted in later years. For example, H.D. Smith provided 583,400 hydrocodone pills to
‘West Virginia in 2017, Back in 2008, H.D. Smith had shipped almost 10 times that amount,
or about 5.4 million hydrocodoune pills, according to the company’s data. The next year,
2009, H.D. Smith also shipped a very high amount, which was about 2.8 million pills, I
understand that prescribing went down in recent years, but did additional due-diligence or
recognition of the unfolding opioid crisis lead to far fewer pills in these later years than in
the earlier years?

Answer: The primary driver of H. D. Smith’s sales is and always has been the orders placed by its
customers. There are many factors that could be driving the reduction in orders placed by
customers in West Virginia. For example, changes in the number of customers being served could
drive changes in shipments. It is possible that the implementation of the automated CSOMP
system contributed to the decline in controlled substances being shipped. H.D. Smith used data
collected through its CSOMP system to identify, investigate and terminate certain West Virginia
customers for suspicious order patterns or other reasons related to diversion control. CSOMP
data contributed to H. D. Smith’s decision to close West Virginia pharmacy Sav-Rite No. 1’s
account in April 2009. As a result of CSOMP data and an on-site visit, H. D. Smith terminated
another West Virginia pharmacy Tug Valley’s account in August 2009. H. D. Smith closed
another West Virginia Pharmacy, Westside Pharmacy’s account in January 2011, Additionally,
H. D. Smith blocked two West Virginia pharmacies, Family Discount and Hurley Drug, from
purchasing certain controlled substances in February and March of 2011, respectively.

Moreover, changes in physician prescribing practices could have resuited in reduced ordering by
pharmacies.

Did H. D. Smith attempt to look at these trends both rising and falling to determine if
something problematic was happening regarding the company’s distribution in West
Virginia?

Answer: It is also worth noting that during the time it was designing and implementing its
CSOMP system, H, D. Smith understood that the DEA was very concerned about internet
pharmacies and diversion in Florida in particular. But the DEA did not communicate that there
were any diversion issues then existing in West Virginia or Appalachia generally. Indeed,
Internet pharmacies were the specific topic of a DEA distributor briefing Kyle Wright made to H.
D. Smith’s head of compliance on January 4, 2007, On October 10, 2007, H. D. Smith met with
Wright again for another distributor briefing and agreed to develop what became CSOMP. But
before conducting that distributor briefing on October 10, 2007, Wright performed his own
detailed analysis of H. D. Smith’s national ARCOS data to identify H. D. Smith customers whom
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he believed needed additional scrutiny based on unusual or suspicious ordering patterns. Wright,
through his analysis, found that no West Virginia pharmacy warranted additional scrutiny.
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. Does your company buy the drugs from the manufacturers, take title and move pallets to
and from your warehouse? Or are you like brokers, working on consignment, arranging
sales to pharmacies and then taking a percentage of the sale price?

Answer: H. D. Smith is now part of ABC as a result of the ABC acquisition and thus defers to
ABC on these questions.

2. In setting prices to pharmacies, is your markup more like a flat rate (for example, selling $5
more than the price at which you bought), or is your markup more like a percentage (for
example, selling for 3% higher than the price at which you bought)?

Answer: H. D. Smith is now part of ABC as a result of the ABC acquisition and thus defers to
ABC on these questions.

3. Is it possible that even if your company pays a higher price to get those drugs in stock, you
end up making more money on those sales where your acquisition prices are higher? And
would the same be true for your consignment/broker sales?

Answer: H. D. Smith is now part of ABC as a result of the ABC acquisition and thus defers to
ABC on these questions.
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