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SHORT-SUPPLY PRESCRIPTION DRUGS:
SHINING A LIGHT ON THE GRAY MARKET

WEDNESDAY, JULY 25, 2012

U.S. SENATE,
COMMITTEE ON COMMERCE, SCIENCE, AND TRANSPORTATION,
Washington, DC.

The Committee met, pursuant to notice, at 2:35 p.m. in room
SR-253, Russell Senate Office Building, Hon. John D. Rockefeller
IV, Chairman of the Committee, presiding.

OPENING STATEMENT OF HON. JOHN D. ROCKEFELLER 1V,
U.S. SENATOR FROM WEST VIRGINIA

The CHAIRMAN. Good afternoon. This hearing will come to order,
and it should be an interesting hearing. Others will be appearing,
do not despair.

We are holding this hearing today because some, I would say,
very unscrupulous people have figured out a way to make a quick
buck at the expense of sick patients, hospitals, and, in the end, our
entire health care system. For the past few years, hospitals all over
the country have been struggling with the terrible problems of drug
shortages: they don’t have certain drugs when they need them.

The drugs that have been in short supply are not allergy drugs.
They’re not blood pressure pills. They tend to be cancer drugs, pow-
erful drugs that doctors need to treat cancer patients and/or to per-
form surgery. These drugs, in their shortage, make it very difficult
and sometimes impossible for doctors and for hospitals and nurses
and other health care professionals to do their job, which is to care
for us when we'’re critically ill.

A West Virginia hospital recently told me about two young ovar-
ian cancer patients who traveled several hours to reach the hos-
pital and start their treatment. When they arrived, the hospital
had to send them home. The hospital had to send them home be-
cause it didn’t have the needed drug. They didn’t say it didn’t exist.
They just didn’t have it.

The main purpose of this hearing today is not to talk about the
causes of drug shortages on a general scale. There have been hear-
ings in other committees about this issue. I know that the Food
and Drug Administration and the drug industry are working hard
to avert shortages, and I applaud them and urge them to keep up
their work. There would be nothing more terrifying than to think
about being in a hospital and needing a drug, and you can’t get it,
because somebody else is hoarding it and jacking up the price on
it.

(1)
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What we are here to talk about today are the opportunists who
suddenly appear when drugs are in short supply. They are profit-
eers, people who exploit the misery of sick patients to make a quick
buck. We usually call them gray market companies. There are
other names that are ascribed to them, but we’ll stick with gray
market companies.

These gray market companies seem to know when drugs are in
shortage—that is their leverage, their key to success—even before
the hospitals know it. And they always seem to be able to get their
hands on short-supply drugs, even when authorized prescription
drug distributors don’t have them in stock.

For the past few months, my friends, Senator Harkin, who I be-
lieve is coming, and Congressman Elijah Cummings, who I'm pret-
ty sure is coming—he’s running a meeting now but I think he
wants to make a statement, and I want him to. I'm hopeful also
that Senator Enzi might be here. He certainly is invited. We would
be honored to have him. And myself—all of us have been inves-
tigating who these gray market companies are and where they're
getting their drugs.

At this point, I ask unanimous consent to insert our staff report
on this investigation into the record of this hearing.

What we have found is that our drug distribution system has
weak points, and gray market companies know exactly how to ex-
ploit weak points. We have learned that there are people in the
drug supply chain who ignore their professional and business obli-
gations and sell their drugs to gray market companies instead of
to doctors and to patients or hospitals. This is the report.

We have carefully mapped out dozens of cases where prescription
drugs that should have been delivered to hospitals and adminis-
tered to sick patients instead spent weeks circulating in the gray
market. We're not sure about everything that happens to the drugs
when they are being passed from hand to hand in the gray market,
but here’s one thing we do know. Every company in the chain
charges a big markup.

By the time the gray market has done its work, a cancer drug
that originally costs maybe $10 or $12 has become a drug that
costs $500 or even $1,000. You're talking about markups of 1,000
percent or more. And the person who makes the drug, the dis-
tributor who distributes the drug, to the hospital who needs the
drug—but in between is the gray market, these little boxes of peo-
ple who are using shortages to drive up the cost of—the profit they
can make.

This kind of price gouging is disgusting to me and, obviously, in-
defensible. Not even gray market companies themselves are willing
to defend it. I invited the five companies we looked at in this inves-
tigation to testify at this hearing. They all declined my invitation,
and that’s because they all know what theyre doing is wrong. I
could subpoena them. We’ve subpoenaed some of their records, and
maybe some day I'll subpoena them, just because I like to see peo-
ple who don’t do good things squirm.

We need to close down this gray market, I would suggest to you,
and do a better job making sure that prescription drugs are safe
and affordable. And that’s what I look forward to talking about
today.
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[The information previously requested follows:]

“SHINING LIGHT ON THE GRAY MARKET”
An Examination of Why Hospitals Are Forced to Pay Exorbitant Prices for
Prescription Drugs Facing Critical Shortages
Staff Report prepared for: Senator John D. Rockefeller IV, Chairman, Senate Committee on Commerce, Science,
and Transportation, Senator Tom Harkin, Chairman, Senate Committee on Health, Education, Labor, and

Pensions, Representative Elijjah E. Cummings, Ranking Member, House Committee on Oversight and Govern-
ment Reform—dJuly 25, 2012
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Executive Summary

This investigation has examined a group of companies that buy and sell prescrip-
tion drugs that hospitals and other health care providers urgently need to treat
their sick patients. Operating outside of authorized distribution networks, these
“gray market” companies take advantage of drug shortages to charge exorbitant
prices for drugs used to treat cancer and other life-threatening conditions. These
companies’ questionable business practices put patients at risk and cost the United
States health care system hundreds of millions of dollars each year.

The Role of Gray Market Companies in Drug Shortages

Over the past several years, a growing number of prescription drugs sold in the
United States have experienced supply shortages. Because these shortages have
been most severe among a group of injectable drugs used to treat patients with can-
cer and other serious illnesses, they have had a particularly serious impact on hos-
pitals. Hospitals across the country have struggled to provide appropriate care to
their patients and have spent hundreds of millions of dollars managing the adminis-
trative and clinical problems drug shortages cause.

During drug shortages, hospitals are sometimes unable to buy drugs from their
normal trading partners, usually one of the three large national “primary” distribu-
tors, AmerisourceBergen, Cardinal Health, or McKesson. At the same time, hos-
pitals are deluged by sales solicitations from gray market companies offering to sell
the shortage drugs for prices that are often hundreds of times higher than the prices
they normally pay. Hospital pharmacists have been both angered and confused by
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these offers. They have asked, “why the hospitals can’t get these products but the
‘scalpers’ can.”

Gray Market Drugs “Leak” Out of Authorized Distribution Chains

The drug “pedigree” documents reviewed in this investigation show that some
short-supply injectable drugs do not reach health care providers through the manu-
facturer-wholesaler distributor-dispenser chain that policymakers and industry
stakeholders present as the typical model for drug distribution. Instead, these drugs
“leak” into longer gray market distribution networks, in which a number of different
companies—some doing business as pharmacies and some as distributors—buy and
re-sell the drugs to each other before one of them finally sells the drugs to a hospital
or other health care facility.

In more than two-thirds (69 percent) of the 300 drug distribution chains reviewed
in this investigation, prescription drugs leaked into the gray market through phar-
macies. Instead of dispensing the drugs in accordance with their professional duties,
state laws, and the expectations of their trading partners, these pharmacies re-sold
the drugs to gray market wholesalers. Some pharmacies sold their entire inventories
into the gray market. The wholesalers in turn sold the drugs—usually at significant
markups — to other gray market companies.

In the drug chain illustrated below, which documents the shipment of 25 vials of
a chemotherapy drug called fluorouracil in September 2011, the leakage point was
a Maryland pharmacy called Priority Healthcare. Instead of dispensing the drug to
patients, the owner of this company, Marianna Pesti, sold the vials to a New Jersey
distributor called Tri-Med America, which was owned by Ms. Pesti’s husband, Gabor
Szilagyi. The drugs were sold five more times before reaching their end user, a hos-
pital in California.

Markup = 8471%

“Gray Market”

Purchase Price Per Vial $7 550 569 $95 3275 3375 5600

Gray Market Companies Aggressively Mark Up Drug Prices

As the drugs pass through these gray market distribution chains, they are signifi-
cantly marked up, sometimes to prices that are hundreds of times higher than the
prices that hospitals and other health care providers normally pay. The markups
in these chains often bear no relation to the companies’ cost of purchasing, shipping,
or storing the drugs. Instead, they reflect an intent to take advantage of the acute
demand for short-supply drugs by charging health care providers exorbitant prices.

In the example above, each company in the chain marked up the vials by large
margins, two by more than 100 percent, even if they never took physical custody
of the vials or only held them for a short time. The hospital that purchased the drug
ended up paying $600 per vial for a drug that a pharmacy had purchased for $7
per vial. Hospitals purchase short-supply drugs at these exorbitant prices because,
as one hospital explained, “We have no other choice . . . We have to take care of
our patients.”

Other significant findings of this investigation are:

“Fake Pharmacies” Acquire Prescription Drugs from Authorized Distributors and
then Sell Them Into the Gray Market. The investigation has identified a number
of businesses holding pharmacy licenses that do not dispense drugs, but instead
appear to operate for the sole purpose of acquiring short-supply drugs that can
be sold into the gray market.
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“Drug Brokers” Recruit Pharmacies to Purchase Drugs for the Gray Market.
Some gray market wholesalers gain access to shortage drugs by recruiting phar-
macies to act as their purchasing agents.

Gray Market Business Practices Are Widespread. Pedigree and price information
collected for five different short-supply injectable drugs, documenting the activi-
ties of 125 different companies, showed similar patterns of leakage and aggres-
sive gray market price markups. For all five drugs, units normally costing $10
to $20 were regularly marked up to prices of $200 or more while they traveled
through the gray market.

Gray Market Drugs Are Marked Up as They Quickly Pass from Owner to Owner.
On average, the prescription drugs examined in this investigation were owned
by three to four different gray market businesses before being sold to a hospital;
most of the drugs traveled through the gray market in five days or less.

Gray Market Companies Sometimes Charge Hospitals Significantly Different
Prices for the Same Drug Product on the Same Day. Gray market companies
sold units of the exact same drug product to different hospitals on the same day
at significantly different prices. On the same day, for example, a gray market
company sold a drug to a U.S. military hospital for $315 per unit, and sold the
exact same drug product to another hospital for $215 per unit.

I. The Growing Shortages of Drugs Used to Treat Critically Ill Patients

The Food and Drug Administration (FDA) defines a drug shortage as “a situation
in which the total supply of all clinically interchangeable versions of an FDA-regu-
lated drug is inadequate to meet the current or projected demand at the patient
level.”1 Federal government officials and health care professionals have observed a
growing rate of shortages in recent years. According to drug shortage tracking con-
ducted by the FDA’s Center for Drug Evaluation and Research (CDER) and the
American Society of Health-System Pharmacists, drug shortages more than quad-
rupled between 2005 and 2011. For example, CDER reported that drug shortages
increased from 61 in 2005 to 251 in 2011.2

Figure I—FDA Count of U.S. Drug Shortages

U.S. Drug Shortages

300

251
250 -

2 478
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2005 2006 2007 2008 2009 2010 2011
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Shortages

| | ® Sterile Injectable Shortges ||

The rising number of drug shortages has been concentrated primarily in the area
of generic sterile injectable drugs, liquids packaged in sterile glass vials that are
“parenterally” administered to the body through syringes or an intravenous (i.v.) ad-
ministration set. Drugs administered in this manner reach their target treatment
area more quickly than oral drugs, but also carry greater risks of infection and com-

1U.S. Food and Drug Administration, A Review of FDA’s Approach to Medical Product Short-
ages, 8 (Oct. 31, 2011).

2]d. at 9 (2005-10 shortage numbers). See also U.S. Food and Drug Administration, Overview:
U.S. Drug Shortage Trends, Reasons for Drug Shortages, FDA’s Role, View of the Future, 10
(July 2012) (2011 shortage numbers). ASHP defines a drug shortage as “a supply issue that af-
fects how the pharmacy prepares or dispenses a drug product or influences patient care when
prescribers must use an alternative agent,” Rola Kaakeh, et al., Impact of Drug Shortages on
U.S. )Health Systems, Vol. 68 American Journal of Health-Systems Pharmacy, 1811 (Oct. 1,
2011).
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plications caused by incorrect dosages.3 Administering a drug intravenously usually
requires a trained health care professional who can carefully monitor the dosage
and the patient’s reaction to the drug.4

Of the 251 drug shortages the CDER reported in 2011, 182 of the shortages (73%)
involved sterile injectables.? An October 2011 analysis of short-supply drugs con-
ducted by the IMS Institute for Healthcare Informatics also found that most of the
reported shortages involved generic sterile injectable drugs. The largest number of
drugs in this group (20) were sterile injectables used in chemotherapy treatment for
cancer patients.® In its report, IMS noted the group of patients who were most di-
rectly affected by these shortages:

The drug shortage problem is almost entirely affecting generic injectable drugs,
which means that the impacted patients are mostly acute care patients being
treated by providers in hospitals and out-patient facilities. Of the total generic
injectable market, half are on the shortages list.”

The sterile injectables in shortage have also included frequently-used items such
as anesthetics for surgery, “crash cart” drugs used in emergency rooms, and electro-
lytes for intravenous feeding.® A representative of the American Society of Health-
System Pharmacists recently commented that the shortages have “the potential to
affect almost every patient that comes into a hospital.”?

A. The Impact of Drug Shortages on Patients and Hospitals

According to many health care professionals, the recent widespread shortage of
sterile injectable drugs has had a serious impact on patients suffering from cancer
and other life-threatening conditions. Nearly all hospitals across the country (99.5%)
reported experiencing at least one serious drug shortage from January to June
2011.10 When drugs are unavailable, health care providers are sometimes forced to
delay treatments or procedures, or to make the difficult choice to use an alternative
treatment. Either choice can lead to negative consequences. Delaying treatment can
allow conditions to worsen or can even lead to death, while alternative therapies
fr_nay ?le less effective than shortage drugs or may cause more significant side ef-
ects.

Hospitals also spend a significant amount of money and administrative resources
managing drug shortages. A 2011 American Society of Health-System Pharmacists
(ASHP) report estimated that drug shortages cost hospitals more than $400 million
a year, including the higher costs that hospitals pay to purchase shortage drugs and
the cost of labor that is dedicated to managing the shortages.12 Increased labor costs
associated with drug shortages include time that pharmacists, physicians, nurses,
and other staff spend searching for shortage drugs or alternative treatments. Some
hospitals have dedicated staff members to managing shortages on a full-time basis.

B. The Causes of Drug Shortages

Policymakers have offered a number of different explanations for why drug short-
ages occur. The short-term supply of a drug may drop because a manufacturer shuts
down a production line to investigate a quality problem, or upgrade or repair its fa-
cilities. In the case of sterile injectables, which are usually manufactured by only

i?iavid E. Golan, et al., Principles of Pharmacology, 3d Edition. 30—31 (2012).

5U.S. Food and Drug Administration, supra note 2, at 10.

6IMS Institute for Healthcare Informatics, Drug Shortages: A Closer Look at Products, Sup-
pliers, and Volume Volatility, 7 (Nov. 2011).

71d. at 3.

8See, e.g., Senate Committee on Health Education Labor & Pensions, Prescription Drug Short-
ages: Examining a Public Health Concern and Potential Solutions, 112th Cong. (Dec. 15, 2011)
(written statement of Sherry Glied, Ph.D., Assistant Secretary for Planning and Evaluation, De-
partment of Health and Human Services).

9 Waning Cancer Drug Supplies a Growing Concern at St. Jude Children’s Research Hospital,
The Commercial Appeal (Mar. 25, 2012).

10 American Hospital Association, AHA Survey on Drug Shortages (July 12, 2011).

11See, e.g., Senate Committee on Health Education Labor & Pensions, Prescription Drug
Shortages: Examining a Public Health Concern and Potential Solutions, 112th Cong. (Dec. 15,
2011) (statement of Dr. John Maris, Chief of the Division of Oncology, Children’s Hospital of
Philadelphia); Senate Committee on Finance, Drug Shortages: Why They Happen and What They
Mean, 112th Cong. (Dec. 7, 2011) (statement of Dr. Patrick Cobb, Oncologist, Frontier Cancer
Center, Billings, MT); Chemotherapy Shortage Prevents Patients from Getting Treatment, The
Daily Oklahoman (Aug. 26, 2011) (quoting Erin Fox, Pharm.D, Manager, Drug Information
Service, University of Utah Hospitals and Clinics, on the difficulty of using alternative treat-
ments during drug shortages: “That’s what makes a chemo shortage very difficult. These aren’t
easy drugs to switch out like Legos.”).

12 Kaakeh, supra note 2, at 1818.
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two or three companies and require specialized equipment and processes, it is dif-
ficult for competitors to quickly increase their production to make up for this lost
production.!3 In some cases, manufacturers stop or slow down production because
they cannot obtain the Active Pharmaceutical Ingredients (API) they need to
produce the drugs.14

According to an FDA review of 127 drug shortages reported in 2010 and 2011,
the most common cause for shortages was manufacturers’ decisions to shut down
facilities to address drug quality problems.!> A Government Accountability Office
(GAO) analysis of 15 drug shortages occurring in 2009 and 2010 found that 12 of
the shortages were caused by “manufacturing problems.” 16 Manufacturers them-
selves have reported to ASHP that the top reason for these shortages was “produc-
tion-related issues and increased demand.” 17

Other observers have pointed to the broader business dynamics of the generic
sterile injectable market to explain the recent shortages. They argue that the strong
bargaining power of group purchasing organizations (GPOs) and Medicare Part B
reimbursements tied to the “Average Sales Price” cause manufacturers to operate
with only very small profit margins.18 According to these observers, manufacturers
do not make the investments necessary to increase their capacity to produce the
drugs, and potential competitors have no financial incentive to enter the market, be-
cause they have little or no ability to raise the prices of their products.1®

C. The Appearance of Gray Market Companies

As a growing number of sterile injectable drugs went into short supply in 2010
and 2011, hospitals around the country began receiving increasing numbers of tele-
phone, fax, and e-mail solicitations from “gray market” drug companies.20 These
companies claimed to have supplies of short-supply drugs that the hospitals could
not obtain through their normal distribution channels. The companies’ offers gen-
erally mentioned the fact that the drugs were in short supply and often suggested
that their supplies were very limited.2!

The gray market companies appeared to be taking advantage of supply shortages
to sell the drugs at prices much higher than hospitals paid their normal suppliers.
An analysis by the Premier Healthcare Alliance of 636 solicitations made to hos-
pitals in early 2011 found that gray market companies were selling short-supply
drugs at prices that were on average 650% higher than the prices hospitals paid
for the drugs through their group purchasing agreements. In some cases, companies
were selling the drugs at markups as high as 3,000% to 4,000% over their typical
contract prices.22

In May 2011, for example, Mark Richerson, the pharmacy director of Christus
Santa Rosa Health Care in San Antonio, Texas, reported that Allied Medical Sup-
ply, a gray market company based in Miami, had offered to sell him 2-gram vials

137U.S. Department of Health and Human Services, Office of the Assistant Secretary for Plan-
ning and Evaluation (ASPE), Office of Science and Data Policy, ASPE Issue Brief: Economic
Analysis of the Causes of Drug Shortages (Oct. 2011).

147d.

151d.

167.S. Government Accountability Office, Drug Shortages: FDA’s Ability to Respond Should
be Strengthened, 22—-23 (Nov. 2011) (GAO-12-116).

17IMS Institute for Healthcare Informatics, supra note 6, at 9.

18 Group purchasing organizations, or “GPOs,” are organizations that act as purchasing inter-
mediaries between medical product vendors and the hospitals, pharmacies, and other health
care providers that are members of the GPOs. Among other things, GPOs negotiate the prices
for which drug manufacturers sell prescription drugs to GPO members. Typically, drug manu-
facturers ship their products to wholesalers who then sell the drugs to health care providers
at GPO-negotiated prices.

19 See e.g., Senate Committee on Finance, Drug Shortages: Why They Happen and What They
Mean, 112th Cong. (Dec. 7, 2011) (statement of Rena M. Conti Ph.D., Assistant Professor of
Health Policy and Economics, University of Chicago); See also Ali Yurukoglu, Medicare Reim-
bursement and Shortages of Sterile Injectable Pharmaceuticals (National Bureau of Economic
Research, Working Paper No. 17987 at 7) (April 2012)) (online at http:/ /www.nber.org [ papers/
w17987.pdf?new window=1).

20 Institute for Safe Medication Practices (ISMP) Medication Safety Alert, Gray Market, Black
Heart: Pharmaceutical Gray Market Finds a Disturbing Niche during the Drug Shortage Crisis
(Aug. 25, 2011). More than half of respondents reported daily solicitations.

21 Premiere Healthcare Alliance, Buyer Beware: Drug Shortages and the Gray Market (Aug.
2011) (quoting one solicitation as stating “[wle only have 20 of this drug left and quantities are
going fast”).

22]d.
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of the shortage cancer drug cytarabine for $995 per vial.23 The hospital’s normal av-
erage purchase price for the drug was $15.76 per vial. Mr. Richerson told the San
Antonio Express-News:

I don’t understand this shortage, and it makes me angry because the drug is
unavailable for patients who need it. . .What I want to know is, how did these
distributors get this drug when no one else has it, and what is the basis for
their pricing? Isn’t this kind of price gouging illegal? 24

Many hospital pharmacists and purchasing agents like Mr. Richerson were frus-
trated and angered by gray market solicitations. When the Institute for Safe Medi-
cation Practices (ISMP) surveyed a large group of hospitals in July and August
2011, it received hundreds of comments complaining about the gray market solicita-
tions and asking “why hospitals can’t get these products, but the ‘scalpers’ can.”25
Hospital pharmacists also “reported feeling pressured by physicians and hospital ad-
ministrators to purchase medications from the gray market.” 26

Choosing between having no supply of a drug or purchasing the drug at an exorbi-
tant price from an unknown gray market company raised difficult ethical and busi-
ness questions for hospitals. While some hospitals set policies to buy drugs only
through their regularly trusted networks,2? others decided to buy drugs from gray
market companies because, as one hospital pharmacist explained, “[wle have no
other choice . . . We have to take care of our patients.”28 According to a report in
a recent newsletter of the National Association of Children’s Hospitals and Related
Institutions (NACRI):

Some children’s hospitals refuse to deal with the gray market in any capacity.
Others only purchase from gray market distributors when they’ve exhausted all
other outlets for access to a drug critical in a life-threatening situation for a pa-
tient and if the pedigree contains documented proof of origin and transfer.
There are risk management and quality and efficacy issues in addition to the
exorbitant cost of gray market drugs. The astronomical cost of the gray market
canrllot be passed on to the patient or payer, so it must be absorbed by the hos-
pital.2®

Many hospitals and other stakeholders expressed concern about the safety of
drugs purchased from gray market companies because they did not understand how
gray market vendors obtain short-supply prescription drugs. During a recent FDA
workshop on drug shortages, an executive of drug manufacturer APP Pharma-
ceuticals explained, “we don’t know how it gets there either. We're as perplexed as
the customers are, the health care professionals are.” 30 A representative of the Uni-
versity of Utah Health System explained during the workshop why it had imple-
mented a policy not to purchase prescription drugs from gray market vendors:

Now we feel like there are very significant safety issues with these products.
We don’t know where they’ve come from. We don’t know if they’ve stored [sic]
properly, so it’s been our hospital’s policy not to purchase from these companies,
and we have not ever purchased from those companies.3!

The Fox Chase Cancer Center in Philadelphia will not purchase prescription
drugs in the gray market for the same reason: “It’s not because of the cost issues,

23 Drug Shortages, Skyrocketing Prices Anger Pharmacists, San Antonio Express-News
(May 3, 2011).
24Id

25 Inétitute for Safe Medication Practices, supra note 20.
26 Id.

27 See, e.g., Eric T. Rosenthal, Frustration Over Gray-Market Drugs Lingers Throughout Na-
tion, Journal of the National Cancer Institute (Feb. 22, 2012) (“Our pharmacy purchasing de-
partment receives [gray market] solicitations every day, but we disregard them all. We have a
very conservative, black-and-white approach and will not use any drugs that come from outside
our regular wholesalers or manufacturers.”).

28 San Antonio Express-News, supra note 23. See also Shortages Are Often Costly for Hos-
pitals, West Central Tribune (Nov. 17, 2011) (quoting the pharmacy director at Rice Memorial
Hospital in Willmar, Minnesota as saying that the hospital tries to avoid purchasing prescrip-
tion drugs from secondary wholesalers “if at all possible” and has only made such purchases
“on occasion where there literally were no other options”).

29 John VanEeckhout, Financial Implications of the Drug Shortage Crisis, Children’s Hospitals
Today (Winter 2012).

30 Transcript of Workshop, Food and Drug Administration, Center for Drug Evaluation and
Research, Drug Shortage Workshop (Sept. 26, 2011) at 316—17 (statement of Scott Meacham, Ex-
ecutive Vice President & Chief Commercial Officer, APP Pharmaceuticals).

31]d. at 69 (statement of Erin R. Fox, Pharm.D, Manager, Drug Information Service Univer-
sity of Utah Hospitals & Clinics).
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but the main thing is: If I can’t be absolutely sure of the integrity of the drug, then
I can’t administer it to a patient.” 32

Some hospital pharmacists believe that gray market wholesalers contact them to
learn which drugs the hospitals are having trouble acquiring so that the gray mar-
ket wholesalers can quickly attempt to buy quantities of those drugs. A drug buyer
at All Children’s Hospital in St. Petersburg, Florida, explained, “[t]hey will ask you,
‘What are you having a hard time getting?” She said that answering the question
is “the worst thing you can do, because then they will go and buy it all up from
the manufacturers.” 33

D. How Drug Distribution Chains Typically Work

A typical drug distribution chain has three elements: (1) a manufacturer, which
creates and sells a prescription drug to (2) a wholesale distributor, which then sells
the drug to (3) a hospital or pharmacy, which dispenses it to patients. (See Figure
ID).

Figure II—Commonly Understood Drug Distribution Model

Drug
Manufacturer

'Primary-':'

- Wholesaler

In some cases, additional authorized parties might be involved in these chains.
Drug manufacturers sometimes sell their products to “repackagers,” before the
drugs are distributed.34 In addition, large “primary” distributors sometimes sell
drugs to “secondary” distributors, which then sell the drugs to pharmacies or hos-
pitals. Such sales to secondary distributors comprise only a small percentage of pri-
mary distributors’ sales. Distributors that have an ongoing relationships with manu-
facturers serve as “authorized distributors of record” (ADR) for the manufacturers.35
About 85 percent of all revenues in the wholesale market are generated by three
national distributors—AmerisourceBergen, Cardinal Health, and McKesson—that
serve as ADRs for many manufacturers.36 Distributors that predominantly buy pre-
scription medicines from the manufacturers and predominantly distribute them di-
rectly to health care providers such as hospitals and pharmacies are called “pri-

32 Jaimy Lee, Providers Fuel Gray Market: Some Sell While Others Buy During Drug Shortage,
Modern Healthcare (Sept. 5, 2011).

33 Short of Drugs, Hospitals Wary of ‘Gray Market,” St. Petersburg Times (Nov. 7, 2011).

34“In the U.S., wholesale drugs in bulk containers are often repackaged into smaller con-
tainers prior to sale to an end user. Repackaging operations are performed by independent enti-
ties, wholesale distributors, or by distribution centers owned by large pharmacies.” Food and
Drug Administration, Counterfeit Drug Task Force Report (October 2003).

35 Authorized distributors of record are “distributors with whom a manufacturer has estab-
lished an ongoing relationship to distribute such manufacturer’s products.” 21 U.S.C.
§353(e)(3)(A).

36 Pew Charitable Trusts, Pew Health Group, After Heparin: Protecting Consumers from the
Risks of Substandard and Counterfeit Drugs, 63 (July 12, 2011) (online at Aitp:/ /www.pew
health.org [ reports-analysis [ reports | after-heparin-85899367953).
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mary” distributors.37 “Secondary” distributors are also sometimes ADRs, and they
obtain access to drugs from primary distributors or other sources.38 Figure III shows
the FDA’s illustration of a typical distribution chain.

Figure III—FDA Drug Distribution Model

g SRS 1 iiii--lf’ ) W a

V
ey Encharer Wholesaler Distibuter
Suppher(s) Manutachure Brimary] Phaimecy o Hospital Patient

AN £) N
1l !
{ ‘ i
N - I I
N & | Lol & ]
& T =

Reﬂ;ﬁm, | \Wholesaler Distributor

(Secondary)

Distributors and pharmacies play distinct roles in the distribution chain and are
subject to different regulatory and licensing requirements. Under Federal law, dis-
tributors have the authority to purchase drugs from manufacturers and deliver
them to pharmacies, hospitals, and other parties that are not patients.3® Pharmacies
are the end point of the chain, responsible for dispensing the drug in a manner that
is consistent with the appropriate treatment of a patient.40

In addition to the obligations that come with their licenses as distributors or
pharmacies, companies involved in drug distribution chains often also have contrac-
tual obligations to their trading partners. Most large distributors purchase drugs
from manufacturers pursuant to ADR agreements, which sometimes restrict the dis-
tributors’ freedom to buy and sell the drugs. The drug manufacturer Hospira, for
example, requires its ADRs to commit that “they will purchase Hospira products di-
rectly from Hospira, and only sell Hospira products to end users of our products.” 4!

Primary wholesale distributors commonly place similar “own use” restrictions on
their customers. For example, one of the primary wholesale distributors requires
most of its customers that hold themselves out as “Final Dispensers,” such as phar-
macies, to certify “that they do not and will not redistribute prescription pharma-
ceuticals purchased from [that primary wholesale distributor] into the Secondary
Market.”42 The same primary wholesale distributor also requires its secondary
wholesaler customers to sell to “Final Dispensers” the pharmaceutical products they
purchase from that primary wholesale distributor.43 Another primary wholesale dis-
tributor typically requires its final dispenser customers to agree to use purchased

37Healthcare Distribution Management Association, HDMA Fact Sheet on PDMA (online at
http: | |www.healthcaredistribution.org [ press _room/pdma__facts.asp).

38]d.

39Under Federal law, the wholesale distribution of drugs is defined as the “distribution of
drugs . . . to other than the consumer or patient.” 21 U.S.C. § 353(e)(3)(B).

40 According to the Model Pharmacy Act, the “Practice of Pharmacy” means “the interpreta-
tion, evaluation, and implementation of Medical Orders; the Dispensing of Prescription Drug Or-
ders; participation in Drug and Device selection; Drug Administration; Drug Utilization Review
(DUR); the Practice of Telepharmacy within and across state lines; Drug or Drug-related re-
search; the provision of Patient Counseling; the provision of those acts or services necessary to
provide Pharmacist Care in all areas of patient care, including Primary Care, Medication Ther-
apy Management, Collaborative Pharmacy Practice, the ordering, conducting, and interpretation
of appropriate tests, and the recommendation and administration of immunizations.” National
Association of Boards of Pharmacy, Model State Pharmacy Act § 104.

41Letter from Brian J. Smith, Senior Vice President, General Counsel and Secretary, Hospira,
to Senate Commerce Committee Chairman Rockefeller, Senate Health, Education, Labor, and
Pensions Committee Chairman Harkin, and House Oversight and Government Reform Com-
mittee Ranking Member Cummings (Jan. 5, 2012).

42Primary Wholesale Distributor, Policy Statement on Secondary Market Sales.

43 Primary Wholesale Distributor, Wholesaler Safe Product Practices.
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products for their “own use” and its secondary wholesaler customers to agree to sell
purchased products only to final dispensers.44

Ensuring that drugs pass through as few hands as possible on their way to pa-
tients helps to ensure the integrity and safety of the drug supply chain. According
to the FDA, counterfeit drugs are most likely to be introduced as part of a drug sup-
ply chain involving multiple wholesalers.#5 Dr. Michael Link, Immediate Past Presi-
dent of the American Society of Clinical Oncology, has expressed the same concern
about drugs that pass through multiple gray market vendors, “[ilt’s not just the
price gouging and taking advantage of patients, it’s also the idea that when you buy
gray market drugs it doesn’t have the legacy of the drug. It’s not the same quality
assurance and you don’t know its authenticity.” 46

E. Background on Congressional Investigation

In October 2011, House Committee on Oversight and Government Reform Rank-
ing Member Elijjah Cummings opened this investigation by sending information re-
quest letters to five gray market companies that were aggressively marketing five
prescription drugs to hospitals that were at the time in short-supply, according to
the FDA.47 Four of the drugs are used to treat various forms of cancer, and one is
used to treat seizures during pregnancy. The letters asked the companies where
they had obtained the short-supply drugs they were offering for sale and how much
they were charging hospitals for the drugs.

Manufacturers Treatment ]i)istributpr Receiving
nformation Request
Cytarabine APP, Bedford, Hospira | Leukemia in children Allied Medical Supply,
and adults Inc., Miami, FL
Fluorouracil APP, Mylan, Teva Colon, stomach, breast, | PRN Pharmaceuticals,
and pancreatic cancer Rockville, MD
Leucovorin APP, Bedford, Teva Advanced colon cancer | Premium Health Services
Inc., Columbia, MD
Magnesium American Regent, APP, | Seizures during Reliance Wholesale, Inc.,
Sulfate Hospira pregnancy Miami, FL
Paclitaxel APP, Bedford, Hospira, | Breast and ovarian Superior Medical Supply,
Sagent, Sandoz, Teva, cancer Inc., Superior, CO
Pfizer (started in 2012)

In December 2011, Senator John D. Rockefeller IV, Chairman of the Senate Com-
mittee on Commerce, Science, and Transportation, and Senator Tom Harkin, Chair-
man of the Senate Health, Education, Labor, and Pensions Committee, joined Rank-
ing Member Cummings in the investigation.4® Since that time, the three Members
of Congress have requested information from more than 50 prescription drug manu-
facturers, distributors, and pharmacies.4® Staff has also talked to a large number
of industry experts, regulators, and stakeholders about how short-supply prescrip-
tion drugs are distributed, marketed, and sold.

A key source of information in this investigation has been “drug pedigree” docu-
ments, which record the distribution route a drug has traveled since it left the man-
ufacturer. Many businesses that distribute drugs in the United States are required,
either by state or Federal laws, to provide these pedigrees to their customers.50

44E-mail from Primary Wholesale Distributor to Senate Committee on Commerce, Science,
and Transportation Staff (July 19, 2012).

45Food and Drug Administration, Counterfeit Drug Task Force Report (October 2003).

46Eric T. Rosenthal, The ‘Gray Market’ Raises Concerns about Cost, Safety, Ethics, Journal
of the National Cancer Institute (Feb. 8, 2012).

470U.S. House Committee on Oversight and Government Reform Democrats, Cummings Inves-
tigates Potential Prescription Drug Price Gouging (Oct. 5, 2011) (online at http:/demo-
crats.oversight.house.gov/index.php?option=com_content&view=article&id=5445:gray-
market&catid=146:democratic-agenda&Itemid=107).

48 Senate Committee on Commerce, Science, and Transportation, Senate Chairmen Join
Cummings’ Investigation of “Gray Market” Drug Companies (Dec. 15, 2011).

49 Senator Rockefeller issued a Senate Commerce Committee subpoena to one company, Supe-
rior Medical Supply, that refused to respond voluntarily to an information request.

50 See 21 U.S.C. §353(e)(1)(A). Drug manufacturers and authorized distributors of record are
exempt from the Federal pedigree requirement.
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Congressional investigators carefully studied 300 of these “paper pedigrees,”
which list the names of all parties that purportedly took possession of the drug and
the dates of their possession. The 300 pedigrees show 125 different companies that
were involved in selling short-supply prescription drugs. Staff used the pedigrees to
reconstruct how and when drugs entered gray market distribution chains and con-
tacted companies listed in the pedigrees to collect information regarding the prices
for which they purchased and re-sold the drugs. Staff obtained specific information
from the companies listed on 58 of the pedigrees, including the prices for which they
purchased and sold the drugs and the dates they possessed them.

II. Findings

A. Exorbitant Prices Charged for Drugs in Gray Market

Documents obtained during the investigation demonstrate that drug wholesalers
often charge exorbitant prices to health care providers for drugs facing critical na-
tional shortages that are used to treat cancer and other life-threatening illnesses.
These inflated prices are often the result of unnecessarily long distribution chains
that include significant markups at almost every level.

1. Significant Markups Throughout Gray Market Distribution Chains

The short-supply generic injectable drugs examined in this investigation did not
reach doctors and patients through the typical distribution chain model described
above. Instead of following the distribution route policymakers and industry stake-
holders expect them to follow, these drugs were diverted into longer “gray market”
distribution networks in which a number of different companies bought, sold, and
transferred them.

Figure IV—“Gray Market” Drug Distribution Model

Drug
Manufacturer

1 Primarym
- Distributor |

“Gray Market”

As Figure IV demonstrates, the drugs were not dispensed directly to the hospitals,
but instead “leaked out” of their authorized distribution chains and were bought and
sold by additional companies before reaching the hospitals. As they traveled through
these longer gray market chains, the drugs were marked up to prices that were
often hundreds of times higher than the prices the hospitals and other health care
providers normally paid for them.
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Figure V—“Gray Market” Shipment of 25 Vials of 2.5g/50mL Vials of Fluorouracil

Markup = 8471%

“Gray Market”
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Figure V illustrates how 25 vials of fluorouracil, a sterile injectable drug used to
treat colon, stomach, breast, and pancreatic cancer, traveled from its manufacturer,
APP Pharmaceuticals, to Sonora Regional Medical Center in Sonora, California. At
the time of these transactions, September 2011, fluorouracil was on the FDA’s list
of shortage drugs.

On September 20, 2011, the primary distributor, McKesson, sold the vials to Pri-
ority Healthcare, a pharmacy that was then licensed in Maryland.5! Instead of dis-
pensing the drug to a doctor treating cancer patients, on September 22, 2011, Pri-
ority sold the vials to a New Jersey distributor called Tri-Med America, which in
turn sold the vials to DTR, another New Jersey distributor. In total, eight compa-
nies in four different states took ownership of the drug before a gray market dis-
tributor sold it to the California hospital on September 27, 2011.

As Figure V shows, there were significant price markups at each level of this gray
market distribution chain. McKesson originally sold the vials to Priority Healthcare
for $7 per vial. As they moved through the gray market distribution chain, the vials
irf{creased 2121 price to $600 per vial, about 85 times their initial price, at an increase
of 8,471%.

2. Similar Results Found for All Five Shortage Drugs Examined

The pedigree and price information that was collected on the five sterile injectable
drugs that were the subject of this investigation show a similar pattern. In almost
all instances, the drugs were sold by a primary distributor to a buyer that the pri-
mary distributor expected to act as a dispenser, at prices that reflected the nego-
tiated rates of manufacturers, distributors, and dispensers. Instead of dispensing
the drugs to doctors and patients, however, the expected dispensers re-sold the
drugs to gray market companies, which marked up the drugs to exorbitant prices
before selling them to hospitals. In other words, gray market companies diverted
part of the existing scarce supply of drugs, and then sold it back to legitimate end
users at highly inflated prices.

The price markups examined in the course of this investigation bear little or no
relation to the companies’ costs of purchasing, shipping, or storing the drugs. In-
stead, they reflect an intent to take advantage of the acute demand for short-supply
drugs by charging health care providers exorbitant prices. The appendix to this re-
port provides examples of gray market distribution chains through which each of
the five drugs traveled to hospitals in 2011.

Exhibit IV in the Appendix for example, documents how two vials of cytarabine,
a sterile injectable drug used to treat leukemia patients, were marked up by almost
4,900% by a succession of gray market distributors before being sold to the Mis-

51See section I1.B.4. of this report for further discussion of Priority Healthcare.

52Gray market drug distributors sometimes cite shipping costs as one of the reasons they
mark up the per unit price of the drugs they sell. But in many transactions examined in this
investigation, the gray market companies billed shipping as a separate line item cost on their
invoices. The shipping costs varied, but generally were less than $100 per invoice. In some
transactions, the gray market companies never took physical possession of the drugs and instead
arranged for drugs to be “drop shipped,” directly from the company from which they purchased
the drugs, to the customer to which they sold them.



14

sissippi Baptist Health System for $995 per vial on March 18, 2011. Allied Medical
Supply, the gray market company that sold the vials to the hospital, had purchased
the vials two days earlier for $399 per vial. Allied added $596 to the cost of each
vial before selling them to Mississippi Baptist Health System.53

Exhibit III in the Appendix shows that price markups could be substantial even
in cases where small numbers of gray market actors handled the drug. In the trans-
action shown there, 30 vials of paclitaxel, which is used to treat breast and ovarian
cancer patients, were sold to the Heartland Regional Medical Center in St. Joseph,
Missouri on July 20, 2011 for $185 per vial. The New Jersey pharmacy that leaked
these vials into the gray market had purchased them on June 15, 2011 for $8 per
vial from the drug wholesaler H.D. Smith. The two gray market parties that han-
dled the vials before they were sold to the hospital—a New Jersey distributor called
Investigational Drug Delivery (IDD) and a Colorado distributor called Superior Med-
ical Supply—marked them up by $177 per vial, or 2,213%.54

3. Additional Information on Gray Market Chains

As part of the investigation, congressional investigators carefully analyzed 58
drug distribution chains from beginning to end; these “vertical reviews” included es-
tablishing purchase and sale prices for all of the individual transactions within the
58 chains. Some of the most significant results of this analysis were the following:

e In more than half of the transactions, prices for the drugs increased by $200
per unit or more while traveling through the gray market. In six chains, the
price increase was $500 or more per unit. The largest increase was $975 per
unit.

e On average, drugs traveling through these gray market chains were owned by
three to four separate business entities before reaching the hospital or provider
that administered the drugs to a patient.

e Most of the drugs traveling through the gray market (60.8%) were sold to hos-
pitals within five days or less after they entered the gray market.55 In 13
chains, the drugs remained in the hands of gray market companies longer than
10 days.

Figure VI—Distribution of Number of Days in the Gray Market, from Authorized
Distributor to Hospital or Provider’s Office
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The drug distribution chains that congressional investigators examined also
showed that gray market wholesalers sometimes sold units of the exact same drug
to different hospitals on the same day at significantly different prices. For example:

53 Allied may have been able to charge such a high markup for cytarabine while the drug was
in shortage, in part, because there is no alternative drug for treating the form of leukemia
known as acute myeloid leukemia. Shortage Worsens of Leukemia Drugs, Wall Street Journal
(Apr. 14, 2011).

54 As discussed below in section II.B.5., Edison Pharmacy and IDD share common ownership.
The common ownership likely explains why Edison Pharmacy was willing to “sell” paclitaxel to
IDD without marking the price up. As discussed in Section II.B.6., the owner of IDD pleaded
guilty to Federal criminal charges in 2011.

55 Staff were able to determine the number of days during which the drugs traveled through
the gray market in 51 of the 58 drug distribution chains that were part of the “vertical review.”
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e Reliance Wholesale charged Madigan Army Medical Center in Washington $315
per unit for a magnesium sulfate product when it charged Twin Cities Commu-
nity Hospital in California $215 per unit for the same product. Reliance Whole-
sale had purchased the magnesium sulfate for $100 per unit.

e Reliance Wholesale charged the VA Medical Center-Reno $450 per unit for a
magnesium sulfate product when it charged Sacred Heart-St. Mary’s Hospital
in Wisconsin $349 per unit. Reliance Wholesale had paid $245 per unit for the
product.

e Superior Medical Supply charged Children’s National Medical Center in Wash-
ington, DC, $400 per vial for a paclitaxel product when it charged Heartland
Regional Medical Center in Missouri $325 per vial for the same product. Supe-
rior had purchased the product for $200 per vial.

The hospitals that purchased short-supply drugs through the 300 gray market
chains staff reviewed include a range of small and large hospitals, urban and rural
hospitals, for-profit hospitals, and military, veteran, and other nonprofit hospitals
located in all regions of the United States. To estimate the financial impact that
gray market purchases have on hospitals, congressional investigators compared ac-
tual gray market prices for one form of each of the five drugs reviewed to hospitals’
contract price for the same drug product. The per-unit costs in the gray market were
dramatically higher than the hospitals would have incurred to purchase the same
drugs from their primary wholesale distributors:

e Staff’s analysis revealed that hospitals overspent nearly $750,000 on over 2,100
units of the five prescription drugs examined as a result of purchasing the
drugs from the gray market instead of their normal distributors. The more than
2,100 units included in this analysis are just a fraction of the total number of
drug units that were sold in the 300 gray market chains.

e For example, hospitals that usually pay $12 to purchase a 2 g, 20 mL vial of
the cancer drug cytarabine instead paid an average of $736 per vial to purchase
that product in the gray market.

o Instead of paying $9 per 500 mg/mL, 2 mL vial package of magnesium sulfate,
hospitals paid an average of $307 per package to purchase them on the gray
market.

B. How Drugs Enter the Gray Market

Based on a review of documents obtained during the investigation, it appears that
shortage drugs are leaking into the gray market primarily through entities that
hold pharmacy licenses. It also appears that gray market drug companies are taking
advantage of a patchwork of inconsistent state regulations to obtain drugs through
questionable and sometimes illegal means.

1. Drugs Entering Gray Market Primarily Through Pharmacies

In more than two-thirds (69 percent) of the 300 short-supply drug distribution
supply chains reviewed in this investigation, the drugs entered the gray market
through pharmacies. These pharmacies purchased their drugs from manufacturers’
ADRs, but instead of dispensing the drugs in accordance with their state laws, their
professional duties, and their contractual obligations, these pharmacies re-sold the
drugs to wholesalers.5¢ The wholesalers in turn sold the drugs—usually at signifi-
cant markups—to other gray market entities. The pharmacies do not appear to have
had any other reason for purchasing these drugs—all of which are predominantly
used by health care professionals in a hospital setting —than to sell them into the
gray market.

For example, in the distribution chain involving fluorouracil illustrated in Exhibit
I of the Appendix and described in Section II.A.1 above, a company called Priority
Healthcare, which held a pharmacy license issued by the State of Maryland, was
the first entity to purchase the drug from the authorized primary distributor,
McKesson. Rather than selling the drug to a health care provider or to patients, Pri-
ority Healthcare sold it to a gray market wholesaler, Tri-Med America, at a signifi-
cant markup.57 In addition to the manufacturer, seven entities owned the drug be-
fore a gray market distributor finally sold it to a medical center for $600 per vial.

56 The pharmacies that purchased drugs from ADRs and sold them to secondary distributors
included members of the independent pharmacy networks of each of the three national primary
distributors.

57 As noted in section II.B.4. below, a husband-wife team owned both Tri-Med America and
Priority Healthcare.
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2. Some Pharmacies Selling Their Entire Inventories into Gray Market

Evidence that some pharmacies are selling short-supply injectable drugs to gray
market wholesalers suggests that these pharmacies are not complying with their
states’ pharmacy laws that limit re-sales. Some states allow pharmacies to re-sell
portions of their inventories in emergency circumstances, while other states permit
up to 5% of pharmacies’ annual sales to come from re-selling their drugs. The pa-
rameters of these exceptions rules vary from state to state. Some states’ rules ap-
pear to be intended to resolve local supply problems by allowing pharmacies to sell
drugs to each other, while other states’ rules may permit pharmacies to re-sell their
drugs to wholesalers.

Documents obtained during the investigation indicate that some pharmacies are
clearly exceeding these limited re-sale exceptions. For example, in a letter to Rank-
ing Member Cummings, the owners of a Maryland pharmacy called HealthRite
Pharmaceuticals reported that from March 2011 to February 2012, the pharmacy
sold 100 percent of its products to a distributor business they also owned.58 These
sales appear to violate a Maryland law that requires pharmacies to obtain separate
wholesaler licenses if they re-sell more than 5 percent of their products.59 On April
10, 2012, HealthRite Pharmaceuticals informed the Maryland Board of Pharmacy
that it had ceased operations.60

Similarly, a New Jersey pharmacy, Morningstar Pharmacy, reported that, from
March 2011 to February 2012, all of its revenues came from re-sales,®! which ap-
pears to violate New Jersey pharmacy laws. New Jersey law permits pharmacies to
engage in “the sale, purchase or trade of a prescription drug, or an offer to sell, pur-
chase or trade a prescription drug for emergency medical reasons.” 62

In addition, some pharmacies appear to sell to wholesalers portions of their inven-
tories that exceed the 5 percent thresholds. For example, B&C Health, a Maryland
pharmacy, reported that 21 percent of its gross sales came from drug sales to whole-
salers.63

3. Using Pharmacies as Purchasing Agents for Shortage Drugs

Documents obtained during the investigation indicate that wholesalers and inde-
pendent brokers often approached pharmacies and convinced them to purchase
shortage drugs on their behalf, promising significant profits.6¢ Twenty-one of the 25
pharmacies that responded to requests for information about their purchases and
sales of shortage drugs stated that wholesalers or brokers representing wholesalers
had asked them to purchase shortage drugs for them.65

For example, an e-mail from a pharmaceutical consultant to a pharmacy owner,
dated June 13, 2011, states, “[w]e guarantee our Pharmacies 20 percent or more
every time.” 66 Another e-mail from an outside buyer to a pharmacy owner on Au-
gust 19, 2011, stated, “please look at your distributor site as soon as you can for
these items. The more you find, the more you make.” 67

Pharmacy owners told congressional investigators that brokers sometimes ap-
proached them directly to try to convince them to buy shortage drugs. One phar-
macy owner stated that a broker came into her pharmacy and conducted “a presen-
tation and provided credentials” to convince her to buy shortage drugs on his be-

58 Letter from Mackie A. Barch, Managing Director of HealthRite Pharmaceuticals to Ranking
Member Elijah E. Cummings, House Oversight and Government Reform Committee (Apr. 20,
2012).

59 Code of Maryland Regulations 10.34.22.02(23) (defining a “wholesale distributor” as “[a] re-
tail pharmacy that conducts wholesale distribution, if the wholesale distribution business ac-
counts for more than 5 percent of the retail pharmacy’s annual sales”).

60 E-mail from Maryland Board of Pharmacy to House Committee on Oversight and Govern-
ment Reform, Minority Staff (Apr. 25, 2012).

61 E-mail from Alton Chatmon, Owner, Morning Star Pharmacy, to House Committee on Over-
sight and Government Reform, Minority Staff (Apr. 17, 2012).

62 New Jersey Statutes §24:6B—14.

63 Letter from Prince Dennis, Owner, B&C Health Services, to House Committee on Oversight
and Government Reform, Minority Staff (Mar. 27, 2012).

64 According to a 2011 survey of hospital pharmacists, “lmJore than 13% of respondents re-
ported receiving solicitations, mostly weekly, from gray market vendors who wanted to purchase
vital medications in short supply from the hospital, presumably to sell to other hospitals at
steeply inflated prices. Institute for Safe Medication Practices, supra note 20.

65 Three pharmacies refused to respond to this information request: PMO Pharmacy of Pearl,
Xlrississippi, Polk’s Discount Drugs of Brandon, Mississippi, and Ranch Pharmacy of Scottsdale,

izona.

66 E-mail from broker to pharmacy owner (June 13, 2011).

67 E-mail from broker to pharmacy owner (Aug. 19, 2011).
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half.68 Another pharmacist told investigators that a broker approached the phar-
macist at a trade show, introduced the pharmacist to other pharmacy owners that
had purchased shortage drugs for him, and promised a 20 percent profit margin for
doing the same.®® Other pharmacy owners who sold drugs to wholesalers were moti-
vated by the desire to alleviate shortages. For example, the president of one phar-
macy told investigators that his pharmacy was “approached by a wholesaler/dis-
tributor . . . with the idea to redistribute the pharmaceuticals to vendors and phar-
macies in need.” 70

Brokers and consultants who convinced pharmacists to purchase shortage drugs
on their behalf established close relationships with routine contact. One pharmacist
informed investigators that pharmacists were placed on e-mail distribution lists
“sometimes twice a day” circulating “a list of drugs they are looking for.”71 One
such e-mail from a broker to a pharmacist dated September 22, 2011, directed the
pharmacist as follows, “[pllease check your distributors as soon as possible and let
me know what’s available how much and the price.” 72 Attached to the e-mail was
a spreadsheet that contained a list of drugs. According to the Drug Information
Service at the University of Utah, virtually all of the drugs listed in the spreadsheet
were in short supply as of that date.”3

Figure VII is a “protocol” document obtained during the investigation that guides
a pharmacy owner through the purchase and subsequent sale of shortage drugs to
gray market drug companies.’* As the document indicates, brokers sometimes
placed orders directly using a pharmacy’s account.?’ In addition, brokers created in-
voices for the pharmacies to facilitate the shipping process.

According to a report in the Bakersfield Californian, the California Board of Phar-
macy recently cited more than 50 pharmacies for acting as purchasing agents for
gray market companies. The Board cited the pharmacies for unlawfully selling
short-supply prescription drugs to a San Diego-based drug distributor named Pri-
ority Pharmaceuticals and, in some instances, other distributors.”®¢ According to the
Board, the pharmacies received lists of drugs that Priority Pharmaceuticals wanted
them to order and used their “ordering ability with a [primary] wholesaler to pur-
chase [the] drugs” for the purpose of reselling them to Priority Pharmaceuticals.”?
The distributors then distributed the drugs “to government hospitals and other
health care facilities at” what the Board described as “exceedingly high mark-
ups.” 78 The Board determined that the pharmacies violated the California Business
and Ptiof%ssional Code by acting as “purchasing agents” for Priority Pharma-
ceuticals.

Figure VII: Protocol for Brokers’ Use of Pharmacies as Purchasing Agents
Below is the proper protocol for the entire operation

e I will place an order via log-in or drop ship (“Ardie” will be the PO name)

e When the product arrives, immediately send me the invoice/packing slip with
lot #, exp date, and your pharmacy cost via fax or email (remember time is of
the essence)

e Within a couple hours I will send a PO & Fed EX Label for the product via
fax or email

68 E-mail from pharmacy owner to House Committee on Oversight and Government Reform,
Minority Staff (Apr. 14, 2012).

69 E-mail from pharmacist to House Committee on Oversight and Government Reform, Minor-
ity Staff (June 7, 2012).

70E-mail from pharmacy owner to House Committee on Oversight and Government Reform,
Minority Staff (May 22, 2012).

71E-mail from pharmacy owner to House Committee on Oversight and Government Reform,
Minority Staff (Mar. 29, 2012).

72 E-mail from broker to pharmacy owners (Sept. 22, 2011).

73E-mail from Erin Fox, Manager of the University of Utah Drug Information Service, to
House Committee on Oversight and Government Reform, Minority Staff (July 22, 2012).

74 Fax from broker to pharmacy owner (Sept. 15, 2011).

75 E-mail from pharmacy owner to House Oversight and Government Reform, Minority Staff
(June 12, 2012).

ZsLocal Pharmacy Faces a Barrage of Charges, The Bakersfield Californian (Mar. 22, 2012).

i

79 See, e.g., California Department of Consumer Affairs, Board of Pharmacy, Citation and
Fine, Citation Number CI 2011 49887, Medical Arts Pharmacy, Phy 45941 (citing and fining
Medical Arts Pharmacy for acting as a purchasing agent for Priority Pharmaceuticals, Dubin
Medical, Gulf Coast Pharmaceuticals, and Vital Healthcare); California Department of Con-
sumer Affairs, Board of Pharmacy, Citation and Fine, Citation Number CI 2011 49813, Los
Altos Pharmacy at El Camino Hospital, Phy 50153 (citing and fining Los Altos Pharmacy at
El Camino Hospital for acting as a purchasing agent for Priority Pharmaceuticals).
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e I will schedule a pick up Fed Ex and verify this with my contact at the phar-
macy

e The pharmacy will then make sure the product is packed properly, place the
pre-paid label on the box, and make sure it ships. If a Packing Slip is provided,
place the packing slip in the box with the product. The Purchase Order will stay
at the pharmacy.

Documents obtained during the investigation also reveal that brokers and consult-
ants monitor the release of new drug shipments from manufacturers and their dis-
tributors. For example, on January 20, 2012, one broker sent an e-mail indicating
that a new batch of metoprolol had been released, and asked various pharmacies
to buy up the shortage drug, “we jsut [sic] found some it’s been a release find it
get sale it [sic].” 80 Metoprolol is a drug used to improve survival after a heart at-
tack and in the treatment of heart failure.

Wholesalers operating in the gray market purchased a significant portion of pre-
scription drugs through pharmacies. For example, Vital Healthcare, a gray market
company based in Georgia, estimated that it uses brokers to locate approximately
25 percent to 35 percent of its annual 123,700 unit prescription drug sales volume.8!
Similarly, Harford Health Services, a Maryland company, purchased 25 percent of
its $2 million prescription drug volume from pharmacies between March 2011 and
February 2012.82 During the same time frame, California-based Optimal Pharma-
ceuticals told investigators that it purchased 44% of its total volume from phar-
macies.83

4. Establishing Fake Pharmacies

Documents obtained during the investigation identified numerous entities that ap-
pear to have established “fake pharmacies” to gain greater access to shortage drugs.
After obtaining these drugs, the “pharmacies” typically did not dispense the drugs
to patients pursuant to their pharmacy licenses, but instead sold them to whole-
salers they also owned or in which they had interests.

LTC Pharmacy and International Pharmaceuticals: LTC Pharmacy, a pharmacy
in Durham, North Carolina, purchased drugs in short supply and transferred
them to International Pharmaceuticals, a wholesaler located in the same build-
ing, which then sold them into the gray market. Jessica Hoppe owned both com-
panies. Between May 23, 2011 and Sept. 19, 2011, a quarter of the prescription
drug products invoiced to International by LTC were on the FDA shortage list
as of April 2012.84 State regulators in North Carolina found that, “International
Pharmaceuticals and LTC Pharmacy willfully violated NC wholesaler prescrip-
tion drug distribution laws,”85 and LTC Pharmacy “is not an operating phar-
macy.” 86 Licenses for both companies have recently been surrendered or de-
nied.87 Figure VIII below shows photos that the North Carolina Board of Phar-
macy Inspectors took of LTC Pharmacy.

80 E-mail from broker to pharmacy owner (Jan. 20, 2012).

81Letter from J. Patrick Connell, Ellis, Painter, Ratterree & Adams LLP, representing Vital
Healthcare to Minority Staff, House Committee on Oversight and Government Reform (May 31,
2012).

82 Letter from Jose Torres, Harford Health Services, Inc., to Senate Committee on Commerce,
Science, and Transportation, Majority Staff (June 11, 2012).

83 E-mail from Ismail Kabook, Optimal Pharmaceuticals, to House Committee on Oversight
and Government Reform, Minority Staff (May 29, 2012).

84K-mail from North Carolina Department of Agriculture and Consumer Services to Minority
Staff, House Committee on Oversight and Government Reform (June 12, 2012).

85 E-mail from North Carolina Department of Agriculture and Consumer Services to former
International Pharmaceuticals employee (Jan. 3, 2012).

86 North Carolina Board of Pharmacy, Miscellaneous Inspection Report (Sept. 19, 2011).

87E-mail from North Carolina Department of Agriculture and Consumer Services to former
International Pharmaceuticals employee (Jan. 3, 2012).
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Figure VIII—Photos of LTC Pharmacy Taken by North Carolina Board of Pharmacy
Inspectors

Priority Healthcare and Tri-Med America: A husband and wife team, Marianna
Pesti and Gabor Szilagyi, established a pharmacy and a wholesale company. On
multiple occasions, the couple purchased the cancer drug fluorouracil, trans-
ferred it to their own wholesaler, and then sold it to another gray market drug
company at significant markups, sometimes on the same day as the original
purchase. Exhibit I in the Appendix illustrates one such transaction.88 New Jer-
sey officials have recently revoked Tri-Med America’s license.89 Maryland state
regulators found that Priority Healthcare committed numerous violations of
state law.90 Priority Healthcare is no longer in business.?!

Columbia Med Services and Columbia Medical Distributors: Columbia Med
Services, a pharmacy in Maryland, transferred short-supply drugs without a
wholesaler license to Columbia Medical Distributors, a wholesaler in Maryland,
which then sold them into the gray market. The companies were owned by the
same person and were located in the same industrial office complex.92 Figure
IX below shows photos of Columbia Med Services’ location.

Figure IX—Photos of Columbia Med Services

88 This transaction is also discussed in section II.A.1.

89 State of New Jersey Department of Health and Senior Services, Wholesale Drug Project Rev-
ocaltit))ns (online at http:/ /nj.gov/health /foodanddrugsafety/rev sus.shtml) (accessed June 7,
2012).

90 Maryland Board of Pharmacy, Consent Order: In the Matter of Priority Healthcare, LLC
(Oct. 19, 2011) (online at http:/ /www.dhmh.maryland.gov/pharmacy/docs/FormalOrders/P/
Priority%20Healthcare,%20LLC%2010-19-11.pdf).

91Maryland Board of Pharmacy, Establishment Detail (online at htips:/ /license.mdbop.org/
verification [ veri [ establishmentDetail.asp ?PermitNo=PW0275) (accessed June 10, 2012).

92 See Maryland Secretary of State, Articles of Incorporation for a NonStock Corporation (filed
Aug. 5, 2005) (listing Brenda Marshall as the incorporator for Columbia Med Services, LTD at
9693 Gerwig Lane Unit 1R, Columbia MD 21046); Maryland Secretary of State, Articles of Orga-
nization of Columbia Medical Distributors, LLC (filed Jan. 22, 2002) (listing Brenda Lee Mar-
ls)}'laul\/fll's) gi% ig%tial member of Columbia Medical Distributors at 9687-C Gerwig Lange, Colum-

ia, .
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J&A Pharmaceutical Services and North, Inc.: J&A Pharmaceutical Services, a
pharmacy in North Carolina, sold drugs without a wholesaler license to North,
a licensed wholesaler. Both entities were located at the same address and had
the same owner.?3 The North Carolina Board of Pharmacy found that J&A
Pharmaceutical Services “ordered numerous injectable medicals, also found on
the FDA Drug Shortage List, with no records of dispensation for any of them
from June 2011 through December 2011.”94 J&A voluntarily surrendered its
pharmacy license in March 2012.95

HealthRite Pharmaceuticals and AmeriSure Pharmaceuticals: According to its
owner, AmeriSure Pharmaceuticals “was established and licensed under Mary-
land law to act as a wholesaler for any drug procured by HealthRite,” a phar-
macy licensed in Maryland. Both companies were owned by the same individual
and were located in the same address. HealthRite informed Ranking Member
Cummings that the company sold all of its drugs to AmeriSure.?¢

5. Common Ownership and Shared Employees

Pedigree chains reviewed in this investigation reveal that groups of companies
routinely worked together to procure shortage drugs. In some cases, these business
dealings were not arms-length transactions because the companies had common
owners or shared employees.

For example, a network of seven companies in New Jersey all located within a
30-mile radius routinely worked together to obtain and sell drugs that were in short
supply. Companies with pharmacy licenses—Avenel Pharmacy, Old Bridge Drug
and Surgicals, Red Bank Pharmacy, Sewaren Innovative Pharmaceutical Packaging
(SIPP), Colonia Natural Pharmacy, and Edison Pharmacy—used their pharmacy li-
censes to obtain shortage drugs from various ADRs.97 As Figure X illustrates, rather
than dispensing these drugs to patients, the pharmacies sold the shortage drugs to
one of the network’s wholesalers, Avenel Pharmacy or Investigational Drug Delivery
(IDD), which operated as the network hub. These wholesalers then re-sold the short-
age drugs to other secondary wholesalers at a markup. Exhibit III in the Appendix
shows how 30 vials of the cancer drug paclitaxel traveled through this network and
were later sold to a hospital in Missouri.

Hank Incognito was an owner, officer, and/or director of four of these companies,
IDD, Avenel Pharmacy, SIPP, and Edison Pharmacy, at the time of the transactions
examined in this investigation.9® Nunzio Gallo was an owner or director of Avenel
Pharmacy and Edison Pharmacy when the transactions occurred.9

The investigation also uncovered a network of Kentucky pharmacies that pur-
chased shortage drugs for the same Kentucky wholesaler. In this case, a licensed
wholesaler, Central Compound Pharmacy Supply, routinely purchased drugs from
local pharmacies—Bluegrass Pharmacy, the Medicine Shoppe of Springfield, Hurst

93 Nort)h Carolina Department of Agriculture and Consumer Services, Inspection Report (Apr.
23, 2012).

94E-mail from North Carolina Board of Pharmacy to North Carolina Department of Agri-
culture and Consumer Services (Mar. 22, 2012).

95 Nort)h Carolina Department of Agriculture and Consumer Services, Inspection Report (Mar.
28, 2012).

96 Letter from Mackie A. Barch, Managing Director of HealthRite Pharmaceuticals, to Ranking
Member Elijah E. Cummings, House Committee on Oversight and Government Reform (Apr. 20,
2012).

97 Several pharmacies outside of this local area also sold drugs into this network through
Avenel Pharmacy.

98 See New Jersey Department of the Treasury, Division of Revenue, Certificate of Formation
for Investigational Drug Delivery Limited Liability Company (filed Jan. 14, 2011) (listing Hank
Incognito and Stephen F. Corba, Jr. as members/managers); New Jersey Certificate of Incorpora-
tion for Avenel Pharmacy, Inc. & Registration of Alternate Name of Avenel Pharmacy, Inc., d/
b/a Avenel Surgical & Pharmaceuticals (filed July 7, 2003 & July 7, 2010) (listing Hank Incog-
nito as president and director & Nunzio Gallo as director); New Jersey Department of the Treas-
ury, Division of Revenue, Certificate of Formation for Investigational Drug Delivery Limited Li-
ability Company (filed Jan. 14, 2011) (listing Hank Incognito and Stephen F. Corba as members/
managers); New Jersey Department of the Treasury, Division of Revenue, Certificate of Forma-
tion for Sewaren Innovative Pharmaceutical Packaging Limited Liability Company (filed Feb.
4, 2011) (listing Hank Incognito as authorized representative); New Jersey Certificate of Incor-
poration for N G H I, Inc. & New Jersey Department of the Treasury, Division of Revenue, Re-
newal Notice and Filing Form for Alternate Business Name for N G H I, Inc., d/b/a Edison Phar-
macy (filed Dec. 19, 2003 & Dec. 29, 2003) (listing Hank Incognito as director & Nunzio Gallo
as owner & director); Service a Priority at Edison Pharmacy, Courier News (June 6, 2011) (iden-
tifying Hank Incognito and Nunzio Gallo as the co-owners of Avenel Pharmacy and Edison Phar-
macy).

99]d.
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Discount Drugs and Medicine Centre Pharmacy.190 Gary Smith signed pedigree doc-
uments for these pharmacies and identified himself as the “compliance manager” for
the pharmacies. Central Compound Pharmacy Supply’s website identifies Gary
Smith as part of its “team.” 101

Figure X—Network of New Jersey Companies that Sell Shortage Drugs

Edison
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Red: Only Wholesaler
License

6. Wholesalers Handling the Drugs Have Disciplinary or Licensing Problems

Some of the pedigree chains congressional investigators examined include sec-
ondary distributors whose owners have a history of disciplinary actions.

For example, Alliance Wholesale Distributors of Richton Park, Illinois purchased
and sold cytarabine and leucovorin. Phil Giannino, its owner, was sentenced in Fed-
eral court in late 2009 for conspiracy to defraud the United States by distributing
diverted pharmaceutical drugs. The court ordered him to pay almost $4 million in
restitution.102 Based on this conviction, Illinois revoked Mr. Giannino’s pharmacist
license and Alliance Wholesale Distributors’ drug distributor license in 2011, stating
that, “Giannino is prohibited from being employed or otherwise working for an Illi-
nois wholesale drug distributor in any capacity.” 103

Stephen F. Corba, Jr., a managing member of Investigational Drug Delivery
(IDD), was involved in the purchase and sale of magnesium sulfate and paclitaxel.
In August 2011, Mr. Corba pleaded guilty to conspiracy to commit wire fraud and
conspiracy to commit money laundering in a $40 million mortgage fraud case.10¢ His
sentence is pending, and he has already agreed to a $489,000 forfeiture order.105

It is difficult for state regulatory agencies to stay abreast of disciplinary actions,
revocations, and non-renewals of wholesalers entities operating in other states. For
example, the state of North Carolina chose not to renew the wholesaler license for
International Pharmaceuticals in December 2011 as a result of the company “will-
fully violatling] NC wholesale prescription drug distribution laws for an extended
period of time during 2011.”106 Ags of March 2012, International Pharmaceuticals

100 All of these listed pharmacies also held Kentucky wholesale distribution licenses.

101 Central Compound Pharmacy Supply website, Meet The Team! (online at hitp://
centralpharmacysupply.com [ career.html) (accessed July 22, 2012).

102 United States v. Phillip Giannino, Case No. 05-00315-16—-CR-W-ODS (W.D. Mo. entered
Dec. 15, 2009).

103 Tllinois Department of Financial and Professional Regulation, News (Apr. 28, 2011) (online
at hitp:/ /www.idfpr.com [Forms/DISCPLN /1103 __dis.pdf).

104The United States Attorney’s Office, District of New Jersey, Fourth Man Pleads Guilty in
$40.8 Million Mortgage Fraud Scheme (Aug. 16, 2011) (online at wwuw.justice.gov/usao/nj/
Press/files | Williams, %20Michael%20Plea%20News%20Release.html).

105 Defendant’s Plea Agreement, United States v. Stephen F. Corba, Jr., Case No. 1:11-cr—
00523-JEI-1 (D.N.J. May 13, 2010).



22

period of time during 2011.”106 As of March 2012, International Pharmaceuticals
still had active wholesaler licenses in at least 23 other states; these other state li-
censes referenced the company’s primary license in North Carolina. In addition, the
owner and sales manager of International Pharmaceuticals and LTC Pharmacy re-
cently opened a new wholesaler business called “KY Meds” in Kentucky.107 This
company has already obtained wholesaler licenses in Kentucky as well as two other
states.108

Conclusion

This investigation has found that gray market companies that operate outside of
authorized distribution networks take advantage of drug shortage situations to
charge exorbitant prices for drugs used to treat cancer and other life-threatening
conditions. Gray market drugs leak out of authorized distribution chains, often
through pharmacies that sell to wholesale distributors, and are sold to end users
at aggressively marked-up prices. The questionable business practices of the dis-
tributors and pharmacies engaged in gray market sales result in higher health care
costs and potential risks to patients.

Exhibit |
“Gray Market” Drug Distribution Shipment
25 Vials of Fluorouracil 2.5g/50mL

Drugs in the Gray Market: 9/23/11 - 9/27/11

Markup = 8471%

“Gray Market”

Gray Market Company

Haspital

57 550 569 $95 5275 5375 $600
Purchase Price Per Vial

106 E-mail from North Carolina Department of Agriculture and Consumer Services to former
International Pharmaceuticals employee (Jan. 3, 2012).

107 Commonwealth of Kentucky Articles of Incorporation for KY Meds Inc. (filed Jan. 10, 2012)
(listing Jennifer Colon, former Sales Manager for International Pharmaceuticals, as the Presi-
dent and Owner); E-mail from Jessica Hoppe, Sales Manager for KY Meds Inc., to pharmacy
owner (July 13, 2012).

108 Kentucky Board of Pharmacy, License Verification Details; Ohio Board of Pharmacy, Li-
cense Center; and Pennsylvania Department of Health, Drug Device and Cosmetic Program
Public Lookup (July 16, 2012).
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Exhibit I
“Gray Market” Drug Distribution Shipment
Four Packs of Magnesium Sulfate SDV 50% 25x2mL

Drugs in the Gray Market: 10/28/11 - 11/9/11
L Cardinal
Health “Gray Market”

@ Orug Manufacturer
B Primary Distributar Gentral Compound Reliance
B Gray Market Campany Pharmacy supply| 8 Wholesale
B Hospital

Markup = 1082%

522 $26 $90 $260

Purchase Price Per Pack

Exhibit 111
“Gray Market” Drug Distribution Shipment
30 Vials of Paclitaxel 30mg/5mL

Drugs in the Gray Market: 6/15/11 - 7/20/11
I H.D.
Smith

Markup = 2213%
“Gray Market”

Zelise)

Phanmacy.
e etz M
Drug Manufacturer -
B Primary Distributor ; - ele)r Heartland
[ Gray Market Company I D D Supeflor Regional Medical
8 Howial * Vied ICE_J Gorter

Wzl e 1T Franhlin HE St ferrpli MO

58 $8 $55 $185

Purchase Price Per Vial
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Exhibit IV
“Gray Market” Drug Distribution Shipment
Two Vials of Cytarabine 1gm

Drugs in the Gray Market: 3/17/11 - 3/18/11

Markup = 4875%

L

u “Gray Market”

@ orug Manufacturer
B Primary Distributor
. Gray Market Compary
@ Hospital

Purchase Price Per Vial 4

Exhibit V
“Gray Market” Drug Distribution Shipment
50 Vials of Leucovorin 200mg

Drugs in the Gray Market: 9/23/11 = 5/29/11

Bedford
Markup = 3317%

“Gray Market”

Walgreens
Infu

@ Drug Manufacturer
B Primary Distributor
[ Gray Market Company

Prestige

p ? Medical By Pharmacy) Y Hea_'”’ b~ Biofogicals
SEMVICES :

Calambin D

Broughton Premium

Atlantic Schumpert

Group

Hardreyir 5

$12 513 $185 $210 $240 $410

Purchase Price Per Vial
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PEDIGREE FOR EXHIBIT |

m&m&wa‘mmmm (Wholssalar's name)
PRESCRIPTION (LEGEND) DRUG PEDIGREE
History of Drug Sales and Distributions

gend Drug Nams.m?eluth. Dosage Form,

uwduooc‘a)padlnm Infarmation and

Contalner Size: FLUOROURACIL 2.5 GM 50ML

EXHIBIT VI

of mpackager's pedigrea) Reference® Numbar 8598
IDC (optional) 63323-0117-61 Unique Serial # Decumant Type: INVOICE
DCate B/27/2011
Lot Number Quantty (roiated to the saie by the wholssaier identified above)
16101764 25
OWNERSHIP HISTORY PHYSIGN.“E:'S“'I RIBUTION HISTORY
{if ctfavamt owner informel
Manufacturar's Namo: APP i
s Ini for auth -
1 th from the Rora (which requires

Name: MCKESSEN DRUG ama:
Addrass: 400 DELRAN PHWY !
DELRAN NJ 08075 Purchased & Ref *
mdeR:lmWM1mmm“ Print Name of Reciplant:

amo : of Reciplant:

of Reciplent: Name of Authenticator:
Kame of Authenticator: Signature of Authenticator:
Signature of Authenticator: i To authenticale & subsequant ransapiion, confect:
a trangaction, conlact: ame:

Hame: CUSTOMER SERVICE Talephone Number:

) #1 Above SOLD T “SHIPFED T0:
Neme: PRIORITY HEAL Wama;
Address: 751 BLVD Address:
ELKTON MD 21224 Date Purchased & Rof *
Date ok 52002011 PO: 3587074M5611 Print Name of Reciplent:
Print Mame of 3 Signature of Reclplent:
Signature of Reciplent: Nama of Authenticator;
Nama of Authenticalor: of
Signatura of [ eontact:
To a tra contact: Noma:
Namec CUSTOMER SERVICE Talephone Number;
Talephone Number: Emall addrass:
Email d License / Parmit Number:
License: FW0275 1203112011
3. #2 Above SOL0 T0- BRIFPED T0:
Mame: TRIMED AMERICA LLC Hama:
Addrass; 88 COLFAX AVE Address:
CLIFTON NJ 07013
Deto Purchased & Ref; 9/22/2011 #1601 Date Purchased & Ref *
Print Name of Reclplent: Prim Name ef Rociplent:
Signature of Reciplont: Signature of
Name of Authanticator: Namo of Authenticator:
Signaturo of Authenticator; Slgnature of Authenticator:

Te a sub: conlacl: Te puthenticate a mmmwpm, contast:
Name: CUSTOMER SERVICE Nama: 5
Tabephene Number: 57N Talaphone Number CONFIDENTIAL
Email addrass: Emal addrass: |
Licanas { Permit Numibar: License { Permit Number: PRN-H-000553 i

ation contained on this pedigres |s accurate and complate and that prior sales and distrib

Signatura |
* Refocance N 8

Frint Name and Title
be identified 88 an Invaics, purch der, shipping d

N

Dal
o similar uniqua identifier.




PEDIGREE FOR EXHIBIT |

Hamdummuluohm

EXHIBIT VI
|

LM-‘ Pcrmllﬁmbo‘ﬂ 5002038 1112012

Liconso / Pormit Number:

4, 73 Above SOLD T0: SHIPPED TO:
Nama: MEDCARE HEALTH OF NJ Marma:
Address: 186 GG.MNERD UNIT 3
FLANDERS NJ 078
IMMGMWHM Date Purchased & Ref *
Print Name of : Prink Name of Reciplent.
Sbmmo' of Recipien. - of Reciplant:
ane
SIgrmm ufmrmlulor Slgnature of Authenticator;
To a contect;
Name: CUSTOMERS Name:
‘I'ehpmmNumr a7 Taloghona Numbar:
ol address: Emall 3
m!wm 5003881 1/v2012 Licensa / Parmit Number:
5. BHIFPED
Narme: DTR MEHCAL Narme:
Adcross: 15A MELANIE LN UNIT 38 Address:
EAST HANOVER NJ
Date Purchased & Ref: /202011 #7744 Purchased & Ref *
Print Name of Reciglent: Prirt Nama of Reclplent;
igneture of Reciplent: Signature of
Name of Authanticator: Bearne of A calor:
aﬁmumm Signaeture of Authenticator:
To & contact:
Narna: OUGTDMER 8
Tehphnm Talaphona
Email Emall address:

[ 75 Above SOLOTO: SHIFPED 10:
Marme: INTERMATIONAL PHA| Name:
Address: 1618 FMEH!!ADUM’T 0 Address:
DURHAM NG
De!ohmmdam Date Purchased & Ref *
Print Name of Reciplent: Print Namo of Reciplent:

nature of Reciplont: Signature of Reciplent:
mdmmw:g-’_ Name of g
Signature of 3 Signature of Authenticator:

(] To authenticale & subsegquent franssdiion, conlact:

Mame: CUSTOMER S ICE
Tehp.mﬂmrﬂ Talophone Number:

me-f Porrmit Number: 284 12/31/2011

mall addrass:
Licanse [ Permit Number:

TW:W/NIM' Information contained on this pecigres is sccurate and complete and that prior

i

* Retorsnll Numiyr should ba Kdentifed as an Involcs, purchase ordo, shipp

Print Nameo and Title
ing documaent number or simiar unique identfier,

CONFIDENTIAL
PRN-H-000554

4z

P S
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EXHIBIT VI
PEDIGREE FOR EXHIBIT |
i Prpmea SHIFPED T0:
Nama: PREMIUM RX NATIONAL N
Address: 11738 PARKLAWN DRIVE e
RCCKVILLE MD 20852
Dale Purchaged i Her: Date Purchased & Rof *
Print Nama of Reciplent: Print of
of of Reclpiant:
Marmg of Authanticator: of Autt <
u Signature of Authenticator:
To auth 2 contact: To " .
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Ta“d el T Numiber:
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‘ SHIFPED 1O,
Name: SONCRA REGIONAL MEDICAL CENTER Name:
Address: 1000 GREENLEY RD rase:
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el B et
Nama of Authontica ":: Signature of Reciplant:
SMU' Authontios . Authenticator:
1 s Signature of Authenticator:
To autheniicate a subsequenl transaction, contect: To “ =
Nama: CUSTOMER SERVICE Mara: conta
Telophane Number: e e )
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License / Parmit Number: HSP40239 §/1/2012 Licersa / Pamiil Number:
;
. ¥ Above SOLO T0: SHIFPED 10
Hame: o—
: Addease:
Date Purchased & Rof
E Nacse of fiaciplan: Date Purchased & Ref*
Signaturs of Reciplont; Print Mame of Reclplent:
Noma - of 4
Signatura of Authenticator: Namaof Mm’m '-
Y A 3g contoct: Signature of Authanticator:
; To a subs contact:
Tolephona Number: o
: Tolephone Number:
Licanse / Parmil Numbar: adrass:
Uicense / Parmit Number:
CONFIDENTIAL
PRN-H-000555 i
swear or that il inad on this _"v and that wm - L
« raguired.
Signature (aulforiZad if'bind ihe company) Print Namo and Tila
~IFahétatioh Hhinser ba identified 8 an Involce, purchase order, shipping document number or simiar unique Identier, P:f’_—a}—_
pages.
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. SAMPLE SOLICITATIONS TO HOSPITALS EXHIBIT VII

From: N C o mpharma, com (mailto SRR o 1 harma. com]
Sent; Wednesday, May 11, 2011 10:25 AM
To:

Subject: Happy Hump Day| Atropine, Acetylcyst 209, CYTARABINE and Highest Selling Weekly Products

Good morning

I hope everyone Is having 2 good stress free weekl The American Regent plant shut down is still affecting most of you and we are
working to help you find all of your “Hard to Find” products. This has been a busy week at PRN and there are numerous shortages
and updates over the last day or so. | can still access a good portion of what s short in the market so please don't hesitate to askl

I've listed the newest shorts and latest updates on the ASHP site for your review. I've also Indluded a short list of the products |
have access to this morning. It's a long emall but | hope this Is helpful toyou,

As always, If there is a product that you need that Is not listed please contact me, and | will find It for youl
Thanks,

Wednesday - May 11", 2011
INCOMING:

41616-0931-44 Vecuronium #20 @ $105 eta today/tomorrow (D867)
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AVAILABLE ETA FRIDAY/MONDAY:

Protamine 5ml 25 pack 0229-05 #20 pc $300 ea
Protamine 25ml 25 pack 0229-30 #40 pc $105 ea
Azithromyc adv 500mg 10 pack 0144-11 #15 pc $199 ea
Doxorubicin 50mg pfs 5046-01 #20 pc $195 ea

Mitomyein 5mg 20ml 0115-05 #24 F1 $135
Mitomycin 20mg 50ml 0108-11 #20 FL $164 ea

Venofer sdv 5ml 10 pack 2340-10 #15 pc $750 ea
Fluphenazine dec 25mg 5mi 0272-05 #30 pe $185 ea
Glycopyrol 5ml 25 pack 0016-54 #20 pe $85 ea

L-cysteine vl 50mg 10ml 10 pack 0004-02 #15 pc $105 ea
Atropine sulfate .dmg Iml 25 pack 0401-25 #10 pe $105 FI

Levophed 4ml 3375-04 #24 pc $245 ea

Ketorolac 30mg 25 pack 3795-49 #20 pc F1 $86.50 ea
Ketorolac B0mg 25 pack 3795-01 #20 pe $86,50 ea

ErythxocinSOOmgndv&i:‘?ﬁ-“#ZOpcﬂ&Sea

Digoxin amp .5mg 2ml 25 pack 1410-35 #20pc§79 ea
Lanoxin amp Smg 2ml 10 pack 0260-10 #9 pe in stock $75 ea

Hydroxyzine 50mg 1ml 25 pack 5601-25 #6 in stock $190 ea
Hydroxyzine 50mg 10ml 25 pack 5610-25 #10 pe $359 ca

Dex 10mg 1ml 25 pack 0367-25 #10 pe $115.50 ea
Folic acid 50mg 10m] 0184-10 £50 pe $65 ea 9-2012 dating
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Dex 4mg 30m] 0165-30 #80 pe $145 ea

Vecuronium 10ml 0931-44 #18 $105 ea in stock
Chorionic gonaditropin 10,000u 10m1 0025-10 #100 vials in stock $124 ea

Leuco 350's 0054-01 #40 pc $95 ea
Sod chl 40m] 25 pack 6860-75 #15 pc $120 ea

Labetolol 5mg 4ml 10 pack 2339-34 #30 pc $109 ea
Labetolol 5mg 20ml 2267-20 #50 pc $15.99 Fl

Neostigmine 5mg 10lml 10 pack 0382-10 #20 pc $185 ea
Neostigmin 1:1000 10 pack 0270-10 #15 pc $109
Neostigmine 1:2000 25 pack 0034-25 #4 pc in stock $305 ea

NEW SHORTAGES and UPDATES

Lorazepam Injection 2 mg/ml (updated 5/9/2011) Baxter has lorazepam 2 mg/mL, 10 mL vials (NDC
10019-0102-10) currently available for distribution. The 2 mg/mL, 1 mL vial presentation (NDC 10019-0102-01)
will be on back order until the end of April. Bedford has all lorazepam injection presentations on long-term back
order and the company cannot estimate a release date, Hospira has all presentations anticipated to be released in
mid to late April, 2011. Please note that 2mg/ml 1 mL iSecure prefilled syringes (NDC 00409-1985-05) and 4mg/m]
1mLCarpuject syringes (NDC 0409-1539-31) are temporarily unavailable Akorn has L pam injection available,

Methylphenidate HCI (updated 5/10/2011) Sandox is dealing with capacity constraints and receiving
API orders. Expect sporadic backorders for the next couple of months. Mallinckrodt expects to have continued
gradual improvement over the next two months, with full récovery by July 2011, UGB has &l presentations of 5 mg
IR available. AllUCB presentations of 10 mg IR, 20 mg IR, and 20 mg ER, are out of stock, The out of stock tablets
are exl)lected to be on intermittent backorder until approximately May 20. Watson continues to have product
available, ’ : )

Amikacin Injection (updated 5/10/2011) Teva has amikacin 250 mg/mL 2 mL (NDC 00703-9032-03)
and 4 mL (NDC 00703-9040-03) vials on allocation, If a pharmacy cannot obtain product from their wholesaler,
please have the wholesaler contact Teva directly to place an emergency order, Bedford anticipates release of the
500mg and 1g presentations in late May. The 100mg presentation has been discontinued. ’ F

Amphetamine Mixed Salts, ER Capsules (updated 5/10/2011) Shire expects increased product
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availability in May 2011, Teva has 20 mg and 30 mg market availability: approx 4/14/11; All 6ther strengths market

availability: approx 4/29/11. Global has all product strengths other than 25 mg are currently available on an
allocated basis.

BICNU (Carmustine) Injection, 100 mg (NDC 00015-3012-60) ——(5/10/2011) Bristcl-
Myers Squibb has BICNU injection on back order and the company estimates a release date of late-May 2011.
Shortage due to Manufacturing delays at contract manufacturer.

Bumetanide Injection (updated 5/10/2011) Hospira is continuing to release the 0.25 mg/mL; 4 mL via
NDC 0409-1412-04; 0.25 mg/.mL; 4 mL Novaplus vial NDC 0409-1412-49, the 0.25 mg/mL; 10 mL vial NDC 0409-
1412-10; 0.25 mg.mL; and the 10 mL Novaplus vial NDC 0409-1412-50 as they become available. Hospira is
continuing to produce and release product asitb ilable. Baxter has all bumetanide 0.25 mg/mL injections
on back order. Bedford will have all presentations anticipated for release within the next 3-months,

Cisplatin injection 1 mg/mL solution (updated 5/10/2011) AP is continuing to allocate as
releases occur: 50 mL vial (NDC 63323-0103-51), 100 mL vial (NDC 63323-0103-65) and 200 L vial (NDC 63323-
0103-64). Teva continues to release cisplatin injection 1 mg/mL solution. 50 mL vial (NDC 00703-5747-11) and 100
mL vial (NDC 00703-5748-11) us it becomes available. Bedford currently has all presentations discontinued.

Cytarabine Injection (powder for reconstitution) (updated 5/10/2011) Release of Bedford's

1gp on is anticipated in early May; the 100 mg presentation in the next 3-months; the 500 mg presentation
in the next 6-months. The 2g p jon has been di inued. APP has been able to increase production to help
address the shortage and estimates addjtional supplies to be released by end of April. Hospira will begin releasing

additional lots of 100mg/ml 20ml vials on April 11, 2011.

Diltiazem Injection 5 mg/mL (updated 5/10/2011) Baxter is cxperiencing  back order siruation on
all codes and estimates the following product availability: 5 mL vial (NDC 10019-510-01) Additionsl product releases
expected later this month and at the end of May. .
leI.\rlaiG\lDClmlg-EIO-D:Z)-Pmdﬂctwillbem!liblemdofoy. 25 ml vial (NDC 10019-510-04) - Product
releases expected by mid April and end of May. Product will be made available as it is released,

Hospira will have diltiazem 5 mg/mL 5 mL (NDC 00409-1171-01) and Smg/ml; 10 mL vials (NDC 00409-1171-02)
available late-April. The 100mg/ml ADD-Vantage vials (NDC 00409-4350-03) are on back order with an estiriated
release date of mid-April, 2011, Emergency supplies of the ADD-Vantage vials are available for direct orders.
Bedford anticipates release of all presentations in the next 3 months.

Doxorubicin (adriamycin) lyophilized powder (updated 5/10/201 1) Bedford anticipates
release of all presentations in the next 6-months. Shortages due to facruring delays.

Doxorubicin Solution for Injection (updated 5/10/2011) Appis releasing the 2mg/ml 100 ml vials
(NDC 63323-0101-61), the 2mg/m] 25 ml vials (NDC 63323-0883-30), and the 2mg/ml 5 ml vials (NDC 63323-0883-

05) asit t ilable. Teva is releasing all strengtl on allocation: Doxorubicin solution for injection, 2 mg/mL
5 mL vial (NDC 00703-5043-03) 25 mL vial (NDC 00703-5046-01) 100 mL vial (NDC 00703-5040-01). Bedford
anticipates release of the 50mg 1 ion in the next 3 hs and release of the 10 mig, 25 mg, and 100 mg
solutions in the next 6-months,

Etoposide solution for injection (updated 5/10/2011) Bedford anticipates release of 500 mg produsct
in early May, 1g in the next 3-months, and 100 mg in the next 6-months. Teva has Toposar 20 mg/mL solution for
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injection 5 mL vials (NDC 00703-5653-01) vials availalbe, The 25 mL and 50 mL vials are on back order. APPis

leasing all etoposide solution for injection 20 mg/mL 1 ions as they b ilable. BMS has availabl
Etopophos 100 mg powder for injection (NDC 00015-3404-20).

Haloperidol Decanoate Injection {updated 5/10/2011) Teva has all presentations on back order,
mu«MnNeilhuHﬂdolDeunmavﬁhhhmﬁﬂmylemmeaulumBM(NDcmm)
presentations and 100 mg/mL 1 mL ampoules (NDC 00045-0254-14). APP has haloperidol d ilable in 50
mﬁme5vailh{NDC6&23-D{69—05} lﬂﬂmg}'mLSmLiinhﬂ@Cﬁm?l-OS)md 100 mg/mL 1mL vials
O\l’DCﬁSBM’?I—Ol)nndSOmg{mLlm%ﬂmcmm%l)mew 1 d as they b ilabl
Bedford has all presentations of the Haloperidol Decanoate discontinued,

Leucovorin Calcium Lyophilized Powder for Injection (updated 5/10/2011) Bedford
mﬁdwmm}emedﬂmgmd%ﬂmglyaphlﬁwdpm&mineaﬂyMay,SOOmgliquidpmductinmlyMay.md
100mg and 50mg lyophilized product in the next 3 hs, Teva has leucovorin calcium lyophilized powder 100
mg and 350 mg vials on back order nnd.ﬂ:ecompanydoesnotanﬁcipamrelusemlﬂla&prﬂmll. APP is currently
back-crdered. Initial suppli _mHmimd,bmmAPthﬁnuﬁ;gmpmduoemdulem!eumuﬁncddum
Iyophilized powder for injection (NDG# 63323-710-50 for the 200mg SDV and NDC# 63323-711-00 for the 500mg
SDV),

Methylphenidate HCI (updated 5/10/2011) Sandoz says to expect sporadic backorders for the next
couple of hs, Mallinckrod to have d gradual i over the next two months, with

full recovery by July 2011, UCB hasall p ions of 5 mg IR available, All UCB presentations of 10 mg IR, 20
mg IR, and 20 mg ER, are out of stock. The out of stock tablets are expected to be on intermittent backorder until
approximately May 20, Watson i to have prod ilabl

Norepinephrine Bitartrate Injection (updated 5/10/2011) Bedford anticipates release in the next
3-months. Levophed (Norepinephrine Bitartrate Injection) 1 mg/mL 4 mL ampules (NDC 0409-1443-04) and 4 mL
vizls_(NDC 04q9—3373-04) are avnihb]e_i‘u: direct order for customers m dire need, and the company expects

Thiotepa for Injection, Bedford 15 mg/mL vial (NDC 55390-0030-10) (updated
5/10/2011) Bedford anticipates release mid-May.

Vecuronium Injection (updated 5/10/2011) Bedford anricipates release of the 10mg product in early
May and the 20mg product in the next 3 hs, Sun Phar ical Industries (Distributor: Caraco
Pharmamnicallabs,l&d.)ismmﬁnulngmmlem‘ ductasith ilable. Vi ium Bromid

Injection 10 mg 10 vials NDC 41616-0931-44 Vecuronium Bromide for Injection 20 mg 10 vials NDC 41616-0932-
44, Teva has the 10mg/vial (NDC 00703-2914-03) and 20 mg/fvial (NDC 00703-2925-03) on backorder. Hospira will
be off-market for an undefined period.

Thanks,
=

PRN ICALS
oL o o —
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SAMPLE SOLICITATIONS TO HOSPITALS EXHIBIT VII

From: I 2 o coohama.com [mailto: I o moharma. com] o
Sent: Wednesday, May 18, 2011 8:53 AM ;

To:

subject: [lllfrom PRN ( This weeks requests, a few offers & Discounted inventory )

Good moming ;

I also wanted to Include a list of our most requested products this week. Thanks
Wednesday, May 18th, 2011

Top requasted Products

BICNU-- NDCH-00015-3012-60

CALCITRIOL INJECTION 1MCG/ML , 25%1ML 00517-0132-25

Caleium Gluconate 10% 10

CYANOCOBALAMIN : 00517-0031-285

Venofer sdv 2.5ml 10 pac 232510

Lidocaine 1% 10 mg/ml 2 mL vial (NDC 63323-0482:02)

Etoposide injection 100mg/5ml 55390-0251-01
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Levophed 00409-3375-04

Pratamine sulfate

Acetylsystein: 4 & 10ml

Papaverine 00517-4010-01

Hydralazine 20mg/ml 1ml vials

Atropine 00517-1010-25

Vasopressin/ Pitressfn

VINCRISTINE: 00703-4412-11, 61703-0309-05, 61703-0309-16
Mullt trace 00517-6202-25

Methylene Blue 1% 00517-0310-10

Gentamicin

Afew offars

L-cystelne v 50mg 10ml 10 pack 0004-02 #15 pe $75 ea
Atropins sulfate .4mg 1ml 25 pack 0401-25 #20 po $40 Fl In stack
Ketorolac 30mg 25 pack 3785-49 #20 pe Fl $456.50 sa

Acetylcysteine 20% 30mi 00409-3308-03 25 @ $165
Cytarabine 2gm 00409-3199-22 50 $169
Dexamethasone 4mg 30mi 63323-0165-30 300 @ $95
Dexamethasone 10mg 1mi 00641-0367-25 100 @ $149
Dexamthesone 10mg/ml 10x10ml 63323-0516-10 26 @5155
Diprivan S0ml 63322026950 53@ $415
Diprivan 100ml 63323-0269.65  54@$475
Furosemide 4ml 00409-6102-04 50@ $55
Furosemide 10m| '00409-6102-10 0@ $49
Gentamycin 00403-1207-03 60 @ 5105
Hydralazine 20mg 1mi 17478-0934-01 25 @ %323
Indige Carmin 17478-0508-01 4@ 5125
Levophed 00409-3375-04 10 @ 3178
Leucavorin 350 §5390-0054-01 100@ $85
Magnesium Sulfate Syg 00403-1754-10 25 @ 5235

eta Fri

@ta Thurs

eta Frl

eta Thurs

eta Fri

eta Thurs
eta Thurs
eta Thurs
eta Thurs
eta Thurs
eta Thurs
eta Thurs
eta Fri
eta Thurs

eta Fri

EXHIBIT VI
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Paperavine 30mg 10ml 00517-4010-01
Phenylephrine 1ml 10019-0163-12
Fhenyiephrine 10ml 66758-0017-01
Pitressin 20un 1ml 42029-0117-25
Pot ace 20ml 00405-8183-01
Pot Ace 50m! 00409-3294-51
Sodium Phosphate 50mil 00517-3450-25
Vecuronium 10mg 41643-0931-44

50 @ 588
11@ $65
10@ 563

20 @ $235
15 @ $129

5@ $99

5@5227

40 @ $128

eta fri
eta Fri
eta Fri

eta Fri
eta Thurs

eta Thurs
eta Thurs
eta Thurs

EXHIBIT VI

Again this Is a small part of what we have available. Please letme know what Is on your short list and I'l do my best to get it for you.

. Product Name NDC Qty | Exp Date | Price
Marcalne EPN .25% SDV 00409-1756-10 B 7H/2012 | $16.50
ALBUMIN 5% 250ML ZLB 44206-0310-25 | 20 | 11/11/2011 | 2850
CIPRO 500MG TAB 100 00172-5312-60 12 | 11/11/2011 | $22.50
CIPRO 500MG TAB 100 00172-5312-60 i2 11/1/2011 | s22.50
CLINDAMYGIN PHOSPHATE 00406-4062:01 | . | 197172011
150MG/ML 575
DEXTROSE 25% SOLUTION INJ 00408-1775-10 5 9/1/2011 315

[ENLON-PLUS VL 10MGML 15ML | 67457016115 | 52 | O/@072011 | 15
EPINEPHRINE SRN 1:10M 18GA X10 00409-4901-18 3 9/1/2011 | $28.50
ERYTHROMYCIN 0.5 % OfO 50X1 GM | 48102-0008-11 11/1/2011 5285
FOLIC ACID 5GM/ML, 10ML VL INJ 63323-0184-10 10/31/2011 45
MITOMYCIN 40MG/100ML 55380-0253-01 10/1/2011 595
PROCHLORPERAZINE EDISYLATE 55390-0077-10 1o/1/2011
10M 2 10
T&OGHLOFIPERAZINE EDISYLATE 65320-0077-10 2 100172011 &

10

TAMIFLU BLISTERPACK 75MG CAPS 00004-0800-85 | 71 11/1/2011 465
TOBRAMYCIN SULF INJ 20MG/2ML F 00408-3577-01 ] 11172011 $28.50
VANCOMYCIN 1GMF/T FTV 00409-8533-01 26 11/1/2011 | 43250
VANCOMYCIN 1GMF/T FTV 00408-8533-01 1 11/1/2011 | 43z2.50
VANCOMYCIN 1GM ADV 00409-6535-D1 -] 11/1/2011 | $72.50
MNIMBEX 2MG/ML MDV 10X10 ML 00074-4380-10 13 8/1/2011 575
VITRASE OVINE 200U /ML VL 8X1. 67425-0002-10 1 8/1/2011 $-I-l'5-

[

PRN PHARMACEUTICALS

301 [N oftice) ot [N
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303 I mobite)

SAMPLE SOLICITATIONS TO HOSPITALS
www.pripharma.com

I oo, com

&

EXHIBIT VI
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To:
Subject: Premium Heaith Services- Product Stock Update
12 Cyanoco (Vit B12) 1000mcg 30ml Spk @ $175.00

15 Aminocaprioc 250mg/m! 20m| 25pks # 0517-9120-25 @ $85.00

5 Pot Ace 50ml NDC# 00517505425 @ $235.00
20 Cytarabine 2gm Vials @ $169.00

| Mutitrace-4 3ml 25pk @ $195,00

8 Multitrace-5 Iml SDV 25pk @ $265.00

50 Vincasar lmg/ml Iml SDV @ $29.00

54 Glycopyrrolate 0.2mg/ml ImL 25pk @ $55.00
8 Glycopyrrolate 0.2mg/ml Smi 25pk @ $89.00
20 Phenylephrine 10mg/ml 1ml 25pk @ $127.00
20 Phenylephrine 10mg/ml 10m] Vial @ $89.00
25 Hydralazine 20mg Iml (093401) @ $345.00

5 Acetyleysteine 20% 30ml 3pk 00517763003 @ $175.00
10 Neostigmine 1:2000 25pk @ $245.00

28 Ketorolac 30mg Iml 25pk @ $61,00

50 Ketorolac 30mg Iml 10pk @ $44.00

50 Furosemide 40mg 4ml 25pk @ $29.00
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20 Enlon 10mg 15mL @ $125.00

46 Enlon Plus 10mg 15mL @ $99.00

57 Vecuronium 10mg 10pk @ $75.00

30 Leucovorin 350mg vials EA @ $79.00

50 Dexamethasone 4mg 30ml vials @ $68.00

40 Dexamethasone 10mg/1ml lml 25pk @ $125.00
24 Propofol 20ml 5pk @ $105.00

2 Propofol 50ml 20pk @ $525.00

10 Propofol 100m1 10pk @ $595.00

8 Acetazolamide 500mg SDV @ $49.00

BLOOD PRODUCTS

Gammagard Liq Sgm, 10gm, 20gm - Call for Availability
Gammagard Powder 5gm, 10gm - Call for Availability
Gamupex Sgm, 10gm, 20gm - Call for Availabilty

200 Albumin 25% S0ml @ $49.00

100 Alburmnin 25% 100m! @ $89.50

200 Albumin 5% 250ml @ $49.50

100 Albumin 5% 500ml @ $96.00

CLEARANCE ITEMS

75 Quelicin 20mg 10m] 25pk @ $50.00/pack

60 Clindamycin 600mg 4ml 25pk @ $60.00

20 Clindamycin 900mg 6mi vials 25pk @ $100.00

47 Epinephrine Img 10ml Syringe 10pk @ $18.00
143 Nalbuphine 10mg Iml amp 10pk @ $16.66

30 Vancomycin Sgm BULK @ $24.50

50 Vancomyein 10gm BULK @ $49.00

36 Vancomycin lgm ADY 10pk @ $60.00

EXHIBIT VII
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Premium Health Services

CONFIDENTIALITY NOTICE: This e-mail message, including any attachments,
is for the sole use of the intended recipient(s) and may contain confidential

or legally privileged information. Any unauthorized review, use, disclosure

or distribution is prohibited. If you are not the intended recipient, please

contact the sender by reply e-mail and destroy all copies of this original message.

SAMPLE SOLICITATIONS TO HOSPITALS EXHIBIT VIl

= __,nm[__- I;ﬂ_... = - R
:nhm.mm.muuum

Subjects American Regent - Affected products

Hallo

Thave put together a mare accurate lst of all the products affected by the Shirley WY plant being shut down {pasted ander my signature).
Thanks to all mry clients who helped me put this together.

Our pricing and pvallakillity has been all over the place as you can imagine. P | what you
feed you may need me 1o logk inta.

I will of course supply you with the best pricing | can find. | hops this helps,
Alsg, I've got #44 Sodium Acetate 2mEq/mL, 50 mL vial (NDC 00409-3295-06) @3245,
Friday, Apeil 20th, 2011

00S17-7504-25  ACETYLCYSTEINE 100 MG/ML VIAL (SDV, MOV OR ADDITIVE) (ML} [25%4.000 ML) VIAL

00517-7510-03  ACETYLCYSTEINE 100 MG/ML VIAL {SDV, MOV OR ADDITIVE) (ML) {3x10.000 ML) VIAL/T

00517-7604-25 ACETYLCYSTEINE 200 MG/ML VIAL [STV, MOV OR ADDITIVE] (ML) {25x4,000 ML) ViAL

00517-761003  ACETYLCYSTEINE 200 MG/ML VIAL (SOV,MDV OR ADDITIVE] (ML} (3x10.000 ML) VIAL/KT

00S17-7630-03  ACETYLCYSTEINE 200 MG/MLVIAL {SDV, MOV OR ADDITIVE) (ML} {3x30.000 ML) VIALT

00517-0401-25  ATROPINE SULFATE 0.4 ME/ML VIAL (SDV, MOV OR ADDITIVE} (ML) (251000 ML) VIAL

00S17-1010-25  ATROPINE SULFATE 1 MG/iL VIAL [SDV,MDV OR ADDITIVE) (ML) (25xLODOMLIVIAL -
00517072001 BETAMET ACKT/BETAMET NA PH 6 MG/ML VIAL {50V, MDV OR ADDITIVE] (ML) {165.000 ML) VIAL
00517-0020-10  CAFFEINE CITRATED 60 MG/3 ML VIAL (SDV,MDV OR ADDITIVE] (ML) {163,000 ML) VIAL

00517:2502-10  CAFFEINE/SODILIM BENZOATE 250 MG/ML VIAL (SDV,MDV OR ADDITIVE] (ML) (1052000 ML) VIAL
00517-0132-25  CALCITRIOL LMCG/ML AMPUL (ML {251,000 ML} AMPUL

00517-2710-25  CALCIUM CHLORIDE 100 MG/ML VIAL (SOV, MOV OR ADDITIVE) (ML} [25x10,000 ML) VIAL

00517-3500-25  CALCIM GLUCOMATE 100 MG/ML VIAL (SOV,MDV OR ADDITIVE) (ML) [25x100.000 ML) VIAL
D0517-3950-25 CALOUM GLUCONATE 100 ME/ML VIAL (SOV,MOV OR ADDITIVE) (ML) 25x30,000 BAL) VIAL
00SI7-0730-01  CLONIDINE HEL/PF 1000MCSG/10 VIAL (SOV,MOV OR ADDITIVE) (ML) (110,000 ML) VIAL

Q0SIT.073101  CLONIDINE HCL/PF SO0DMCG/10 VIAL (SDV,MDY OR ADDITIVE) (ML) (110,000 ML) ViAL

00517-6210-35 €U 0.4 MG/ML VIAL (SOV ADDITIVE) (8L} {25210.000 ML) VIAL

D0S17-0031-25  CYANOCOBALAMIN (VITAMIN B-12) 1000MCS/MLVIAL (SDV,MOV OR ADDITIVE} (ML) (251000 ML) VIAL
D0S17-003225  CYANOC | 1000MCEML VIAL (SDV,MOV OR ADDITIVE) (ML) (25x10.000 ML) VIAL
0O517-0180-05 CYANOCOBALAMIN (VITANIN B-12) 1000MCG/MLYIAL (SOV,MDV OR ADDITIVE} (ML) {5%30,000 ML) VAL
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SHNS! %L'c“&srr!s%rélﬁc{?onamLm (SDV,MDV OR ADDITIVE) (ML) (25x10.000 ML) VIAL

00517-2050-05 CYSTEINE HCL 50 MG/ML VIAL (SDV,MDV OR ADDITIVE) (ML) (5%50.000 ML) VIAL
00517-0131-25 DEXPANTHENOL 250 MG/ML VIAL {SDV,MDV OR ADDITIVE) (ML) (25x2.000 ML) VIAL
00517-1905-25 DOPAMINE HCL 400 MG/SML VIAL (SDV,MDV OR ADDITIVE) (ML) (25¢5.000 ML) VIAL
00517-1305-25 DOPAMINE HCL B00MG/SML VIAL (SDV,MDV OR ADDITIVE) (ML) {25x5.000 ML} VIAL
00517-9702-25 DROPERIDOL 2.5 MG/ML VIAL (SOV, MOV OR ADDITIVE) (ML) (25x2.000 ML) VIAL
00517-1130-05 EPINEPHRINE 1 MG/ML VIAL (5x30.000 ML) VIAL

00517-1071-25 EPINEPHRINE/PF 1 MG/ML AMPUL (ML) (25x1.000 ML) AMPUL

00517-8571-10 ETHYL ALCOHOL 98% AMPUL (ML) {10x1.000 ML) AMPUL

00517-8575-10 ETHYL ALCOHOL 98% AMPUL (ML) {10x5.000 ML) AMPUL

00517-4601-25 GLYCOPYRROLATE 0.2 MG/ML VIAL {SDV,MDV OR ADDITIVE) (ML) (25x1.000 ML) VIAL
00517-4602-25 GLYCOPYRROLATE 0.2 MG/ML VIAL (SDV,MDV OR ADDITIVE) (ML) (25x2.000 ML) VIAL
00517-4620-25 GLYCOPYRROLATE 0.2 MG/ML VIAL (SDV,MDV OR ADDITIVE) (ML) (25x20.000 ML} VIAL
00517-4605-25 GLYCOPYRROLATE 0.2 MG/ML VIAL {SOV,MDV OR ADDITIVE) (ML) (25%5.000 ML) VIAL
00517-0901-25 - HYDRALAZINE HCL 20 MG/ML VIAL (25x1.000 ML) VIAL

00517-4201-25 HYDROXYZINE HCL 25 MG/ML VIAL (25%1.000 ML) VIAL

00517-5601-25 HYDROXYZINE HCL 50 MG/ML VIAL (25x1.000 ML) VIAL

00517-5610-25 HYDROXYZINE HCL 50 MG/ML VIAL (25x10.000 ML) VIAL

00517-5602-25 HYDROXYZINE HCL 50 MG/ML VIAL (25x2.000 ML) VIAL

00517-0134-10 IRON DEXTRAN COMPLEX 50 MG/ML VIAL (SDV,MDV OR ADDITIVE) (ML) (10x1.000 ML) VIAL
00517-0234-10 IRON DEXTRAN COMPLEX 50 MG/ML VIAL (SDV,MDV OR ADDITIVE} (ML) (10x2.000 ML) VIAL
00517-2340-10 IRON SUCROSE COMPLEX 100 MG/SML VIAL (SDV,MDV OR ADDITIVE) (ML) {1055.000 ML) VIAL
00517-2340-25 IRON SUCROSE COMPLEX 100 MG/SML VIAL (SDV,MDV OR ADDITIVE) (ML) {25x5.000 ML) VIAL
00517-2310-05 IRON SUCROSE COMPLEX 100 MG/SML VIAL (SOV,MDV OR ADDITIVE) (ML) {5x10.000 ML) VIAL
00517-1045-25 LEVOCARNITINE 200 MG/ML VIAL (SDV,MDV OR ADDITIVE) (ML) (25x5.000 ML) VIAL
00517-5034-01 MAGNESIUM CHLORIDE 200 MG/ML VIAL {150,000 ML) VIAL

00517-2650-25 MAGNESIUM SULFATE 4 MEQ/MLVIAL (SDV,MDV OR ADDITIVE) (ML) {25x50.000 ML) VIAL
00517-6410-25 MANGANESE SULFATE 0.1 MG/ML VIAL (25x10.000 ML) VIAL

00517-8905-10 METHYLDOPATE HCL 250 MG/SML VIAL (SDV,MDV DR ADDITIVE) (ML) {10x5.000 ML) VIAL
00517-0372-71 METHYLENE BLUE 1 % AMPUL (ML} (25x1.000 ML} AMPUL

00517-0373-70 METHYLENE BLUE 1 % AMPUL (ML) (25x10.000 ML) AMPUL

00517-0301-10 METHYLENE BLUE 1 % VIAL (SOV,MDV OR ADDITIVE) (ML) (10x1.000 ML) VIAL

00517-0310-10 METHYLENE BLUE 1 % VIAL (SDV,MDV OR ADDITIVE) (ML) (10x10.000 ML) VIAL

00517-1355-25 METOPROLOL TARTRATE 5 MG/S ML VIAL (SDV,MDV OR ADDITIVE) (ML) (25x5.000 ML) VIAL
00517-6610-25 MOLYBDENUM 25 MCG/ML VIAL (SDV,MDV OR ADDITIVE) (ML) (25%10.000 ML) VIAL
00517-0023-25 NEQSTIGMINE METHYLSULFATE 1:1000 VIAL {SDV,MDV OR ADDITIVE) (ML) (25x10.000 ML) VIAL
00517-0034-25 NEOSTIGMINE METHYLSULFATE 1:2000 VIAL (SDV,MDV OR ADDITIVE) (ML} {25x10.000 ML) VIAL
00517-4810-25 NITROGLYCERIN 50 MG/10ML VIAL (SOV,MDV OR ADDITIVE) (ML) {25x10.000 ML} VIAL
00517-0760-01 OFLOXACIN 0.3 % DROPS (1x5.000 ML) DROP BTL

00517-4010-01 PAPAVERINE HCL 30 MG/ML VIAL (SDV,MDV OR ADDITIVE) (ML} (1x10.000 ML] VIAL
00517-4002-25 PAPAVERINE HCL 30 MG/ML VIAL (SDV,MDV OR ADDITIVE} (ML) (25x2.000 ML) VIAL
00517-5024-25 POTASSIUM ACETATE 4 MEQ/ML VIAL (SDV,MDV OR ADDITIVE) (ML) (25%50,000 ML) VIAL
00517-2350-25 POTASSIUM PHOS,M-BASIC-D-BASIC 3MMOL/ML VIAL (SDV,MDV OR ADDITIVE) (ML) (25x50.000 ML) ViAL
00517-6510-25 SELENIUM 40MCG/ML VIAL {SDV,MDV OR ADDITIVE) (ML) (25%10,000 ML} VIAL

00517-3120-25 SOD/POT/MAG/CAL/CHLO/ACE/GLUC 25-40.6MEQ VIAL (SDV,MDV OR ADDITIVE) (ML) (25%20.000 ML) VIAL
00517-5023-25 SODIUM ACETATE 4 MEQ/ML VIAL (SOV,MDV OR ADDITIVE) (ML) (25x50.000 ML) VIAL
00517-2930-25 SODIUM CHLORIDE 4 MEQ/ML VIAL (SDV,MDV OR ADDITIVE) (ML) (25x30.000 ML) VIAL
00517-3065-01 SODIUM MORRHUATE 50 MG/ML VIAL (SDV,MDV OR ADDITIVE) (ML} {1x30.000 ML) VIAL
00517-3405-25 SODIUM PHOS,M-BASIC-D-BASIC 3MMOL/ML VIAL {SDV,MDV OR ADDITIVE) (ML) (255.000 ML) VIAL
00517-3450-25 SODIUM PHOS,M-BASIC-D-BASIC SMMOL/ML VIAL (SDV,MDV OR ADDITIVE) (ML) (25%50.000 ML) VIAL
00517-1019-05 SODIUM THIOSULFATE 10 % VIAL {SDV,MDV OR ADDITIVE) (ML) (5%10.000 ML) VIAL

I turn now to my esteemed Ranking Member, Senator Boozman,
from the great state of Arkansas.

STATEMENT OF HON. JOHN BOOZMAN,
U.S. SENATOR FROM ARKANSAS

Senator BoozZMAN. Thank you, Mr. Chairman, very much. And I
appreciate your efforts and appreciate that of the staff working so
hard in this particular area. ) )

I agree with Chairman Rockefeller. It is indefensible that we
have cancer patients that have to wait to get chemotherapy. No
hospital should pay $1,000 for a drug that only costs a few bucks.
But I think we are missing the bigger picture. Drug shortages are
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the root of the problem. I hear about shortages all across Arkansas
nearly every day. Shortages create significant problems.

This hearing is really about supply and demand. No one pays
$250 for a loaf of bread. There are no 8,000 percent markups in a
competitive market. In this investigation, four of the five cases in-
volve generic injectable cancer drugs. These drugs are very inex-
pensive. Some cost $5 or $6. Some have been around for many,
many years, and they save lives.

There should be no shortage of life-saving $6 drugs, period. But
today, companies are producing dozens of these generic cancer
drugs at or near a loss. This is the real danger. This is the real
threat to patients. Artificial Medicare drug pricing caps have cre-
ated this problem. Aggressive FDA oversight has exacerbated this
problem. And Ezekiel Emanuel, President Obama’s health advisor
said, “the long-term solution is to make the production of generic
cancer drugs more profitable.”

We need to reform Medicare pricing and address the root of the
problem. It’s not a complicated problem. It’s not an expensive prob-
lem. But it’s a very, very serious problem.

Second, before we use this investigation as a justification for new
Federal rules, I think we should stop and ask, are state pharmacy
boards and regulators enforcing the laws on the books?

The fact is, people have oversight responsibilities under current
law. There’s no reason to expect people to comply with new layers
of rules if they’re violating the ones that currently exist.

Yes, we can create a new Federal agency. We can pass restric-
tions and burden manufacturers, distributors, and pharmacists
with red tape. But, again, there’s no substitute for people fulfilling
their responsibilities. Shell pharmacies simply should not exist. If
they do, someone is not doing their job.

In addition, as we talk about secondary distributors and resell-
ing, there is a story that we should keep in mind, and I actually
was part of this. In 2005, Hurricane Katrina hit New Orleans. It
was a disaster in every sense of the word. Thirteen thousand evac-
uees were sent to Fort Smith, Arkansas. Many needed medical at-
tention. Time was short, and the Federal Government was unre-
sponsive.

Thankfully, a pharmacist named John Vinson coordinated an in-
credible emergency response. Community leaders, independent
pharmacists, secondary distributors, chain pharmacies, and whole-
salers all came together. It was all hands on deck. They aggre-
gated, resold, and dispensed drugs. Their actions kept many out of
the hospital, and they saved many lives.

As we move forward, let’s not forget that secondary distributors
and intermediary drug markets serve a critical role. In times of
tightened supply and limited stockpiles, they help address gaps in
the supply chain. Across Arkansas, we have compound pharmacists
who register as distributors and pharmacists. They have been crit-
ical throughout the drug shortage emergency. Without them, doc-
tors could not perform needed surgeries. In rural or neglected
areas, distributors can plug holes in the system or address needs
that may go overlooked.

Like nearly every industry, pharmacists also need backup op-
tions. They need tools to unload excess stock and flexibility to ad-
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dress sudden spikes in demand. So, again, let’s not forget the nec-
essary role that distributors and pharmacists play.

Last, it’s time we learn our lesson about healthcare consolida-
tion. From the manufacturing plant through the distribution sys-
tem, pharmacy, clinic, and hospital, we’ve seen so much consolida-
tion. If we expect to meet the growing healthcare needs of every
American, we need choices. Choices satisfy niche markets. Choices
facilitate competition. Regulations that crowd out smaller actors
eliminate choices. So we’ve got to move carefully.

Mr. Chairman, again, I thank you so much for your efforts in re-
gard to bringing this important problem forward, and I really look
forward to our witnesses today.

The CHAIRMAN. Thank you very much, Senator Boozman.

Actually, I'm looking at an interesting situation, because Elijah
Cummings is doing exactly this kind of work in the House, and I'm
looking at his name plate. But the Congressman is not here. So
let’s decide this is what we’re going to do. I want, please, Virginia
Herold, Dr. David Mayhaus, John Coster, John Gray, and Patricia
Earl all to come forward and take a seat at the table.

Senator BOOZMAN. Mr. Chairman, as they come forward, can I
ask that the hearing be kept open for 2 weeks for additional state-
ments and questions for the record?

The CHAIRMAN. Absolutely.

Senator BoozZMAN. Thank you, Mr. Chairman.

The CHAIRMAN. And then I thought also if Senator Harkin
comes—I’ve been to his committee on coal-related things, coal mine
safety, and he has me sit at the dais. So I'm inviting him to sit at
the dais. And I think if Senator Enzi comes, he should also sit at
the dais and ask questions and stay as long as they want.

If Elijah Cummings comes—he’s conducting a hearing and will
be continuing to after he makes a statement. So I may have him
come to the dais and just make his statement. But there’s still
plenty left to do.

So, Virginia Herold, let’s start with you. You're the Executive Of-
ficer of the California Board of Pharmacy.

STATEMENT OF VIRGINIA HEROLD, EXECUTIVE OFFICER,
CALIFORNIA BOARD OF PHARMACY

Ms. HErROLD. Chairman Rockefeller and members of the Com-
mittee, thank you for the invitation to come and speak before you
today. I'm Virginia Herold. I'm the Executive Officer of the Cali-
fornia State Board of Pharmacy.

The Board of Pharmacy in California licenses pharmacies, phar-
macists, drug wholesalers. We are the largest regulator of phar-
macists in the country. We have over 40,000 pharmacists licensed
with us. Within the state of California, we have 6,200 community
pharmacies, another 500 hospital pharmacies, and 500 wholesalers
located within the state. We have another 700 wholesalers located
out of state that are licensed to ship into California legally.

The Board’s paramount mandate, which is expressly stated in
California law, is consumer protection. So, above all else, that is
our focus.

California state law provides the limited circumstances under
which a pharmacy may provide prescription drugs to any entity.
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You have a copy at the back of my testimony. One of the provisions
provides that a pharmacy may furnish prescription drugs to an-
other pharmacy or wholesaler to alleviate a temporary shortage of
a dangerous drug that could result in the denial of healthcare and
only in quantities sufficient to alleviate the shortage. Violations
can be charged up to $5,000 per occurrence. This would mean per
invoice, for example.

In the fall of 2011, the Board initiated an investigation following
a pharmacist’s inquiry to the Board about the legality of the phar-
macy ordering prescription drugs from another wholesaler in short
supply. These sales would be initiated at the behest and solicitation
of the second wholesaler who informed the pharmacy that the pre-
scription drugs were declared as temporarily short. Thus it would
be OK. We have a provision in California state law that very much
limits when a pharmacy can sell drugs to a wholesaler.

The pharmacy’s role would be to act as a purchasing agent for
the wholesaler, purchasing drugs specifically on a list of prescrip-
tion drugs in short supply that the wholesaler provided the phar-
macy. The arrangement between the pharmacy and wholesaler was
financial. The pharmacy would be paid an agreed amount, typically
10 percent over invoice plus shipping expenses.

As of today, the Board has identified cases in which 55 phar-
macies purchased drugs in short supply for this one wholesaler on
514 occasions, totaling wholesale prices over $330,000. Each of the
pharmacies and their pharmacists in charge have been cited and
fined in various amounts up to $70,000 for violation of California
law. Appeals of these citations and fines are currently pending, and
the wholesaler has not yet had discipline completed. So we are still
going through the process.

However, these actions and investigations are very important, we
believe, to share with the Committee. And we are hoping and look-
ing to the Committee as finding ways to secure additional means
to provide safeguards into the supply chain.

The Board’s investigations generally identified that, one, a phar-
macy would be visited by a sales agent representative of the whole-
saler, who explained the dire impact that the drug shortages pre-
sented to the patients and healthcare providers and stressed the
inability of the wholesaler to obtain these drugs on its own. The so-
liciting wholesaler advised it was another source of pharma-
ceuticals for medical facilities and needed these medications.

Sales were triggered from a list that the wholesaler released
each week to the pharmacies that was titled “Items We Are Look-
ing For.” The pharmacies involved were all independent community
pharmacies. The drugs were principally medication that would be
used by hospitals and rarely would be needed by community phar-
macies.

The Board did not find cases where the pharmacies purchased
drugs for their own patients as well. All drugs were purchased ex-
clusively for the wholesaler, using the list. The pharmacies had no
independent knowledge of the shortage. They would sometimes
verify once they were told there was a shortage of the drug. But,
generally, that shortage was made at the time of purchase from
their primary wholesaler.
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Some of the pharmacies seemingly circumvented the allocation
that was set up by manufacturers by making multiple orders on
the same day at different times so that they could maximize what
they purchased. For example, one pharmacy ordered one drug 12
times in 1 day to maximize the amount purchased. Other times,
very large orders were made. For example, we had another case
where 30 boxes—each box had 25 units or vials—of a particular
short-supply drug—were purchased, which is far in excess of what
the community pharmacy would have ever needed, in fact, this par-
ticular drug is used in hospitals for infants. It’s a very select drug.

Pharmacies were typically paid 10 percent over the invoice for
the drugs they purchased for the wholesaler. However, the whole-
saler also sought direct access to the pharmacy’s primary whole-
saler ordering systems, which was granted by 23 of the 55 phar-
macies. This allowed the wholesaler to directly order the drugs it
sought without the active involvement of the pharmacy. For this
access, the pharmacy was paid 12 to 15 percent, a higher rate.

Several pharmacies also sold drugs in short supply to several
other wholesalers, including several wholesalers out of California
who are not licensed to do business in the state. The wholesaler
made considerably more when it resold the short-supply drugs than
the 10 to 15 percent it paid the pharmacy to obtain the drugs.

Some of the extreme examples include a Naval hospital that paid
6,246 percent markup for a drug over what

Senator ROCKEFELLER. Could you repeat that?

Ms. HEROLD.—6,246 percent, and it was very much like the situ-
ation you gave. This was a drug that was $1.50 per container. They
charged over a hundred and something dollars per vial for that.
There was another hospital that had another drug that they paid
over 1,200 percent markup to get the drug. So this was a distortion
of the market allocation system that was set up to ensure everyone
had fair access.

The wholesaler also resold over 10 percent of the short-supply
drugs it had purchased to other wholesalers, not to pharmacies or
healthcare providers. Hence, they're now reshipping the product
throughout the supply chain. The Board also documented cases
where the wholesaler resold the entire quantity it purchased from
the pharmacy to another wholesaler.

The Board moved forward with these cases because instead of al-
leviating the shortage of drugs, the wholesaler instead removed
more drugs from the availability in the legitimate supply chain
which had allocations in place to most equitably distribute the
product. We believe that it increased the shortage of the drugs and
dramatically increased the cost of these drugs to other healthcare
entities and thus to patients.

That concludes my remarks.

[The prepared statement of Ms. Herold follows:]
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PREPARED STATEMENT OF VIRGINIA HEROLD, EXECUTIVE OFFICER,
CALIFORNIA STATE BOARD OF PHARMACY

Dear Chairman Rockefeller, Ranking Member Hutchison and Committee Mem-
bers:

Good afternoon.

I am Virginia Herold, Executive Officer of the California State Board of Phar-
macy. It is a privilege to be given this opportunity to address the Committee on
California’s efforts to address some of the unethical and illegal behavior surrounding
manipulation of prescription drug shortages by wholesalers and pharmacies, to the
detriment of the public health. As I speak today, our investigations and resultant
enforcement activities that I describe below are not yet fully completed.

The California State Board of Pharmacy licenses pharmacies, pharmacists, drug
wholesalers and other entities that dispense, ship, transport or store prescription
drugs and devices into, throughout and from California. The board is the largest li-
censer of pharmacies and pharmacists in the country—nearly 40,000 pharmacists,
6,200 community pharmacies and 500 wholesalers are located in California and li-
censed by the board. The board’s paramount mandate, which is expressly stated in
the California Business and Professions Code, is consumer protection.

California state law provides the limited circumstances under which a pharmacy
may provide prescription drugs to any entity. One of the provisions provides that
a pharmacy may furnish prescription drugs to another pharmacy or wholesaler to
alleviate a temporary shortage of a dangerous (or prescription) drug that could re-
sult in the denial of health care and only in quantities sufficient to alleviate the
temporary shortage. Violations can be charged up to $5,000 per occurrence (e.g., in-
voice). A copy of this code section is provided as an attachment to this testimony.

In the fall of 2011, the board initiated an investigation following a pharmacist’s
inquiry about the legality of the pharmacy ordering prescription drugs in short sup-
ply from its primary wholesaler, expressly for sale to another wholesaler. These
sales would be initiated at the behest and solicitation of the second wholesaler, who
informed the pharmacy that the prescription drugs were declared as temporarily
short and thus these sales were legal.

The pharmacy’s role would be to act as a purchasing agent for the wholesaler,
purchasing drugs specifically on a list of prescription drugs in short supply that the
wholesaler provided to the pharmacy. The arrangement between the pharmacy and
wholesaler was financial: the pharmacy would be paid an agreed amount, typically
10 percent over invoice, plus shipping expenses.

The board initiated an investigation of the California wholesaler making this so-
licitation, which yielded hundreds of invoices from 55 California pharmacies that
had sold prescription drugs in short supply to this wholesaler, at the wholesaler’s
request. The board next investigated each of the 55 pharmacies, interviewing the
pharmacists-in-charge or others who had knowledge of the sales. Again, invoices
were obtained from each pharmacy.

As of today, the board has identified cases in which 55 pharmacies purchased
drugs in short supply for the wholesaler on 514 occasions, totaling wholesale prices
of over $330,000. Each of the pharmacies and their pharmacist-in-charge have been
cited and fined in various amounts up to $70,000 for violation of California law. Ap-
peals of these citations and fines are currently pending. The wholesaler has not yet
had discipline completed. Thus none of these actions and investigations is fully con-
cluded. However, we are sharing this information to the Committee in hopes of se-
curing enhanced ways to stop the practices identified by the board.

The board’s investigations generally identified that:

1. A pharmacy would be visited by a sales agent/representative of the wholesaler,
who explained the dire impact that drug shortages presented to patients and
health care providers, and stressed the inability of the wholesaler to obtain
these drugs on its own. This soliciting wholesaler advised that it was another
source of pharmaceuticals for medical facilities, and needed these medications.

2. Sales were triggered from a list the wholesaler released each week to the phar-
macies titled “Items we are looking for.”

3. The pharmacies involved were all independent, community pharmacies.

4. The drugs were principally medication that that would be used by hospitals
and rarely would be needed by community pharmacies. The board did not find
cases where the pharmacies purchased drugs for their own patients needs'—
all drugs were purchased exclusively for the wholesaler using the list.

5. The pharmacies had no independent knowledge of the shortage.
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6. Some of the pharmacies seemingly circumvented the allocation system set up
by manufacturers by making multiple orders on the same day at different
times. For example, one pharmacy ordered acetylcysteine 12 times in one day
to maximize the amount purchased. Other times, large orders were made (30
boxes of 25 vials of magnesium sulfate).

7. Pharmacies were typically paid 10 percent over invoice for the drugs they pur-
chased for the wholesaler.

8. However, the wholesaler also sought direct access to the pharmacies’ primary
wholesaler ordering systems, which was granted by 23 pharmacies—allowing
the wholesaler to directly order the drugs it sought without the active involve-
ment of the pharmacy. For this access, typically the pharmacy was paid 12 to
15 percent over invoice.

9. Several pharmacies also sold drugs in short supply to other several other

wholesalers, including several wholesalers out of California who were not li-
censed to do business in the state.

The wholesaler made considerably more when it resold the short supply prescrip-
tion drug than the 10 to 15 percent it paid the pharmacy. Some of the extreme ex-
amples include:

1. Labetalol sold to a Naval hospital: 6,246 percent markup.

2. Leucovorin sold to a hospital: 996 percent markup.

3. Famotidine sold to a hospital in Georgia: 1240 percent markup.

4. Calcium gluconate sold to a hospital in Los Angeles: 441 percent markup.

The wholesaler also resold aboutl0 percent of the short supply drugs it had pur-
chased to other wholesalers, not to pharmacies or health care providers. These
wholesalers were charged lower fees (e.g., sometimes 40 percent over the price paid
by the wholesaler). The board also documented cases where the wholesaler resold
the entire quantity purchased to another wholesaler.

The board moved forward with these cases because instead of alleviating the
shortage of these drugs, the wholesaler instead removed more drug from availability
in the legitimate supply chain, which had allocations in place to most equitably dis-
tribute the product. We believe that it increased the shortage of the drugs and dra-
matically increased the cost of these drugs to other health care entities, and thus
to patients.

This concludes my statement. Thank you again for this opportunity.

Attachment of Section 4126.5, California Business and Professions Code
4126.5. (a) A pharmacy may furnish dangerous drugs only to the following:

(1) A wholesaler owned or under common control by the wholesaler from whom
the dangerous drug was acquired.

(2) The pharmaceutical manufacturer from whom the dangerous drug was ac-
quired.

(3) A licensed wholesaler acting as a reverse distributor.

(4) Another pharmacy or wholesaler to alleviate a temporary shortage of a dan-
gerous drug that could result in the denial of health care. A pharmacy fur-
nishing dangerous drugs pursuant to this paragraph may only furnish a
quantity sufficient to alleviate the temporary shortage.

(5) A patient or to another pharmacy pursuant to a prescription or as otherwise
authorized by law.

(6) A health care provider that is not a pharmacy but that is authorized to pur-
chase dangerous drugs.

(7) To another pharmacy under common control.

(b) Notwithstanding any other provision of law, a violation of this section may
subject the person or persons who committed the violation to a fine not to ex-
ceed the amount specified in Section 125.9 for each occurrence pursuant to a
citation issued by the board.

(¢) Amounts due from any person under this section on or after January 1, 2005,
shall be offset as provided under Section 12419.5 of the Government Code.
Amounts received by the board under this section shall be deposited into the
Pharmacy Board Contingent Fund.

(d) For purposes of this section, “common control” means the power to direct or
cause the direction of the management and policies of another person whether
by ownership, by voting rights, by contract, or by other means.
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The CHAIRMAN. You did OK.

Ms. HEROLD. I came in under 5 minutes, and I wasn’t sure I'd
do it. I talked as quickly as I could.

The CHAIRMAN. Thanks a lot. You did a good job.

At this point, I'd like to interrupt and have Chairman Tom Har-
kin, who 1s head of Labor, Education, Health, and several other
things—chairs that committee—and he’s very much involved in
this, and I want him to—and if Mike Enzi comes, I hope—and Eli-
jah Cummings is also coming a few minutes out.

But we welcome any words you have to say.

STATEMENT OF HON. TOM HARKIN,
U.S. SENATOR FROM IOWA

Senator HARKIN. Well, thank you, Mr. Chairman, and I thank
the panel for letting me intervene at this moment. I'm sorry I'm a
bit late in getting here.

But, first of all, I want to thank you, Chairman Rockefeller, for
your great leadership in this area and for working with us on our
committee and also with the House committee, also. This truly is
a problem that cries out for something to be done. It’s not just costs
that I heard you commenting about on these huge markups. It’s
also about patient safety, too. How do we know just how safe some
of these drugs are when they go through four or five or six different
hands?

And we’ve had instances in our committee of people saying that
expiration dates were changed. Different things were taken out of
vials and put into other vials. So it has to do with safety, also.

Mr. Chairman, when we did the FDA reauthorization bill re-
cently that the president just signed into law, we had great bipar-
tisan agreement on the upstream side of the drug safety issue in
terms of where the drugs come from to the manufacturer. And we
gave the FDA a lot more authority to police that and to make sure
that both the non-pill form type of drugs, the bulk drugs coming
in, but also the finished drugs coming in were under heightened
scrutiny from here on.

What we did not have bipartisan agreement on—general agree-
ment on—was the downstream side, which you’re looking at right
here, and that is from the manufacturer on down to the patient,
to the purchaser. And, hopefully, we can find agreement on how to
move ahead. It’s very complicated. I've looked at this in great de-
tail. It’s a very complicated issue, but that doesn’t mean it’s not
solvable. It is solvable, and we just have to do it.

Just last week, the FBI and the U.S. Attorney in Manhattan
charged 48 people in connection with a massive scheme in which
crooks bought HIV/AIDS medications from Medicaid patients and
then sold them to prescription drug wholesalers, who got the drugs
back into the hands of pharmacies and patients. So a system where
drugs sold for cash on street corners can make their way back to
legitimate pharmacies—a system that is crying out for some kind
of reform.

So your hearing today moves us a step forward. In that way, the
work done by your committee, Chairman Rockefeller, and mine and
Congressman Cummings’, I believe, will better define the problem.
And I'm committed to work with you, Mr. Chairman, and our rank-
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ing members to practice and to get a system in there where—we’ve
got the upstream, and now we have to make sure that we get this
gray market thing out of the system so that we can keep the price
of drugs down and also make sure they’re safe for patients.

So thank you very much, Mr. Chairman. And I thank our panel
for letting me intervene.

The CHAIRMAN. Thank you very much, Chairman Harkin.

Chairman Harkin and I came into the Senate the same year, and
we’re fairly inseparable.

Senator HARKIN. That was in the last century, wasn’t it?

The CHAIRMAN. Yes, it was. All right.

Now, Dr. Mayhaus, 'm having a trauma over pronouncing your
name correctly.

Dr. MAYHAUS. You are pronouncing it correctly—Mayhaus.

The CHAIRMAN. Good. OK. You are the Chief Pharmacy Director
of the Cincinnati Children’s Hospital Medical Center, where my
wife and my children all got tested for allergies.

Dr. MaYHAUS. I hope they had a great experience.

The CHAIRMAN. Just a little plug.

Dr. MayHAUS. OK. Good.

The CHAIRMAN. Please go ahead.

STATEMENT OF DR. DAVID MAYHAUS, CHIEF PHARMACY
DIRECTOR, CINCINNATI CHILDREN’S HOSPITAL MEDICAL
CENTER; MEMBER, EXECUTIVE COMMITTEE, CHILDREN’S
HOSPITAL ASSOCIATION PHARMACY FORUM

Dr. MAYHAUS. Chairman Rockefeller and members of the Com-
mittee, my name is David Mayhaus, and I am Chief Pharmacy Di-
rector at Cincinnati Children’s Hospital Medical Center. I am
grateful for the opportunity to speak to you today, not only on be-
half of Cincinnati Children’s, but also as a member of the Execu-
tive Committee for the Children’s Hospital Association Pharmacy
Forum.

My goal today is to describe the process Cincinnati Children’s
uses for managing drugs when they reach critical shortages and
how these issues have impacted our pharmacy operations over the
past 5 years.

Cincinnati Children’s is a tertiary care research facility that was
recently ranked third in the nation among all Honor Roll Hospitals
in U.S. News and World Report’s Best Children’s Hospital ranking.
Within Cincinnati Children’s, the Division of Pharmacy is an ex-
tremely busy unit, dispensing approximately 7,500 doses per day.
When there is a sudden drug shortage crisis, the impact can be felt
throughout our entire system.

Today, at Cincinnati Children’s, there are currently 30 drugs
that we are actively managing on a daily basis. The buyers that
work for me check our primary wholesaler or the manufacturer on
a daily basis. We meet several times a day to discuss where we are
and possible mitigation plans. Our buyers spend 30 percent of their
time just dealing with drug shortages and trying to prevent Cin-
cinnati Children’s from experiencing a crisis.

As Chief Pharmacy Director, approximately 10 percent of my
time is also dedicated to these issues, including what I am doing
here today, appealing to you to assure an adequate supply of medi-
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cations to our patients. Everything we do is in the best interest of
our pediatric patients.

Once a drug is determined to be in shortage, our clinical phar-
macists identify our utilization pattern and estimate the number of
base supplies that we have in inventory. If the anticipated length
of the shortage exceeds our current supply, we develop a mitigation
plan which could include purchase of the gray market in extreme
cases.

Our goal at this point is to extend the amount of inventory until
the drug is released to the market. Work also begins at this stage
with the impacted medical divisions to explore if various safe alter-
natives and treatments exist.

The vast majority of drugs purchased for Cincinnati Children’s
are from two primary wholesalers. At the point all inventory of the
affected drug has been exhausted, regular wholesalers and manu-
facturers have no product, and the mitigation plan has run its
course, Cincinnati Children’s has in the past looked for alternative
wholesalers for the product. Let me be clear. Cincinnati Children’s
only uses these alternative wholesalers as a last resort when it is
determined that the absence of the drug could cause harm to one
of our small patients.

In these extreme cases, Cincinnati Children’s has very specific
due diligence procedures for obtaining drugs from alternate whole-
salers, which includes an examination of the drug pedigree. Over
the past 12 months, Cincinnati Children’s has purchased only nine
out of the 2,800 different line item drugs from these alternative
wholesalers.

As a medical team, it was determined that all these drugs were
critical. In fact, three of them are drugs used to maintain life sup-
port during a code. Cincinnati Children’s believed running out of
the stock of these drugs was not an option and would have the po-
tential to cause significant harm to our patients.

Critical chemotherapy drugs have been frequently reported in
short supply. One specific example is when we needed to purchase
a very important chemotherapy called Cytarabine that was in short
supply. Cytarabine is used to treat acute lymphoblastic leukemia
and is the drug our oncology division firmly believes has the most
efficacy for treatment.

After careful consideration and the due diligence described above,
and because there is no treatment alternative for this particular
disease, Cincinnati Children’s did, in fact, purchase this drug from
alternative wholesalers. Because of this purchase, we did not run
out of this important drug, and all the patients received all the ap-
propriate doses.

It is a daily reality that our buyers in the division receive e-mails
and phone calls from alternative wholesalers. It is our experience
that the call activity increases when a new or critical drug goes
into a shortage situation. The prices vary from wholesaler to whole-
saler. Cincinnati Children’s has had the experience of the price
changing rapidly, even between phone calls, within the same alter-
native wholesaler, depending on the market activity and the crit-
ical nature of the drug.

These business practices are not the normal procedure for our
primary wholesaler or any other of our activities within the prac-
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tice of pharmacy. As you can surmise, it is also a fact that in all
of our purchases through alternative wholesalers, Cincinnati Chil-
dren’s did, in fact, pay substantially more than our normal con-
tracted price. In some cases, the price exceeded 35 times the nor-
mal pricing.

Finally, on behalf of my colleagues at the other children’s hos-
pitals across the country, I would like to conclude by thanking this
committee for its efforts to gain a full understanding of the com-
plexity of this issue. As Cincinnati Children’s has seen over the
past 5 years, the fragile nature of the pharmaceutical supply chain
does have a direct correlation to the treatment of our patients. At
Cincinnati Children’s, safety is paramount, and there is nothing
more important to the institution than making sure a child gets
the right care in the appropriate setting with the very best quality
and competency that can be delivered.

Thank you for allowing me to share our experiences with you
today, and I would be happy to respond to questions later.

[The prepared statement of Dr. Mayhaus follows:]

PREPARED STATEMENT OF DR. DAVID MAYHAUS, CHIEF PHARMACY DIRECTOR,
CINCINNATI CHILDREN’S HOSPITAL MEDICAL CENTER; MEMBER, EXECUTIVE
COMMITTEE, CHILDREN’S HOSPITAL ASSOCIATION PHARMACY FORUM

Chairman Rockefeller and members of the Committee, my name is David
Mayhaus and I am the Chief Pharmacy Director at Cincinnati Children’s Hospital
Medical Center. I am grateful for the opportunity to speak to you today not only
on behalf of Cincinnati Children’s, but also as a member of the Executive Committee
for the Children’s Hospital Association Pharmacy Forum. My goal today is to de-
scribe the process Cincinnati Children’s uses for managing drugs when they reach
critical shortage and how these issues have impacted our pharmacy operations over
the past five years.

Cincinnati Children’s was recently ranked third in the Nation among all Honor
Roll hospitals in U.S. News and World Report’s Best Children’s Hospitals ranking.
Our institution is ranked in the top 10 for all of the pediatric specialties ranked.
On the research side, Cincinnati Children’s is one of the top two pediatric recipients
of grants from the National Institutes of Health. In FY 2011 there were over 1 mil-
lion patient encounters at Cincinnati Children’s from 48 states and over 50 coun-
tries. Cincinnati Children’s operates over 570 registered beds including a Heart In-
stitute, a Perinatal Institute and a Cancer and Blood Disease Institute. Cincinnati
Children’s division of pharmacy is a large facility which dispenses approximately
7,500 doses per day. When there is a sudden drug shortage crisis the impact can
be felt through our entire system.

Our division of pharmacy consists of 150 FTEs. Three of these FTE are pharmacy
buyers. These buyers are responsible for managing the inventory of approximately
2800 line items of drugs. Over the past several years, more and more time has been
dedicated to management of medications that are in short supply. Over time I have
seen it grow to the point where today our buyers spend 30 percent of their day just
dealing with drug shortages and trying to prevent Cincinnati Children’s from expe-
riencing a crisis. In addition to our drug buyers; clinical pharmacists and directors
spend an inordinate portion of their time monitoring drug supply which can range
from modification of therapy, to alternative medications. Our pharmacists have con-
tacted manufacturers, wholesalers and alternative suppliers to get what we need.
As Chief Pharmacy Director approximately 10 percent of my time is also dedicated
to these issues including what I am doing today, appealing to you to assure ade-
quate supply of medications for our patients.

Today at CCHMC there are currently 30 drugs being actively managed on a daily
basis and approximately an additional 70 where there have been concerns about
shortage in the recent past. The buyers who report to me check our primary whole-
saler on a daily basis for the 30 drugs on the critical list. We meet informally sev-
eral times a day as a group and discuss where we are and possible mitigation plans.
As a pediatric institution, it is vitally important to continually monitor the drug
shortage market and react quickly to the changes.
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There are several mechanisms to determine new and ongoing drug shortages. The
3 most important are the American Society of Health-System Pharmacists (ASHP)
website, The FDA website and the Children Hospital’s Association’s pharmacy direc-
tors and buyers list serve. Other less helpful mechanisms are the primary whole-
saler and manufacturer notifications. It is the experience of Cincinnati Children’s
that these last two tend to be delayed in their announcement of shortages. For these
reasons we applaud the Senate for their passage of the Senate Bill 3187, the FDA
user fee legislation, which will create an early-warning notice system that will give
providers like myself more timely notice ahead of a critical shortage.

Everything we do is in the best interest of our pediatric patients. Once a drug
is determined in shortage, our clinical pharmacists identify our utilization pattern
and an estimate for days supply is developed. If the anticipated length of the short-
age exceeds our current supply, we meet to develop a mitigation plan which could
include purchase from the gray market in extreme circumstances. Our goal at this
point is to extend the amount of inventory until the drug is released to the market.
Work also begins at this stage with the impacted medical divisions to explore if var-
ious safe alternatives in treatment exist. Mitigation plans could include: reducing
the dosing guidelines within medical staff approval for the affected drug, changing
the current distribution from readily available to pharmacy dispensed therefore
maximizing product or changing to a similar drug in the pharmaceutical class. None
of these decisions would be made without complete and thorough consultation with
the medical team.

The vast majority of the drugs purchased from Cincinnati Children’s are from two
primary wholesale companies. At the point all inventory of the affected drug has
been exhausted, regular wholesalers have no product and the mitigation plan has
run its course, Cincinnati Children’s has in the past looked to alternative whole-
salers for product. Let me be clear, Cincinnati Children’s only use these alternative
wholesalers as a last resort when it is determines that the absence of the drug could
cause harm to our patients.

In those situations where Cincinnati Children’s decides to purchase a drug from
an alternative wholesaler, we follow extensive due diligence procedures including
checking the prescription drug pedigree.

Over the past 12 months Cincinnati Children’s has purchased only 9 out of 2,800
different line item drugs from these alternative wholesalers. As a medical team it
was determined that all of these drugs were critical and in fact three of them are
drugs used to maintain life support during a code. Cincinnati Children’s believes
running out of stock of these drugs is not an option and would have had the poten-
tial to cause significant harm to our patients.

Critical chemotherapy drugs have been frequently reported to be in short supply.
One specific example is approximately 18-24 months ago the institution needed to
purchase a very important chemotherapy (Cytarabine) that was in short supply.
Cytarabine is used to treat Acute Lymphoblastic Leukemia (ALL) and is the drug
that our number three ranked oncology division firmly believes has the most efficacy
for treatment. After careful consideration and the due diligence described above and
because there is no treatment alternative for this particular drug, Cincinnati Chil-
dren’s did in fact purchase this drug from alternative wholesalers. Because of the
purchase, we did not run out of this important drug and all patients received the
appropriate dose.

It is a daily reality that the buyers in our division receive e-mails and phone calls
from alternative wholesalers. It is our experience that the call activity increases
when a new or critical drug goes into a shortage situation. The prices vary from
wholesaler to wholesaler. Cincinnati Children’s has had the experience of the price
changing rapidly, even between phone calls, within the same alternative wholesaler
depending on the market activity and the critical nature of the drug. These business
practices are not the normal procedure for our primary wholesaler or for any other
activity within the practice of pharmacy. As you can surmise, it is also a fact that
in all of our purchases through alternative wholesalers, Cincinnati Children’s paid
substantially more than our normal contracted price. In some cases this price ex-
ceeded 35 times more than normal pricing.

Finally, on behalf of my colleagues at the other children’s hospitals across the
country, I would like to conclude by thanking this Committee for its efforts to gain
a full understanding of the complexity of these issues. As Cincinnati Children’s has
seen over the past five years the fragile nature of the pharmaceutical supply chain
does have a direct correlation to treatment for patients. At Cincinnati Children’s
safety is paramount and there is nothing more important to the institution than
making sure a child gets the right care, in the appropriate setting with the very
best quality and competence that can be delivered.
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Thank you for allowing me to share our experiences with you today and I will
be happy to respond to questions.

The CHAIRMAN. Thank you very much, Dr. Mayhaus. You spoke
in a quiet manner, but your testimony was very potent.

And now I would once again call upon my colleagues and our wit-
nesses to allow a very distinguished visitor, Elijah E. Cummings,
who is Ranking Member of the Oversight and Government Reform
Committee in the House, who has been working on this and so
many other issues. We've done a number of things together, and
we've been in each other’s daises, so to speak. But he has some-
thing he would like to say on this, and I hope that my colleagues
and the witnesses will listen carefully to what he has to say, be-
cause then he has to go right back and continue chairing a hearing.

STATEMENT OF HON. ELIJAH E. CUMMINGS
RANKING MEMBER, U.S. HOUSE COMMITTEE ON OVERSIGHT
AND GOVERNMENT REFORM

Mr. CUMMINGS. Thank you very much Chairman Rockefeller and
Ranking Member Hutchison and members of the Committee, and
I thank you for inviting me to testify here today. Let me also ex-
tend my personal thanks to Chairman Rockefeller and Chairman
Harkin and their staffs for their great work during this investiga-
tion and for their comprehensive report issued today.

If I may, I would like to focus briefly on why I launched this in-
vestigation and what we found so far and what we can do about
it. I initiated this investigation last year after receiving a heartfelt
letter from Brenda Frese. Brenda is the head coach of the women’s
basketball team at the University of Maryland, and these are pic-
tures of Brenda and her son, Tyler.

Brenda wrote to me about a critical shortage in a drug called
Cytarabine, which treats leukemia in children. Let me read what
she wrote. “Without Cytarabine, many leukemia patients won’t be
cured and they will die. What makes this hit home even more for
me and my family is that my 3-year-old son, Tyler, is a leukemia
patient who has benefited from Cytarabine,” end of quote.

As we began investigating this shortage, we found something
very disturbing. Hospitals such as Johns Hopkins, the University
of Maryland, and others told us that even though they could not
get the drug from their authorized distributors, they were being in-
undated with phone calls, e-mails, and faxes from gray market
companies offering the shortage drugs and others at highly inflated
prices. They were outraged by this and so was I.

Based on the information provided by the hospitals, we started
with five drugs facing critical shortages, and we identified five gray
market companies marketing them at exorbitant prices. We asked
these companies where they were getting these drugs and how
much money they were making by selling them. Based on their ini-
tial responses, we expanded our investigation to cover 125 different
companies, and we reviewed 300 different drug transaction chains.

The report issued today does a terrific job laying out the facts in
detail. So let me highlight one example that illustrates our find-
ings.

First, let me put up a chart that shows how things are supposed
to work. Under normal circumstances, drugs go from manufactur-
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ers to distributors to hospitals, pharmacies, or other healthcare
providers that dispense them to patients. But that is not what hap-
pens in the gray market. In the gray market transactions, shortage
drugs are being diverted into a much longer distribution chain.

Let me show you an example, the transaction involving
Fluorouracil. This drug is used to treat various forms of cancer, in-
cluding colon cancer, stomach cancer, breast cancer, and pancreatic
cancer. As you can see, instead of the three stops, in this case there
are nine. The main problem is that each one of these entities
marked up the price of the drug. Let me show you how much.

This is the same chart now listing the prices for each trans-
action. The drug started at $7—listen to what I'm saying—$7 per
vial when it was sold by the authorized distributor. It was later
sold for $50, then $69, then $95, then $275, then $375. And, re-
member, it started at $7, and it was sold finally to a hospital at
an astonishing $600. Something is wrong with that picture. That
was for a single vial of this cancer drug, more than 85 times its
initial price.

This was not an isolated incident. We found this same pattern
with all the drugs we examined. This system makes absolutely no
sense for patients who need these critical drugs or for hospitals
that treat them. The current system allows this network of private
companies to boost their profits, and for what? For doing nothing
but charging offensively high prices, increasing the overall cost of
our nation’s healthcare system, and raising significant safety con-
cerns as these drugs criss-cross the country with markups at every
single stop.

So how could this happen? How do these gray market drug com-
panies get their hands on these drugs when our hospitals cannot?
And I guarantee you almost every single hospital in this country,
if}'l you ask them about it, will tell you they’re experiencing the same
thing.

The answer is through pharmacies. In more than two-thirds of
the drug sale chains we examined, gray market companies were
able to buy shortage drugs from entities with pharmacy licenses.
In the same chain we have been discussing, you can see that the
third company was a pharmacy named Priority Healthcare. Rather
than dispensing the drug to patients, this pharmacy sold it to a
gray market wholesaler called Tri-Med America, which then sold it
down the line.

During our investigation, we discovered that Priority was actu-
ally a fake pharmacy. It sold all of its drugs to Tri-Med and none,
absolutely none, to patients. We also discovered that the owner of
the pharmacy was married to the owner of Tri-Med, the gray mar-
ket wholesaler. State regulators found that the pharmacy com-
mitted numerous violations of state law, and the wholesaler’s li-
cense has now been revoked.

Again, this was not an isolated incident. In North Carolina, for
example, an individual named Jessica Hoppe set up two companies,
LTC Pharmacy and International Pharmaceuticals, a pharmacy
and wholesaler. But when state regulators went to inspect these
companies, this is what they found. They reported that LTC Phar-
macy, and I quote, “was not an operating pharmacy,” and that,
quote, “no dispensing has taken place since opening,” end of quote.
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Licenses for both companies have now been surrendered or denied.
However, just last week, we learned that the owner has now
opened a new company, just under a different name and in a dif-
ferent state.

Even legitimate pharmacies are being used by unscrupulous gray
market companies to obtain access to shortage drugs. Gray market
companies and their brokers have been approaching pharmacies,
asking them to buy drugs on their behalf and promising big profits
in return.

For example, an e-mail to one pharmacy said, and I quote, “We
guarantee our pharmacies 20 percent or more every time,” end of
quote. Another e-mail encouraged a pharmacy to locate shortage
drugs, saying, and I quote, “The more you find, the more you
make,” end of quote. Some gray market companies even dupe phar-
macies into believing that buying shortage drugs for them would
help needy patients obtain drugs faster. In fact, all they were doing
is artificially driving up prices.

The good news is that there is something we can do about this,
and we must do something about it. In May, I introduced legisla-
?0{1’ and there are two provisions I would just like to highlight as

close.

First, my bill would prohibit wholesalers from buying drugs from
pharmacies. There is no legitimate reason for wholesalers to do
this, and this is how many shortage drugs are being diverted into
the gray market.

Second, my bill would create a national wholesaler data base
that would allow state boards of pharmacy to share information
more easily. One of the biggest challenges state regulators face is
monitoring enforcement actions in other states. We have already
found examples of gray marketers being shut down in one state,
only to open their doors in another.

Let me close by emphasizing again why this investigation is so
very, very important. As Brenda Frese said to me in her letter last
year, this is a matter of life and death. And nobody, absolutely no-
body, should be allowed to profiteer at the expense of patients by
jacking up the price of drugs in critically short supply.

We're talking about kids, with leukemia in some cases, children
with life threatening illnesses. And these companies are taking ad-
vantage of them to boost their own bottom lines.

Again, I want to thank Chairman Rockefeller and Chairman
Harkin, and I want to thank you for lending to us and helping us
with your phenomenal staffs. They have been absolutely incredible,
and we really do appreciate them. Without your direct involvement
and your sustained leadership, there is absolutely no way we would
have uncovered as much as we did during this investigation.

And I apologize because I have to run back to the House. I'm
managing a bill. But, again, thank you and may God bless.

[The prepared statement of Mr. Cummings follows:]

PREPARED STATEMENT OF HON. ELIJAH E. CUMMINGS, RANKING MEMBER, U.S.
HOUSE OF REPRESENTATIVES, COMMITTEE ON OVERSIGHT AND GOVERNMENT REFORM

Chairman Rockefeller, Ranking Member Hutchinson, and Members of the Com-
mittee, thank you for inviting me to testify. Let me also extend my personal thanks
to Chairman Rockefeller, Chairman Harkin, and their staffs for their great work
during this investigation and for the comprehensive report issued today.
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If I may, I would like to focus briefly on why I launched this investigation, what
we have found so far, and what we can do about it.

[Figure 1: hitp:/ /democrats.oversight.house.gov |images | stories | GrayMarketFigur
e1%283%29.pdf] I initiated this investigation last year after receiving a heartfelt let-
ter, http:/ /democrats.oversight.house.gov /images |/ stories | freselettertocummings.pdf,
from Brenda Frese. Brenda is the head coach of the women’s basketball team at the
University of Maryland, and these are pictures of Brenda and her son Tyler. Brenda
wrote to me about a critical shortage in a drug called cytarabine, which treats leu-
kemia in children. Let me read what she wrote:

Without cytarabine, many leukemia patients won’t be cured and will die. What
makes this hit home even more for me and my family is that my three year
old son Tyler is a leukemia patient who has benefited from cytarabine.

As we began investigating this shortage, we found something very disturbing.
Hospitals told us that even though they could not get the drug from their authorized
distributors, they were being inundated with phone calls, e-mails, and faxes from
gray market companies offering this shortage drug and others at highly inflated
prices. They were outraged by this, and so was I.

Based on information provided by the hospitals, we started with five drugs facing
critical shortages, and we identified five gray market companies marketing them at
exorbitant prices. We asked these companies where they were getting these drugs,
and how much money they were making by selling them. Based on their initial re-
sponses, we expanded our investigation to cover 125 different companies, and we re-
viewed 300 different drug transaction chains.

The report issued today does a terrific job laying out the facts in detail, so let me
highlight one example that illustrates our findings.

[Figure 2: hitp:/ /democrats.oversight.house.gov |images | stories | GrayMarketFigur
e2%283%29.pdf] First, let me put up a chart that shows how things are supposed
to work. Under normal circumstances, drugs go from manufacturers to distributors
to hospitals, pharmacies, or other health care providers that dispense them to pa-
tients. But that is not what happens in the gray market. In gray market trans-
actions, shortage drugs are being diverted into much longer distribution chains.

[Figure 3: hitp:/ /democrats.oversight.house.gov /images | stories | GrayMarketFigur
e3%283%29.pdfl Let me show you an example. This transaction involved
fluorouracil, which is used to treat various forms of cancer, including colon, stomach,
breast, and pancreatic cancer. As you can see, instead of three stops in this case,
there were nine. The main problem is that each one of these entities marked-up the
price of the drug.

[Figure 4: http:/ /democrats.oversight.house.gov /images / stories | GrayMarketFigur
e4%283%29.pdf] Let me show you how much. This is the same chart, now listing
the prices for each transaction. This drug started at $7 per vial when it was sold
by the authorized distributor. It was later sold for $50 . . . $69 . . . $95 . . . $275
.. .$375. . . In the end, it was finally sold to a hospital for an astonishing $600.
That was for a single vial of this cancer drug—more than 85 times its initial price.

This was not an isolated incident. We found this same pattern with all of the
drugs we examined. This system makes absolutely no sense for patients who need
these critical drugs or for hospitals that treat them. The current system allows this
network of private companies to boost their profits. And for what? For doing nothing
but charging offensively high prices, increasing the overall costs to our Nation’s
health system, and raising significant safety concerns as these drugs crisscross the
country with mark-ups at every stop.

So how could this happen? How do these gray market drug companies get their
hands on these drugs when hospitals cannot? The answer is through pharmacies.
In more than two-thirds of the drug sale chains we examined (69 percent), gray
market companies were able to buy shortage drugs from entities with pharmacy Ii-
censes.

[Figure 5: http:/ /democrats.oversight.house.gov /images / stories | GrayMarketFigur
e5%283%29.pdf] In the same chain we have been discussing, you can see that the
third company was a pharmacy named Priority Healthcare. Rather than dispensing
the drug to a patient, this pharmacy sold it to a gray market wholesaler called Tri-
Med America, which then sold it down the line.

During our investigation, we discovered that Priority was actually a fake phar-
macy. It sold all of its drugs to Tri-Med and none to patients. We also discovered
that the owner of this pharmacy was married to the owner of Tri-Med, the gray
market wholesaler. State regulators found that the pharmacy committed numerous
violations of state law, and the wholesaler’s license has now been revoked.

Again, this was not an isolated incident. In North Carolina, for example, an indi-
vidual named Jessica Hoppe set up two companies—LTC Pharmacy and Inter-
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national Pharmaceuticals, a pharmacy and a wholesaler. But when state regulators
went to inspect these companies, this is what they found.

[Figure 6: hitp:/ /democrats.oversight.house.gov |images | stories | GrayMarketFigur
e6%283%29.pdf] They reported that LTC Pharmacy was “not an operating phar-
macy” and that “no dispensing has taken place since opening.” Licenses for both
companies have now been surrendered or denied. However, just last week, we
learned that the owner has now opened a new company, just under a different name
and in a different state.

Even legitimate pharmacies are being used by unscrupulous gray market compa-
nies to obtain access to shortage drugs. Gray market companies and their brokers
have been approaching pharmacies, asking them to buy drugs on their behalf, and
promising big profits in return. For example, an e-mail to one pharmacy said this:
“We guarantee our Pharmacies 20 percent or more every time.” Another e-mail en-
couraged a pharmacy to locate shortage drugs, saying this: “The more you find, the
more you make.”

Some gray market companies even duped pharmacies into believing that buying
shortage drugs for them would help needy patients obtain drugs faster, when in fact
all they were doing is artificially driving up prices.

The good news is that there is something we can do about this. In May, I intro-
duced legislation, and there are two provisions I would like to highlight. First, my
bill would prohibit wholesalers from buying drugs from pharmacies. There is no le-
gitimate reason for wholesalers to do this, and this is how many shortage drugs are
being diverted into the gray market.

Second, my bill would create a national wholesaler database that would allow
state boards of pharmacy to share information more easily. One of the biggest chal-
lenges state regulators face is monitoring enforcement actions in other states. We
have already found examples of gray marketers being shut down in one state only
to open their doors in another.

Let me close by emphasizing again why this investigation is so important. As
Brenda Frese said to me in her letter last year, this is a matter of life and death.
Nobody should be allowed to profiteer at the expense of patients by jacking up the
price of drugs in critically short supply. We're talking about kids with leukemia in
some cases—children with life-threatening illnesses—and these companies are tak-
ing advantage of them to boost their bottom-line.

I would like to thank Chairman Rockefeller and Chairman Harkin once again, as
well as your staffs. Without your direct involvement and your sustained leadership,
there is no way we would have uncovered as much as we did during this investiga-
tion. Thank you.

The CHAIRMAN. Thank you very much, Congressman Cummings.
You're a remarkable person, and we wish you well.

Again, I've never sort of done this before. So, again, I want to
apologize to my colleagues that were all sort of looking at me in
a slightly skeptical way. But, fortunately, we work on the seniority
system here, so there’s not much you can do about it.

[Laughter.]

The CHAIRMAN. However, now I want to go to John Coster, who
is Senior Vice President of Government Affairs and Director of the
NCIIDA, which is the National Community Pharmacists Association.

Please.

STATEMENT OF JOHN COSTER, Pu.D., R.PH.,, SENIOR VICE
PRESIDENT, GOVERNMENT AFFAIRS AND DIRECTOR, NCPA
ADVOCACY CENTER, NATIONAL COMMUNITY PHARMACISTS
ASSOCIATION

Dr. CosTER. Chairman Rockefeller, Senator Boozman, members
of the Senate Commerce Committee, I'm John Coster, Senior Vice
President of Government Affairs for the National Community Phar-
macists Association. I am also a licensed pharmacist in the states
of New York, Maryland, and Virginia. Thank you for conducting
this hearing and for allowing us to submit our views on this very
important and timely issue.
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NCPA represents the owners and operators of 23,000 inde-
pendent community pharmacies in the United States. We appre-
ciate your focusing this hearing on the issues surrounding the
shortages of prescription drugs. While most of the drug shortages
to date have been experienced by hospitals and other institutional
settings for injectable and infusion drugs, many community phar-
macies also experience daily shortages of vital prescription medica-
tions.

How do community pharmacies manage an inventory of thou-
sands of drug products on their shelves and also handle drug short-
ages? Pharmacy inventory is a function of many factors, including
local prescribing patterns and patient populations served. Phar-
macies do their very best to efficiently manage their inventories be-
cause drug products are very expensive.

A typical independent community pharmacy has a great deal of
capital invested in inventory items, likely hundreds of thousands of
dollars. Over 90 percent of the average independent pharmacy’s
dollar inventory is tied up in prescription products. However, the
last message a pharmacist wants to deliver to a patient standing
at the counter is that their drug is not in stock or, worse, tempo-
rarily unavailable.

The relationship between community pharmacies and their
wholesale distributors is one of critical importance to manage in-
ventory and prevent shortages. Community pharmacists rely heav-
ily on their wholesalers to ensure that they have the necessary ac-
cess to virtually all medications at all times in order to ensure that
their patients’ needs are met.

Most community pharmacies rely on a primary wholesaler to
meet the majority of their ongoing prescription drug needs. How-
ever, community pharmacies typically need to have at least one or
more backup or secondary wholesalers that they can call upon in
the event that there is a shortage.

Recently, there have been troubling reports of shell pharmacies,
fake pharmacies, paper pharmacies that seem to have been estab-
lished for the sole purpose of buying medications in short supply
from primary wholesalers in order to sell them to unethical sec-
ondary wholesalers. NCPA condemns these activities and applauds
the Committee for its investigative work in this area. No phar-
macy, whether fake or legitimate, should be in the business of act-
ing as a conduit to facilitate the activities of an illegitimate gray
market. These few pharmacies cast a pall over all the good commu-
nity pharmacies that do work in their communities.

It is our understanding that the Committee’s investigation fo-
cuses mainly on injectable and infusion drugs that are not typically
sold to or dispensed by community pharmacies. These aberrant
purchases by these pharmacies should have been a warning signal
to wholesalers selling these drugs that something could be wrong.

How was it that some of these pharmacies could open and oper-
ate in the first place? Typically, state boards conduct an onsite in-
vestigation of any new pharmacy. However, sometimes in certain
situations boards may issue a temporary license with the perma-
nent license withheld pending the results of an actual inspection.

Beyond the appreciated actions already taken by Congress to ad-
dress drug shortages in the recently enacted FDA bill, Congress
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continues to examine ways to further secure the supply chain. We
support these discussions and want to continue to serve as a re-
source on the best way to achieve these objectives in a seamless,
efficient, patient-oriented manner.

What practices do pharmacies currently use to address shortages
of medications? First, it is in the normal course of business that
community pharmacies return outdated or short-dated products to
wholesalers or distributors. We need a way to do this in order to
return product because of the significant amount of capital tied up
in these returns.

Second, at times, where permitted by law, pharmacies do sell in-
ventory to other pharmacies. For example, some state practice acts
allow retail pharmacies to sell a small amount of their inventory
in certain situations. Pharmacies will do this on occasion to allevi-
ate temporary shortages.

Finally, some states permit appropriate licensed pharmacy sales
to wholesalers. These sales are also permitted to alleviate a tem-
porary shortage of drugs. In surveying our members, however, we
have found very few that actually do this.

We want to work with the Committee to assure that community
pharmacies can continue to manage their inventories while being
able to meet their individual prescription drug needs. For example,
we support the implementation of Federal standards for wholesale
distributors. In addition, there should be greater emphasis on the
importance for all participants in the supply chain to perform their
due diligence with respect to business partners.

In conclusion, it is necessary for pharmacies to have options to
address temporary shortages in the marketplace. We urge Congress
to not take actions that might limit the ability of pharmacies to
take care of their patients. The primary and secondary wholesale
markets play an important role in ensuring that all patients have
seamless access to virtually all products they require. Having said
that, it is unethical for pharmacists to act as a conduit for the ille-
gitimate gray market, which is contrary to the goals of providing
the best patient care.

We appreciate the opportunity to provide our views to the Com-
mittee, and I look forward to answering any questions.

[The prepared statement of Dr. Coster follows:]

PREPARED STATEMENT OF JOHN COSTER, PH.D., R.PH., SENIOR VICE PRESIDENT,
GOVERNMENT AFFAIRS AND DIRECTOR, NCPA ADvVOCACY CENTER, NATIONAL
COMMUNITY PHARMACISTS ASSOCIATION

Chairman Rockefeller, Senator Boozman, and Members of the Senate Commerce
Committee. I am John Coster, Ph.D., R.Ph., Senior Vice President of Government
Affairs for the National Community Pharmacists Association. I am a licensed phar-
macist in the states of New York, Maryland, and Virginia. Thank you for conducting
this hearing and for allowing us to submit our views on this very important and
timely issue. NCPA represents the owners and operators of more than 23,000 inde-
pendent community pharmacies in the United States. Our members provide about
40 percent of all outpatient prescription drugs in the United States. We are also
major providers of pharmacy services to long term care and assisted living facilities.
Our members are also prevalent in urban and rural areas.

We appreciate your focusing this hearing on the issues surrounding the shortages
of prescription drugs. While most of the drug shortages to date have been experi-
enced by hospitals and other institutional settings for injectable and infusion drugs,
many community pharmacies also experience daily shortages of vital prescription
medications. In particular, recently there have been critical shortages of medications
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to treat ADD and ADHD. The newly enacted FDA law will take important steps to
help address these types of shortages, as well as require better coordination between
FDA and the Drug Enforcement Administration (DEA) on determining and updating
the quotas for the production of these medications. We appreciate the bipartisan
steps that Congress took to address this shortage situation.

Pharmacies Rely on Combination of Wholesalers

How do community pharmacies manage an inventory of the thousands of drug
products on their shelves and handle drug shortages? Pharmacy inventory is a func-
tion of many factors, including local prescribing patterns and the patient population
served. Pharmacies do their best to efficiently and effectively manage their inven-
tories because drug products are very expensive.

A typical independent community pharmacy has a great deal of capital invested
in inventory items, likely hundreds of thousands of dollars. Over 90 percent of the
average independent pharmacy’s dollar inventory is tied up in prescription products.
However, the last message a pharmacist wants to deliver to a patient standing at
the counter is that their drug is not in stock, or worse, is temporarily unavailable.

The relationship between community pharmacists and their wholesale distributors
is one of critical importance to manage inventory and prevent shortages. Commu-
nity pharmacists rely heavily on their wholesalers to ensure that they have the nec-
essary access to virtually all medications at all times in order to ensure that patient
needs are met. Most community pharmacists rely on a primary wholesaler to meet
the majority of their on-going prescription drug supply needs. However, community
pharmacists typically need to have at least one or more “back-up” or secondary dis-
tributors that they can call upon in the event that their primary distributor for
some reason cannot meet their needs at any particular time.

The term “primary wholesaler” generally describes entities that purchase the vast
majority of their product directly from drug manufacturers. This market is highly
concentrated, as the “big three” wholesalers generate approximately 85 percent of
all revenues from pharmaceutical wholesaling in the United States. Most manufac-
turers typically limit the number of entities that they will sell to directly and most
do not sell directly to smaller companies that are not interested in purchasing ex-
tremely large, bulk amounts

The term “secondary” wholesaler generally describes distributors that do not pur-
chase the majority of their products directly from a pharmaceutical manufacturer.
They often play an important role for patients and pharmacies by serving as a
“back-up” source of supply to pharmacies who may use a primary wholesaler for
their usual and expected day-to-day needs. They also provide necessary competition
for the primary wholesalers which helps keep costs down.

Illicit Activities by “Shell” Pharmacies and Gray Market Distributors
Unethical

Recently, there have been troubling reports of “shell pharmacies” or “paper phar-
macies” that seem to have been established for the sole purpose of buying medica-
tions in short supply from primary wholesalers in order to sell them to seemingly
unethical secondary wholesalers. NCPA condemns these activities and applauds the
Committee for its investigative work in this area. No pharmacy should be in the
iusiness of acting as a conduit to facilitate the activities of an illegitimate gray mar-

et.

It is our understanding that the Committee’s investigation focuses mainly on
injectable and infusion drugs that are not typically sold to or dispensed by most
community pharmacies. The aberrant purchases by these pharmacies should have
been a strong warning signal to wholesalers selling these drugs to these pharmacies
that something could be wrong.

How was it that these shell pharmacies could even open and operate in the first
place? Typically, state boards of pharmacy conduct an on-site inspection of any new
pharmacy; however, sometimes boards may issue a temporary license with the per-
manent license withheld pending the results of an actual inspection.

Efforts to Curb Unacceptable Practices Should Not Harm Patient Care

Beyond the actions already taken by Congress to address drug shortages in the
recently-enacted FDA bill, Congress continues to examine ways to furthers secure
the pharmaceutical supply chain. We support these discussions and want to con-
tinue to serve as a resource to Congress on the best ways to achieve these objectives
in a seamless, efficient, patient-oriented manner. What current practices allow phar-
macies to address shortages of medications to meet patient needs, while managing
their inventory?

First, it is in the normal course of business that community pharmacies return
outdated or short dated products to wholesalers or distributors, or products that
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were sent to the pharmacy in error. Pharmacies need a way to return products be-
cause of the significant amount of pharmacy capital tied up in these returns. We
appreciate that our business partners work with us on taking back these returns,
and we urge Congress to continue to allow us to return these products.

Second, at times, where permitted by law, community pharmacies do sell pharma-
ceutical products to other pharmacies. For example, some state pharmacy practice
laws allow retail pharmacies to sell a small amount of their inventory in certain sit-
uations. Pharmacies will do this on occasion to alleviate temporary shortages, to as-
sure that patients are able to receive needed drugs, or to assure that “short dated”
drugs will not be wasted before they expire. We believe that this is an appropriate
practice. This helps to facilitate the functioning of the market and helps to assure
timely and appropriate cost effective patient care. This is particularly important in
rural areas where daily wholesaler deliveries may be more sporadic.

Finally, some states permit pharmacy sales to wholesalers. These sales are per-
mitted to alleviate a temporary shortage of drugs. In surveying our members, how-
ever, we have found very few that hold both types of licenses. Having said that, we
think that this situation contrasts with the unethical practices found by the Com-
mittee where a pharmacy was knowingly buying short supply inventory it knew it
would not use and did not need, with the intended purpose of selling it into the ille-
gitimate gray market.

However, one of the options discussed to address the issues identified by the Com-
mittee is a potential prohibition of pharmacies selling drug products to wholesalers.
While this would appear to be a logical solution to the problem, we ask the Com-
mittee to carefully consider whether this option would have unintended con-
sequences for patients.

Supply Chain Partners Need to Know Their Customers

We would want to work with the Committee to assure that community phar-
macies can continue to manage their pharmaceutical inventories, while being able
to meet the prescription drug needs of individual patients, including in shortage sit-
uations.

For example, NCPA supports the implementation of Federal standards for whole-
sale distributors, as well as a proposed lot-level tracking system for prescription
drugs that will make it much easier to keep track of the purchase and sale of phar-
maceuticals. Uniformly raising the bar for all entities that wish to engage in this
line of business should provide a greater assurance for all participants in the supply
chain that they are doing business with a legitimate entity.

In addition, there should be greater emphasis on the importance for all partici-
pants in the supply chain to also perform their “due diligence” with respect to their
business partners. NCPA currently publishes a manual that provides assistance to
pharmacists who are seeking to open their own pharmacy and a portion of this doc-
ument deals with the selection of a wholesaler or wholesaler(s). The manual in-
cludes a list of questions that each pharmacy should ask before retaining the serv-
ices of any wholesaler. Notably, NCPA also stresses the fact that every pharmacy
needs to have more than one wholesaler “because no wholesaler can offer every
product that you may need to stock.”

In conclusion, it is necessary for pharmacies to have options to address temporary
shortages in the marketplace. We urge Congress to not take actions that might limit
the ability of pharmacies to take care of their patients. The primary and secondary
wholesaler markets both play an important role in ensuring that all patients have
seamless access to virtually any product that they may require.

Having said that, it is unethical for pharmacists to act as a conduit for the illegit-
imate gray market, which is contrary to the goal of providing the best patient care
at the lowest cost. Problems or questionable practices should certainly be inves-
tigated and addressed, but any solution needs to be carefully tailored so that the
pharmaceutical supply chain is not unduly disrupted and patients do not suffer due
to shortages that may occur. We appreciate the opportunity to provide our views to
the Committee and I look forward to answering any questions.

The CHAIRMAN. Thank you very much, Mr. Coster.
And now Mr. John Gray, who is President and CEO of
Healthcare Distribution Management Association.
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STATEMENT OF JOHN M. GRAY, PRESIDENT AND CEO,
HEALTHCARE DISTRIBUTION MANAGEMENT ASSOCIATION
(HDMA)

Mr. GrAy. Thank you. Good afternoon, Chairman Rockefeller,
Ranking Member Boozman, members of the Senate Commerce
Committee. I'm John Gray, President and CEO of the Healthcare
Distribution Management Association. I want to thank you for the
opportunity to come here and provide an overview of the pharma-
ceutical distribution system with respect to the critically important
issue of drug shortages.

We applaud the Committee’s efforts to address the shortage issue
and some of the resulting symptoms, including gray market diver-
sion of products in short supply. For purposes of the discussion
today, I'll reference a recent report from the Premier Healthcare
Alliance that defines the gray market as a parallel market that is,
quote, “unofficial, unauthorized, or unintended by the original man-
ufacturer,” end quote.

Given that context, and to distinguish HDMA members from the
gray market, I'll share with you information about the primary
pharmaceutical distribution industry. HDMA is the national asso-
ciation representing those primary healthcare distributors, which
we consider the vital link between manufacturers and providers in
our nation’s healthcare system.

Approximately 90 percent of all pharmaceutical product sales in
the United States today flow through HDMA’s 34 distributor mem-
bers. Each business day, HDMA member companies ensure that
more than nine million prescriptions and healthcare products from
more than 1,100 manufacturers are delivered safely and efficiently
to nearly 200,000 healthcare providers, which include pharmacies,
hospitals, nursing homes, clinics, and other healthcare entities.
Our provider customers generally place orders for prescription
medicines by 8 p.m. in the evening and receive deliveries from the
distributors the next morning.

Wholesale distribution is defined as, quote “the distribution of
prescription drugs to persons other than a consumer or a patient.”
HDMA members are these primary wholesalers. That is, our mem-
bers are predominantly Authorized Distributors of Record, as des-
ignated by the pharmaceutical companies themselves. Our mem-
bers purchase the majority of product directly from pharmaceutical
manufacturers and sell only to appropriately licensed healthcare
providers and entities.

In 1988, the Prescription Drug Marketing Act, PDMA, was en-
acted to increase safeguards in the drug distribution system by pre-
venting the introduction and retail sale of substandard, ineffective,
or counterfeit drugs. It has also helped define the pharmaceutical
distribution industry as we know it today. Our distributor members
operate in accordance with the requirements set forth in the PDMA
as well as licensing rules and standards in all 50 separate states.

HDMA and its members are strong advocates for increased
wholesale licensure standards and a uniform Federal pedigree sys-
tem to enhance the safety and security of the pharmaceutical sup-
ply chain. In addition to fundamentally addressing counterfeit and
diverted medicines, Federal pedigree, we believe, will be a major
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tool and useful in discouraging gray market activities associated
with drug products in short supply.

Effectively addressing the drug shortage problem is a difficult
and complex challenge for the entire healthcare community, in
large part because the shortage typically appears with little or no
warning and often requires significant resources to manage. HDMA
member companies are working hard to improve communications
within our supply chain and, where possible, to mitigate the impact
of these shortages.

Distributors do not manufacture the products, so we can do little
about the root causes of the shortages. However, we do play an im-
portant role in helping coordinate and share information about the
shortages when they arise. Distributors are typically notified of a
shortage by a manufacturer or provider partner.

Once that information is received, our distributors communicate
with their manufacturer partners about product availability to un-
derstand the scope and expected duration of the shortage. They
then work as quickly as possible with customers to fill orders, to
the extent they are able, based usually upon each customer’s his-
torical purchasing patterns. And, if necessary, distributors work
with customers and the manufacturers to identify alternative prod-
uct options.

HDMA, in collaboration with all its distributor members, manu-
facturers, and providers, recently completed voluntary industry
guidelines on improving communications with the supply chain in
the event of these kinds of shortages. We hope this effort, combined
with the enhanced wholesale licensure standards and a uniform
federal pedigree system, will contribute to the better management
of product shortage issues in the future.

HDMA is committed as an organization to work with the Con-
gress, all relevant regulatory agencies, and the entire supply chain
to develop the necessary collaborative solutions that mitigate the
impact of drug shortages and the impact that these have on the
most important stakeholder, our patients.

I thank you again for the invitation to participate, and I look for-
ward to the Committee’s questions. Thank you very much.

[The prepared statement of Mr. Gray follows:]

PREPARED STATEMENT OF JOHN M. GRAY, PRESIDENT AND CEO, HEALTHCARE
DISTRIBUTION MANAGEMENT ASSOCIATION

Good morning Chairman Rockefeller, Ranking Member Hutchison and Members
of the Senate Commerce Committee. I am John Gray, president and CEO of the
Healthcare Distribution Management Association (HDMA). Thank you for the op-
portunity to provide an overview of the pharmaceutical distribution system with re-
spect to the critically important issue of drug shortages.

We applaud the Committee’s efforts to address the drug shortage issue and some
o{ the resulting symptoms, including gray market diversion of products in short sup-
ply.

For the purposes of our discussion today I will reference a recent report from the
Premier Healthcare Alliance that defines the gray market as a parallel market,
“that is unofficial, unauthorized or unintended by the original manufacturer.” Given
that context, and to distinguish HDMA members from the gray market, I will share
with you information about the primary pharmaceutical distribution industry.

HDMA is the national association representing America’s primary healthcare dis-
tributors—the vital link between manufacturers and providers in our Nation’s
healthcare system. Approximately 90 percent of all pharmaceutical product sales in
the United States flow through HDMA’s 34 distributor members. Each business day,
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HDMA member companies ensure that more than nine million prescription medi-
cines and healthcare products from more than 1,100 manufacturers are delivered
safely and efficiently to nearly 200,000 healthcare providers including, pharmacies,
hospitals, nursing homes, clinics and other healthcare entities. Our provider cus-
tomers generally place orders for prescription medicines by 8 p.m. in the evening
and receive deliveries from their distributors the next morning.

Wholesale distribution is defined as the “distribution of prescription drugs to per-
sons other than a consumer or patient.” HDMA members are primary wholesalers,
that is our members are predominantly Authorized Distributors of Record (ADRs),
as designated by pharmaceutical manufacturers. Our members purchase the major-
ity of product directly from pharmaceutical manufacturers and sell only to appro-
priately licensed healthcare providers and entities.

In 1988, the Prescription Drug Marketing Act (PDMA) was enacted to increase
safeguards in the drug distribution system by preventing the introduction and retail
sale of substandard, ineffective or counterfeit drugs. It also helped define the phar-
maceutical distribution industry as we know it today. Our distributor members op-
erate in accordance with the requirements set forth in the PDMA, as well as licens-
ing rules and standards in all 50 states.

HDMA and its members are strong advocates for increased wholesaler licensure
standards and a uniform Federal pedigree system to enhance the safety and secu-
rity of the pharmaceutical supply chain. In addition to fundamentally addressing
counterfeit and diverted medicines, Federal pedigree may be a useful tool in discour-
aging gray market activities associated with drug products in short supply.

Effectively addressing a drug shortage is a difficult and complex challenge for the
entire healthcare community, in large part because a shortage typically appears
with little or no warning and often requires significant resources to manage. HDMA
member companies are working hard to improve communications within the supply
chain and, where possible, to mitigate the impact of drug shortages. Distributors do
not manufacture product and so can do little about the root causes of shortages.
However, distributors do play an important role by helping to coordinate and share
information about drug shortages when they arise.

Distributors are typically notified of a shortage by a manufacturer or provider
partner. Once information is received, distributors communicate with their manufac-
turer partners about product availability to understand the scope and expected du-
ration of any shortage. They then work as quickly as possible with their customers
to fill orders, to the extent they are able, usually based upon each customer’s histor-
ical purchasing patterns. If necessary, distributors work with customers and manu-
facturers to identify alternative product options.

HDMA, in collaboration with its distributor members, manufacturers and pro-
viders, recently completed voluntary industry guidelines on improving communica-
tion between supply chain partners in the event of a product shortage. We hope this
effort, in conjunction with enhanced wholesale licensure standards and a uniform
Federal pedigree system, will contribute to the better management of product short-
age issues in the future.

HDMA is committed to working with the Congress, all relevant regulatory agen-
cies and the entire supply chain to develop collaborative solutions that mitigate the
impact drug shortages have on the most important stakeholder: the patient.

I thank you again for the invitation to participate in this hearing and hope this
overview was valuable to the Committee as it explores this important and timely
topic.

The CHAIRMAN. Thank you very much, sir.
And, finally, Ms. Patricia Earl, who is the Industry Analyst for
the National Coalition of Pharmaceutical Distributors.

STATEMENT OF PATRICIA EARL, INDUSTRY ANALYST,
NATIONAL COALITION OF Izlﬁlélgll\;I)AéEUTICAL DISTRIBUTORS

Ms. EARL. Great. It’s great to be last. Good afternoon. I would
first like to thank Chairman Rockefeller, Senator Boozman, and
distinguished members of the Ccommittee for the Committee’s
strong leadership in addressing the critical problem of short-supply
prescription drugs in the supply chain. I have submitted a more
complete statement. But in this portion of my testimony, I would
like to discuss the issues you have brought to light.
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I have more than a quarter century of experience in the pharma-
ceutical supply chain and understand all sides of the distribution
model. In addition to my experience in the distribution industry, I
have served as an industry expert in Federal court proceedings in-
volving supply chain practices.

I'm here today to represent the views of the National Coalition
of Pharmaceutical Distributors, NCPD, and its members, which are
predominantly small and independent pharmaceutical companies. I
cannot emphasize enough the value that small, or secondary, phar-
maceutical distributors bring to the healthcare system. These orga-
nizations are there when no one else is, in the middle of the night,
on the weekends, and in remote parts of the country where no one
else wants to deliver because it’s not considered profitable.

As a result, small distributors help save lives every single day.
They save lives by making it their business to ensure that quality
medicines reach a patient in the safest, fastest, and most cost-effec-
tive way possible, no matter the time or location. Few others can
say the same thing. Their value is so profound that we have e-mail
after e-mail from customers, including the NIH, thanking them for
the help that they have provided to find medicine or deliver it at
the last minute to save a life and at a reasonable price, a function
primary wholesalers are simply not geared to perform.

Despite their value, small secondary distributors have come
under fire recently because few people really understand them or
have the time to see where they fit in the supply chain. The argu-
ments have ranged from accusations of price gouging to shifting
product between multiple companies as a means to increase profit
to working with fake pharmacies.

These allegations are not grounded in reality. What’s more, these
characterizations fail to reflect one basic fact of the market. There
are thousands of small distributors that work with hospitals across
the Nation. To remain competitive, they must comply with all laws,
follow pedigree and handling requirements to the letter, and still
offer an economical price point that allows for only a modest profit
margin. If they do anything else, they run the risk of permanently
losing a customer.

See, hospitals comparison shop. If they don’t like a price offered
by one company, they will call another. When it comes to working
with secondaries, healthcare providers don’t face the same restric-
tions they do with the big three wholesalers. They are free to move
their accounts elsewhere. This is a reality that every small dis-
tributor out there is well aware of. And they know that if they were
to engage in the types of activities you accuse them of, they would
not be in business very long.

As you learn more about this industry which represents less than
1 percent of all drugs bought and sold across the nation, you will
see that the activities being painted as nefarious actually have le-
gitimate and reasonable explanations. On the subject of price
gouging, or markups, secondary distributors pay the highest prices
for drugs in the entire U.S. supply chain, sometimes as much as
91 percent more than one of the big three wholesalers would ulti-
mately pay for the same product.

What’s more, many people look at a pedigree and compare the
cost the distributor paid for a drug to the price he sold it for and
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assume the entire amount was pocketed as profit. That’s the fur-
thest thing from the truth. Pedigrees do not show how much was
spent on things like shipping, which can be much more expensive
than the drug itself if the hospital needs it delivered overnight.

On the subject of several companies being involved in the han-
dling of a product, we are aware, Mr. Chairman, that you are in
possession of a handful of pedigrees that show multiple distributors
handled a product before it got to the patient. I do not know the
circumstances that led to these situations, so I can’t defend these
pedigrees specifically. But what I can say is that these incidents
are anomalies.

Our members work tirelessly to make sure that the route from
the distributor to the customer is as straight as possible, because
they want to get the product to those who need it as fast as pos-
sible, and because they know that they face stiff competition. Even
when a drug is in short supply, more than one distributor can get
it, and, as I said, hospitals comparison shop.

So for every one pedigree you find that shows multiple touch
points, we have literally tens of thousands of pedigrees that show
only one or two distributors were involved and with a nominal prof-
it realized. In fact, one NCPD distributor handles 1.2 million pedi-
grees every year. The handful of pedigrees in your possession do
not even equal one-tenth of 1 percent of the number of products he
handles in one year.

Finally, on the subject of fake pharmacies, by law, pharmacies
are allowed to sell a small portion, 5 percent or less, of their inven-
tory to distributors as long as they comply with state regulatory re-
quirements. In most cases, pharmacies take advantage of this law
to sell drugs that will expire within 90 days that they do not be-
lieve they can dispense in that timeframe.

Instead of letting them go to waste, many pharmacies will sell
the products to an authorized distributor, both small independent
companies as well as large wholesalers. The authorized distributor,
in turn, will sell it to a medical provider that can use it imme-
diately. Ultimately, this practice is a win-win. Drugs don’t go to
waste. Pharmacies don’t lose large quantities of money on products
that are expiring, and providers are able to get pharmaceuticals at
a discounted rate.

This is a legitimate and necessary practice and is not a fake
pharmacy. Our members will not work with fake pharmacies or
pharmacies that do not dispense drugs to patients and will report
them to the proper authorities when they encounter them.

That ends my oral presentation, and I urge you to read the more
comprehensive testimony that I submitted.

Thank you, Mr. Chairman, Senator Boozman, and members of
this Committee.

[The prepared statement of Ms. Earl follows:]

PREPARED STATEMENT OF PATRICIA EARL, INDUSTRY ANALYST,
NATIONAL COALITION OF PHARMACEUTICAL DISTRIBUTORS

Good afternoon, first I would like to thank Chairman Rockefeller, Ranking Mem-
ber Hutchison and distinguished Members of the Committee for the Committee’s
strong leadership in addressing the critical problem of short-supply prescription
drugs in the supply chain. The record shortage of drugs we are currently experi-
encing has had an adverse effect on the health and safety of communities across
the country, and is a contributing factor to rising healthcare costs.
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I am here today to represent the views that the National Coalition of Pharma-
ceutical Distributors (NCPD) and its members, which are predominantly small and
independent pharmaceutical distributors, have regarding the distribution of short-
supply prescription drugs and the role that the coalition’s members play in distrib-
uting the drugs in the U.S. supply chain. The three key issues presented in this
iiliscu_ssion are ones that NCPD believes the Committee has brought to light for this

earing.

I can offer this insight because I am an expert in the pharmaceutical distribution
supply chain, having spent more than twenty-six years in the industry, working
with large and small distributors as a senior executive on supply chain management
as it relates to hospitals and group purchasing contracts, as well as running dis-
tribution centers. My background has resulted in me being called as an expert wit-
ness in Federal court cases

Introduction

In recent months, there has been a great deal of controversy and speculation
swirling around the entire distribution chain offered by people who do not under-
stand or have first-hand knowledge of how the health care supply chain fits to-
gether. The issues raised fit into three basic categories:

1. So-called “price gouging” or mark-ups
2. Several companies being involved in the handling of a product
3. Fake pharmacies

I will address each of these objections in turn, but I wanted to start by helping
everyone here understand the various companies involved in supply chain manage-
ment.

Drug sales and distribution is a complex market with many key players, including
“primary” traditional wholesalers, who are members of HDMA, group purchasing or-
ganizations—otherwise known as (GPOs), and “secondary” distributors, members of
NCPD. All play a vital role in ensuring that quality medicines reach a patient in
the safest, fastest and most cost-effective way possible. Small distributors fill a gap
in the market, offering versatility and flexibility that primary distributors can’t pro-
vider while also serving less profitable rural regions of the country.

Role of Small Distributors—Filling A Gap

I cannot emphasize enough the value that small—or secondary—pharmaceutical
distributors bring to the health care system. These organizations are there when no
one else is—in the middle of the night, on the weekends and in remote parts of the
country where no one else wants to deliver because it’s not considered profitable.
As a result, small distributors help save lives every single day. They save lives by
making it their business to ensure that quality medicines reach a patient in the
safest, fastest and most cost-effective way possible—no matter the time or location.

Few others can say the same thing.

Their value is so profound that we have e-mail after e-mail from customers—in-
cluding the NIH—thanking them for the help they have provided to find medicine
or deliver it at the last minute to save a life (and at a reasonable price)—a function
primary distributors are simply just not geared to perform.

Our members do this work as part of long standing relationships they have with
health care providers in which they fill in the gaps when the primary has a drug
shortage. The secondary distribution industry primarily serves smaller medical fa-
cilities, doctor’s offices and pharmacies, many of which are found in rural or other
underserved locations around the country. As a practical matter, large distributors
are organized to take advantage of volume sales; therefore, they set prohibitively
high minimum monthly purchasing requirements for a health care provider to have
an account with them and they organize their supply network around major popu-
lation centers, where they are more likely to find facilities that meet their minimum
requirements. They are not well suited to cost-effectively distribute medication to
more remote locations.

This is where secondary distributors come in. Hospitals, health care centers and
pharmacies in rural locations and those too small to meet the minimums of large
distributors rely on secondary distributors to fill critical needs for life-saving medi-
cine. What’s more, every sector of the health care industry depends critically upon
secondary distributors because they act as the safety-net in times of national short-
ages to secure and distribute scarce drugs in short supply.

While they are crucial in getting life-saving drugs to critically ill patients, small
distributors are on an individual basis, one of the smallest customers of “traditional”
wholesalers. These same wholesalers do billions of dollars of sales to large hospitals,
but will not supply smaller clinics and facilities. In addition, small distributors are
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required to pay the highest acquisition cost offered in the U.S. supply chain, putting
them at a competitive disadvantage.

Despite their value, small, secondary distributors have come under fire recently
because few people really understand them or have taken the time to see where
they fit in the supply chain. The arguments have ranged from accusations of price
gouging to shifting product between multiple companies as a means to increase prof-
its to working with fake pharmacies.

These allegations are little more than character assassinations and are not
grounded in reality. What’s more, these characterizations fail to reflect one basic
fact of this market: There are thousands of small distributors that work with hos-
pitals across the Nation. To remain competitive, they must comply with all laws,
follow pedigree and handling requirements to the letter and still offer an economical
price point that allows for only a modest profit margin. If they do anything else,
they run the risk of permanently losing a customer.

That’s because hospitals comparison shop. If they don’t like a price offered by one
company, they will call another.

This is a reality that every small distributor out there is well aware of. And they
know that if they were to engage in the types of activities you accuse them of, they
would not be in business very long.

As you learn more about this industry you will see that the activities you are try-
ing to paint as nefarious actually have legitimate and reasonable explanations:

1. So-Called “Price Gouging” Or Mark-Ups

Drug prices are established on an intricate system that is far more complex than
most free markets. Manufacturers set a number of price points for a product, includ-
ing the Wholesale Acquisition Cost—or WAC—which is the lowest price at which
a wholesaler or distributor can buy the product. As with many markets, hospitals
and physicians can negotiate the price they are willing to pay for a drug. The more
product a hospital or doctor expects to use, the more power they have in securing
to negotiate a lower price. Neither large nor small distributors have the ability to
influence drug price negotiations. To secure the best prices for patients, most hos-
pitals belong to one of the major GPO’s, which leverage the strength of the collective
buying power of their members when negotiating contracts with manufacturers.
GPOs require hospitals to adhere to specific rules, such as select a primary whole-
saler—generally one of the Big3: McKesson, Cardinal or AmerisourceBergen—and
if their primary does not have a drug, they are prohibited from using another pri-
mary. Instead, they must contact their second-line—or “secondary—distributor to
supply their needs. Secondary distributors are able to work with all of the primary
wholesalers, plus their network of small distributors to locate and secure drugs,
even those that are in short-supply. Because small distributors are not restricted
by GPO contracts, they are able to use avenues that hospitals cannot, such as large
distributors that compete with the hospital’s primary wholesalers.

Small distributors have been inaccurately portrayed when it comes to the price
of products. As I noted before, secondary distributors pay the highest prices for
drugs in the entire U.S. supply chain—sometimes as much as 91 percent more than
one of the Big 3 would ultimately pay for the same product. What’s more, many peo-
ple will look at a pedigree and compare the cost a distributor paid for a drug to
the price he sold it for and assume the entire amount was pocketed as profit. That’s
the furthest thing from the truth. The reality is that the pedigree does not show
how much was spent on things like shipping, which can be much more expensive
than the drug itself if the hospital needs it delivered overnight.

As T said before, every small distributor knows that the hospitals they work with
are going to comparison shop. If a hospital doesn’t like the price that one secondary
distributor quotes to them, they will call another. Or, if they need it right away and
can’t risk losing it, they will buy it, but will find another secondary distributor to
work with moving forward. When it comes to working with secondaries, health care
providers do not face the restrictions they do with the Big 3. They are free to move
their account elsewhere, so secondary distributors have to remain competitive and
will often sacrifice their own profit margins to make sure they keep a customer.

2. Number of Companies Involved in Distribution of A Single Product

We are all aware, Mr. Chairman, that you are in possession of a handful of pedi-
grees that show multiple distributors handled a product before it made its way to
a patient. While I cannot defend these pedigrees specifically because I do not know
the circumstances that led to this situation, what I can say is that these incidents
are anomalies. Our members work tirelessly to make sure that the route from dis-
tributor to customer is as straight as possible. No detours, no additional mark-ups,
no changing of hands multiple times. Why? Because our members are concerned
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about making sure the products get to those who need it as fast as possible, and
because they know that they face stiff competition. Even when a drug is in a short-
age situation, more than one distributor will still be able to get it, and hospitals
comparison shop—looking for new ways to get the product at a lower price.

So, for every one pedigree you can find that shows multiple touch points, we have
literally thousands of pedigrees that show a straight line in which only one or two
distributors were involved with only a nominal profit realized. In fact, one dis-
tributor that I work with handles 1.2 million pedigrees every year—enough to
stretch more than 680 miles if laid end-to-end. And that’s just one distributor. The
handful that you have shown would not even equal one-tenth of 1 percent of what
the number of products he handles every single year.

His focus—and the focus of all of our members—is to provide much-needed prod-
ucts at the most competitive price they can while still making a modest profit. If
they did anything else, they would be out of business very quickly.

3. Fake Pharmacies

Under law, pharmacies are allowed to sell a small portion—5 percent or less—
of their inventory to distributors, as long as they comply with state regulatory re-
quirements. In most cases, pharmacies take advantage of this law to sell drugs that
will expire within 90 days that they do not believe they can dispense in that time-
frame. Instead of letting them go to waste, many pharmacies will sell the products
to an authorized distributor—both small, independent companies, as well as large
wholesalers—at a discounted rate. The authorized distributor, in turn, will sell it
to a hospital, medical clinic or physician office that can use it immediately.

Ultimately, this practice is a win-win—drugs don’t go to waste, pharmacies don’t
lose large quantities of money on products that are expiring and providers are able
to get pharmaceuticals at a discounted rate. This is a legitimate and necessary prac-
tice, and is not a fake pharmacy.

Unfortunately, there is a small group of people out there who have discovered this
and have set up a few “fake pharmacies” across the Nation. Fake pharmacies are
those that buy and sell pharmaceutical products, but do not actually dispense drugs
to patients. Let’s be clear here—dispensing pharmacies that exercise their right to
sell a small portion of their inventories are legitimate. Only those that do not dis-
pense drugs are fake pharmacies.

It is the position of the NCPD that fake pharmacies are detrimental to the integ-
rity of the entire health care supply chain. The coalition and its member companies
constantly looking for companies operating in the black market and report any com-
pany they believe is operating a fake pharmacy.

Further, it is the position of NCPD that legitimate pharmacies that sell a small
portion of inventory into the supply chain are working to ensure that every drug
in the supply chain is available to people in need and these operations should not
be under scrutiny.

Role That NCPD Members Played In Distributing Short-Supply Drugs

Much activity has driven these secondary relationships that have been the reali-
ties for the pharmaceutical supply chain during this period of increasing short-sup-
ply of critical drugs. One of the practical circumstances that have fed the expansion
of these relationships in the secondary distribution industry is the fact that this in-
dustry of small suppliers primarily serves as a safety-net or back-up supplier to all
hospitals, both large and small in the U.S. Add to that, the fact that this industry
is the primary supplier of all drugs to smaller medical facilities, doctor’s offices and
pharmacies. Despite their crucial role in getting life-saving drugs to critically ill pa-
tients, they are also on an individual basis, one of the smallest customers of the
“traditional” wholesalers that do billions of dollars of sales to these large hospitals
and are required to pay the highest acquisition cost offered in the U.S. supply chain.
As a practical matter, every sector of the healthcare industry depends critically
upon secondary distributors due to the fact that they act as the safety-net in times
of national shortages to secure and distribute scarce drugs in short supply.

During the protracted recent drug shortages, customers of the Big 3 wholesalers
were placed on product rationing based upon historical purchase volumes. For the
secondary distributors, who may by necessity have much smaller average monthly
purchase volumes, this often meant receiving only a handful of items each month
under rationing process—certainly not enough to satisfy the demands of the smaller
facilities who depend upon the secondary distribution industry. Importantly, it also
meant that secondary distributors were unable to meet the monthly purchasing
minimums required to maintain a Big 3 account (not to mention those direct manu-
facturer accounts with similar minimums). The Big 3, other large ADR distributors
and many manufacturers used the inability of secondary distributors to meet these
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minimums as the justification for broadly terminating or closing secondary distribu-
tor’s accounts during 2010, 2011 and 2012. The real impetus underlying these termi-
nations, however, appeared to be a desire of these larger entities to distance them-
selves from the widespread negative publicity about secondary distributors that had
been engendered by the media and other’s false and misleading report alleging
“price gouging.”

Despite losing their primary Big 3 accounts, the primary customer base and their
loyal, secondary customer base continued to need critical medications to treat their
patients. As a result secondary distributors found themselves clamoring to develop
new supplier relationships that could replace the loss of their Big 3 accounts and
ensure that these medications continued to be available for the health and welfare
of underlying patients. These practical realities, as much as anything, drove increas-
ing use by the secondary distribution industry of accepting short-supply drugs from
multiple distributor links reflected on a small number of pedigrees that have sur-
faced during this committee’s investigations. However, given that these secondary
suppliers do thousands for transactions per month leading to hundreds of thousands
on annual basis, only a handful of these transactions seem to have been outside
their normal distribution channels that in reality are pedigreed from the manufac-
turer . . . to an ADR wholesaler . . . to a distributor . . . to another distributor

. . and ultimately to the end dispenser.

Doing The Right Things

Many of the assertions made in recent reports include activities that are illegal
and would cause a small distributor to lose its license, but more importantly would
cause them to lose their loyal customers that support the business model of their
entire segment.

The NCPD members have stayed in business for the last 20 to 30 years (and even
longer for some) because they bring a valuable service to their loyal customers. They
know if they are perceived as “price gougers” and “profiteers”, they will not get re-
peat business and their goals depend on that customer coming back to them month-
in and month-out, not just in times of drug shortages. Again as a practical analysis
of this segment would show, primary wholesalers guarantee to supply 98 percent
of the non-backordered products 98 percent of the time, not 100 percent. Therefore,
the business model for secondary distributors depends on them doing the right
things, at the right times and keeping their customers coming back every month.

If the implications that these companies routinely charge prices that are in excess
of their usual and customary cost of the drugs plus a mark up that covers their
higher cost of ordering, receiving, handling, packaging, shipping and special delivery
that equates to their business model based on price gouging and profiteering, they
would not have repeat customers—nor would NCPD be standing here today defend-
ing that practice.

What we are saying is that drug sales and distribution is a complex market with
many key players and at times on the surface, an analysis will find the anomalies,
the special circumstances where higher mark-ups were passed from one distributor
to another or a cost averaging model is used to achieve an average net profit on
all items in certain categories. These selected examples are just samplings that re-
flect an example of what happens in a situation where a reaction to supply and de-
mand rarely has anything to do with suppliers taking advantage of customers, but
more to do with reacting to market conditions that included rationing, loss of access
to products from normal supply chain and finding a solution to getting a critically
needed product to fill a high demand request of a hospital that had a patient in
life-threatening situations.

NCPD represents the interests of small and independent reputable distributors.
All member distributors go through a thorough background check and must meet
all licensing standards. The NCPD and its members condemn all drug distribution
activities conducted by “gray market’ distributors including stealing and selling
drugs, setting up “fake” pharmacies, buying back drugs and reselling them, stock-
piling drugs that are needed, and gross “profiteering.” The NCPD is actively and
aggressively lobbying in support of the most comprehensive and stringent Federal
pedigree standard for the industry. As part of this, the NCPD has pushed for en-
hanced licensure standards and penalties for all distributors who fail to comply with
laws and standards.

The NCPD recommends that hospitals work with their trusted secondary dis-
tributor to fill needs that primary distributors may not be able to provide and to
report offers from a distributor they do not know or medicine that is offered at
priced well below or well above that offered by other distributors to regulatory agen-
cies.

Thank you Mr. Chairman, Ms. Ranking Member and members of this committee.
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Who is the NCPD?

Small, independent, reputable distributors that
are regulated by the FDA, the DEA and every
state in which we operate

Produce pedigrees for all Rx products distributed
— Range from 100,000 — 1,000,000 and more annually

Engage in current good manufacturing practices
— VAWD Certified through National Boards of Pharmacy

Provide heightened product quality assurance
— Follow same warehouse SOP and shipping as BIG3

NCPD members adhere to bright, black and white
regulations

Basic Principles of Supply and Demand

« The healthcare market is not immune to the basic
principles of supply and demand. Supply represents how
much the market can offer. The quantity supplied refers to
the amount of a certain drug manufacturers are willing to
supply when receiving a certain price. Price is a reflection
of the supply and the demand. When there is a shortage,
bad actors try to take advantage of the situation.

+« NCPD members do not engage in price gouging behavior
even though market conditions are ripe for it because they
know it is inherently bad business to “gouge” customers
that you want to come back and buy from you next week.

* You can't stay in business long unless your prices are fair

and competitive and that is how NCPD members have
done business with their long-standing relationships.
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Small Distributors Act in a Clearinghouse
Capacity to Fill the Gap for Shortages

* Dr. Scott Gottleib, former FDA Administrator gave
supporting testimony in Senate Finance Hearing on
12/7/2011 that this industry has been providing a
“clearinghouse to reallocate the finite stock of drugs
r%qraining when manufacturer has no supply to
s ’p-”‘

« They can react quickly when bottlenecks created by the
largest distributors are not able to supply.

« Certainly, “big” has advantages for the system, but to
unfairly drive small distributors out of the supply chain
will hurt providers and patients given the fact that they
have been the only reliable, licensed sources for
reallocating product in many life-saving situations.

2011Pharmaceutical Distribution Channel

$307B U.S. Product Supply Chain a*

Consumers

**See HDMA 2011-2012 Factbook & "The Role of Distributor in U.S. Healthcare Industry
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Drug Distribution is a Complex Market with Many Key Players

¥ AR

See The Role of Distributors in U.5. Healthcare Industry, A 2011 study prepared Booz & Company, HDMA 2011-12 Factbook

GRAY MARKET DRUG REFORM AND
TRANSPARENCY ACT of 2012

Drug distribution is a complex market with many key players.
Secondary distributors fill a gap that the large distributors can’t service.

Service less profitable rural regions and smaller providers that the large
players will not service (i.e. minimum $20,000 - $50,000 monthly).

Are required to pay much higher prices than large distributors which
often receive chargebacks and rebates under large GPO contracts.

Small distributors are “blocked/restricted” by the manufacturers and the
GPO’s from selling these contract items at the exclusive, often
artificially-loss leader contract pricing between GPO and selected
partners.

Comparing prices offered under GPO contracts to those offered by
small distributors is like comparing Walmart to the corner mom-and-pop
store.
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What is NCPD Trying to Accomplish?

NCPD supports federal pedigree legislation. Its members
are the only companies required to authenticate drugs and
pass pedigrees since 2006.

Supports the serialization of drugs for national track and
trace system both at lot level and with 2D bar codes. Many
of its members serialize drugs today for tracking and billing
purposes where distribution in small unit of use packs.

Actively lobbying since 2006 in support of stringent federal
licensure standards and penalties for those who fail to
comply with laws and standards

Condemns all activities by gray market including stealing
and selling drugs, “fake pharmacies” buying back drugs
and reselling them, stockpiling drugs that are needed and
gross “profiteering.”

Role of NCPD Member in Distributing
Short-Supply Drugs

Served as back-up, secondary, safety-net.

Many drugs were being rationed by manufacturers
and large wholesalers.

Member buys from same wholesalers.

They were rationed due to size and accounts
closed by wholesaler due to negative publicity.

They had to find new suppliers and use multiple
distributors when purchasing product for hospitals.

Accepted higher mark-ups on critical products in
order to fill the immediate need of a hospital.
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Pricing Perception is Not Reality

Small distributor does not “profiteer” and full analysis
data will dispel claims that price gouging is normal
business practice:

« Estimated revenues are about $13Mil.

+ Average net operating income is about 7.5%

* Average products shipped are 144,000 units yr.

» Average products with pedigrees 144,000 yr.

* Average cost of drugs is approximately $90 unit.

+ If mark-up was 200% per unit, would have net operating
profits in excess of $20 Mil.

* None of NCPD members have reported net operating
profits in excess of 10% of revenues. Many report losses.

NCPD Condemns Fake Pharmacies

* The NCPD does not support bad actors that create
fake pharmacies in order to buy drugs from large
wholesalers as a retail pharmacy and then resell
the products as an intra-company transfer that re-
distributes those same products into the U.S.
supply chain.

» This is not a legitimate industry practice that is
supported by the NCPD or its members.

« These incidents are not common practice and
should not be used to punish the companies that do

all the right things.
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Pharmacy - Distributor Five Percent Rule

» State laws vary broadly in implementing 5% rule.

« Some states will allow a combo license - retail
pharmacy/wholesale distributor license .

« NCPD and its members support all state laws
and licensing provisions and adhere to them.

» Practical reality of the drug rationing situations
during short-supply periods has driven some
distributors to utilize the 5% rule to acquire drugs
that were needed to meet their customer’s
needs in critical, life-threatening situations

We Oppose a “One-Touch” System

« NCPD opposes a “One-Touch” system which would
mandate that distributors only buy product from an original
manufacturer, such as Pfizer, Teva or J&J etc.

* One-touch would prevent distributors from buying products
from Authorized Distributors of Record such as
AmerisourceBergen, Cardinal or McKesson because the
product would be “touched twice” by two distributors
before it was sold to a hospital, clinic or physician’s office.

« NCPD members are small purchasers of pharmaceuticals
and large manufacturers use the Authorized Distributor of
Record (ADR) system to distribute products and require
that small distributors purchase from an ADR.
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Why Do We Oppose This System?

» This system will eliminate pharmaceutical
distributors and, in turn, preclude small clinics and
doctors’ offices from buying necessary medication.

* Moreover, eliminating pharmaceutical distributors
will add to the anti-competitiveness rampant in our
health care market.

It won't fix drug pricing concerns or cure the drug
shortage.

* |t would create an oligopoly, and you know
happens to prices when that happens.

Drug Prices — Price Gouging False Allegations

» Premier Healthcare Alliance’s Analysis “Navigating Drug
Shortages in American Healthcare™ March 20, 2011,
Coleen Cherico, et al. leveled an accusation at “gray
market” distributors (price gouging).

+ As a result of this report and a follow up article, Buyer
Beware Drug Shortages Opening Door to Price Gouging
by Mike Alkire, Premier Inc. Oct. 15, 2011, “the
secondary distributor industry is experiencing yet
another unjustified attack on the business integrity of
serving small, rural, underserved health care providers,
just like them.”

+ It is disingenuous for Premier to attack secondary
distributors, who must pay significantly higher prices for
the same drugs that Premier’'s exclusive distributors get
to sell at extraordinarily low contracted prices.
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Drug Prices — Deeper Background

Drug prices are established on an intricate system that is
far more complex than most free markets

Manufacturers set a number of price points for a product,
including Wholesale Acquisition Cost (WAC) — lowest
price a small distributor can buy the product

GPO'’s leverage collective buying power when
negotiating with the manufacturers

Large distributors buy at WAC and sell at GPO contract
then get reimbursed from manufacturers to make them
whole in transactions

Small distributors do not receive reimbursements from
manufacturers or GPO pricing even if they sell same
product to the exact same hospitals

Loss leaders by GPO who benefits from system is
distorting the market. Shortage appears, NCPD member
fills need and the appearance is worse than reality

Small Distributors Inaccurately Portrayed in
Price Gouging Accusations...

« The Premier “study” unscrupulously implies that all small distributors
are “gray market” because they charge exorbitant mark-ups.
Premier omitted the fact that their own exclusionary contracts forced
small distributors to pay the highest price from the manufacturers.

« The reality is that smaller pharmaceutical distributors in the U.S. are
legitimate, licensed, and highly regulated secondary suppliers to
hospitals that need expedited orders.

+ In fact, these secondary suppliers have provided a “safety-net” for
hospitals when the designated, exclusive primary wholesaler has
run short of critical drugs. In other words, when a product is in short
supply, secondary distributors fill orders at reasonable mark-ups that
are negotiated with their Iong-standing customers, but without the
advantage of the lower, negotiated GPO prices.

+ Distributors want repeat business. If seen as gougers, would not get
repeat orders. Normal course of business is modest mark-ups.
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Premier Reports Uses Threat Tactics to End
Business Relationships

« Small distributors buy up available supplies and offer to
see them to end purchasers at significantly higher prices

* Going after secondary distributors, now labeled as “gray
market” because they have been forced to deal with
“hard-to-find” medications.

« They have been labeled “gray market” companies
indicating that how they practice business is not illegal,
but may have a questionable business model.

* Unsubstantiated accusations are that they hoard
medications and prey on institutions desperate for these
medications.

* By selling these short supply meds at an exorbitantly
higher price than the usual contract price.

* Not the real story.

“Premier has not revised their numbers or
provided their analysis”

Premier submitted this statement on Nov. 29, 2011 to NCPD
when asked to put out a corrected press release...

"To compute the markups, we compared Premier’s contracted
price to the gray market price. In the case of Pharmaceutical
Commerce, the reporter asked whether markups were still
significant if they were compared to a vastly more expensive
metric — the Wholesale Acquisition Cost (WAC). We were
specifically asked if we still saw pricing gouging if we compared
the gray market price to WAC. WE DID.”

Even using much high WAC price comparison, we found the gray
market marking up propofol between 29% and 729%.

Premier stated “We deliberately did not use WAC as the
comparison in our report because hospitals do not pay WAC for
drug products. The calculations in our report are more reflective
of the added costs being passed to hospitals, consumers and
other payors by the gray market.”
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Premier Intentionally Distorted Facts

* The failure to use WAC in the comparison is misleading
because, as Premier knows since they created the
policy, secondary distributors must pay the actual WAC
price because of Premier’s monopolistic, exclusive
practices.

» To not acknowledge the fact that they ignored WAC is
leaving out an important, critical element of the analysis.
Secondary distributors must pay WAC and to ignore it is
an intentional distortion the facts.

+ It is disingenuous for Premier to attack small distributors,
who must pay significantly higher prices for the same
drugs that Premier’s exclusive distributors get to sell at
extraordinarily low contracted prices.

Effects of Anti-Competitive GPO
Practice Lessening Competition

* Manufacturers bid low
prices in exchange for sole
source GPO awards

* One supplier then corners
the market for multiple
years of contracts

« Artificial price controls drive
competition to discontinue

| that product

==|+ Limited distribution

conspires to drive drugs into

commodity exchanges

8|+ Attificially low pricing leads

to unnecessary shortages
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Propofol is the generic version of Diprivan, the
anesthetic drug used in Hospital Operation Rooms

Price: When No-Adverse Market On Major GPO

Supply Issue: Contracts
Manufacturer A Published Wholesale
Acquisition Cost (WAC) $5.60
GPO Contract Price $0.48
Discount off Published Wholesale
Acquisition Cost (WAC) $5.12
Percent Discount Savings 91.43%

Actual Pricing that a Small Distributor Pays for
Propofol when Purchasing for Normal Supply

Price Between Two Distributor Trading No GPO
Partners, i.e. an ADR to Distributor Contract
The WAC Price to Authorized Distributors $5.60
ADR Invoice Price to Small Distributor $6.60
Cost Plus Invoice Price to Distributor $1.00
Percent Markup on ADR to Distributor 17.86%
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Selling Price that a Small Distributor Offers to
Hospital at15% Markup on its Purchase Price

Market

Price If Market Supply Channel is Disrupted: Price
Small Distributor Acquisition Price from ADR $6.60
Sell Price to Hospital - Non GPO Eligible $9.25
Cost Plus Mark-up on Sale to Hospital $2.65
Percent Markup on Small Distributor Price 40.15%

This lllustration Shows a 40% Markup to Cover the
Costs of Picking, Packing, Handling and Shipping
Transactions for Propofol... $2.65 for all services

Cost Impact on hospital pricing as On vs. Off

reported to GPO:

Contract

GPO negotiated contract price on APP

product $0.48
Non-GPO authorized distributor sale at

WACH+ $9.25
Additional Cost to Purchase Off-Contract

Alternative $8.77
Cost Impact for hospital reporting to GPO 1827%
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Anti-Competitive Leveraging Disadvantage
to Small Distributors

Manufacturer limited contract price and
chargebacks to GPO-designated Wholesaler
ONLY.

Manufacturer and ADR set price to small
distributor.

Manufacturer and GPO restrict contract pricing to
ADR's only.

Non-GPO sale is WAC plus reasonable mark-up
by small distributor.

May include higher mark-up% for UPS Overnight,
special handling, hazardous, refrigerated.

Conclusion

NCPD members abide by bright black and white
regulations.

We condemn “gray market” activities and “fake
pharmacies” black market activities.

NCPD members would like to have level playing
field to access contract prices — especially in
times or national shortages.

We support the pedigree standard with
enhanced licensure standards and penalties for
distributors that fail to comply with laws and
standards.
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Thank you on behalf of NCPD for your time
and efforts to listen to the small distributors

/‘\'\ National
L Coalition of
Pharmaceutical
- Distributors

Prepared for NCPD by Industry Analyst:
Patricia Earl

About the Author

Patricia Earl, Principal and CEO, Secure Pharma
Distributor Network leverages more than twenty six (26)
years of senior executive pharmaceutical wholesale
distribution industry experience, primarily at
AmerisourceBergen to bridge large and small distributors
issues and manufacturers to small distributors contracts.

As an industry veteran, she is recognized as an SME in her

field and has served as an expert witness in recent federal

court cases involving pharmaceutical wholesale distribution
of counterfeit and adulterated drugs.

The CHAIRMAN. Thank you very much, Ms. Earl. And from my
point of view, you represent the gray market. From your point of
view, we're talking about just a few—I should tell you that we have
at least 300 pedigrees in our possession, and there are plenty more
where they came from.

Now, I want to—because we made life more difficult—to call first
upon Senator Klobuchar and then Senator Lautenberg and then
Senator Begich.
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STATEMENT OF HON. AMY KLOBUCHAR,
U.S. SENATOR FROM MINNESOTA

Senator KLOBUCHAR. Very nice. Thank you, Mr. Chairman, and
thank you to the witnesses here.

I got involved in this issue a few years ago and introduced the
first bill on this in the Senate on drug shortage. We had only a few
authors and got more and more support as we went on. Senator
Harkin agreed to do a hearing, and I think from there, we were
able to get the early notification requirements in place, and I thank
those of you who helped us with that issue. And this really came
from patients and pharmacists in my state—where we believe you
should always have excellent medical care, in Minnesota—that
came to me, and we were able to get this done.

But I thank the Chairman for continuing this fight and looking
at this critical issue of the gray market, which is clearly a major
part of the problem. It’'s bad enough that we have the shortages.
It’s even worse to think that there are people who are preying on
those shortages and making money off of them.

So my first question is of you, Ms. Herold. Distributors and phar-
macies all need to be licensed by the states that they practice in.
These licenses dictate the rules by which these companies and pro-
viders practice. California is known to have one of the most strin-
gent set of regulations when it comes to the prescription drug sup-
ply chain. Even with these rules, your testimony describes a situa-
tion where a wholesaler was able to recruit pharmacies to purchase
drugs in short supply and then divert them into the gray market.

Is the investigation you described in your testimony an unfortu-
nate anomaly, or is it a frequent occurrence? And how do you think
we should fix this?

Ms. HEROLD. I most certainly hope it is not a frequent occur-
rence. The difficulty we have with 6,200 pharmacies in the state,
400 million prescriptions dispensed within the state during the
course of a year, and 500 wholesalers, not to mention what’s com-
ing in from outside through mail order or other sources—it’s a busy
place. We only know what we know. And we exist for the bad 5
percent, let’s say, that can’t operate without having a regulator in
the space to assure that they follow laws, behave themselves, and
that the public safety is enhanced by the healthcare providers.

I don’t know. I will tell you that we have—I believe it’s three
other investigations involving the very same thing. We did not find
shell pharmacies in this case doing the kind of thing that your
committee and Mr. Cummings has found. But we do have shell
pharmacies that are bilking our state’s Medicaid program for mil-
lions of dollars. And when they go out and do an audit—surprise,
there’s no pharmacy there. Now, where those drugs go, we don’t
know, either.

Senator KLOBUCHAR. Thank you. I appreciate that and your
work.

Dr. Mayhaus, we have a hospital that spent in excess of $1.5 mil-
lion in extra fees for short-supply products and during the last year
had to assign three full time pharmacists to handle the sourcing,
shortage guidelines, alternatives, and communications around the
shortages. Can you talk about what you think this is costing your
hospital?
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Dr. MAYHAUS. I think we’ve spent about $100,000 only over the
last year. We've been very good in being able to maintain an ade-
quate supply of drugs. So from a dollar amount of cost of goods
sold, it’s only about that amount. We spend about 30 percent of our
technician time in overtime to manage the drug shortage issue.

Senator KLOBUCHAR. Thank you. And as you know, we have such
limited funds right now for care. I just don’t think we should be
spending it on that.

Ms. Earl, as with any industry, there are good actors and bad ac-
tors, and your testimony clearly defends the actions of the distribu-
tors. However, what we’re trying to do is to figure out how to ad-
dress the bad actors. We're clearly seeing, as Representative
Cummings’ chart showed and Senator Rockefeller’s investigation
has shown, that there are people that are gouging. How do you
think we weed out the bad actors from the good actors and get at
this problem?

Ms. EARL. You know, one of the aspects of our association, the
National Coalition of Pharmaceutical Distributors, is our distribu-
tors that are part of our organization all are licensed by the States’
Board of Pharmacies. They all work with the FDA if they need to
and the DEA. There’s a lot of regulations today that guide phar-
macies and that could be used to weed out the bad actors.

We do not support the bad actors, you know, the fake pharmacies
or anyone who does price gouge. We would just like the paint brush
that has been brushed against all small distributors, secondary dis-
tributors, to basically take into effect that there are a lot of—you
know, hundreds and thousands of small distributors that have been
working for 20 years, that they——

Senator KLOBUCHAR. You do acknowledge, though, if we see a
case of a 750 percent markup in cost that we have a problem.

Ms. EARL. Well, yes. I would say we have a problem. But I
wouldn’t say that just because you can look at a pedigree and an
invoice that you have found the root of that problem. You know,
we have distributors today that have given us some documentation
on some of the pedigrees that—when a hospital calls them—and I
will give you—you know, I will say thank you to Dr. Mayhaus. My
children go to that hospital.

But yesterday or Monday, when we were on the phone for this
hearing, getting ready for it, we had an e-mail come to five of our
distributors that work with his hospital looking for pharma-
ceuticals, you know, on a secondary basis. And our distributors do
that every day, and they do not price gouge, you know, in the rou-
tine normal business. Otherwise, they wouldn’t have repeat cus-
tomers, like Children’s Hospital of Cincinnati, come looking for
them.

However, there are a lot of complexities and abnormalities in the
way drugs are priced and the cost of shipping to receive an order.
The inbound shipping to get the order to be able to process it and
ship it out overnight to a hospital is sometimes 100 percent or even
more for that drug. And that’s not taken into effect on a lot of the
pedigrees that you're looking at, because you can’t see the actual
cost of the inbound freight.

Senator KLOBUCHAR. I have to turn my time over here to other
people. But, I mean, clearly, there must be some problem here
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when we're seeing these markups. Or you don’t see a problem at
all?

Ms. EARL. I see that there’s a problem in the way that the sys-
tem is designed today. First of all, for secondary distributors, for
the small distributors, because of the price that they do have to
pay, it is the highest price out there. You know, they don’t have
the advantage of being able to acquire and sell drugs at the lower
price that Dr. Mayhaus’s hospital is used to buying them at. So
they’ve got to buy them at a much higher price. And then they’ve
got to pay the cost of processing that drug and the freight to get
it there, because it’'s——

Senator KLOBUCHAR. OK. I just think we are dealing with a lot
more than the cost of the freight. And I will turn it over to my col-
league.

Thank you.

The CHAIRMAN. Thank you, Senator Klobuchar.

Senator Lautenberg.

STATEMENT OF HON. FRANK R. LAUTENBERG,
U.S. SENATOR FROM NEW JERSEY

Senator LAUTENBERG. Thanks, Mr. Chairman. When I think of
the situation that’s presented, it’s the equivalent of having a gun
pointed at a person and threatening their health at every turn and
seeing, apparently, a network that prospers with this kind of activ-
ity.

Ms. Earl, in your written testimony, you claim that your mem-
bers work tirelessly to make sure that the route from the dis-
tributor to the customer is as straight as possible. So you're saying
that the price differentials are fair. But this investigation shows
that drugs sometimes change hands half a dozen times before
reaching patients. Some of these companies never sell drugs to hos-
pitals or patients. They're effectively middle men. It’s like a trading
market.

How does having so many middle men benefit the patients?

Ms. EARL. I do want to say, you know, we do not support the
multiple transactions where it goes through multiple distributors
before it gets to the patient. In the norm, our distributors—you
know, most of our pedigrees, the thousands of pedigrees that we
have that are done, are usually between one or two. You’ll see one
or two distributors on there.

The multi-pedigrees that you’re seeing now are anomalies.
They’re extreme cases. I saw the one that’s up on the board there,
and, you know, the first several distributors in there—where you've
got five distributors in that chain outside of the manufacturer to
the large wholesaler to the pharmacy, you know, theyre not our
members. They’re not in our network.

So how that’s getting into their hands—I think we do need to
stop what’s happening on the fake pharmacies, the shell phar-
macies——

The CHAIRMAN. Then don’t say they’re anomalies. Cancer is an
anomaly, but it hurts, and it costs, and people die. So be straight
with us.

Excuse me, Senator Lautenberg.
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Senator LAUTENBERG. That’s all right, because the questions
here are being raised. I mean, is the gray marketplace a legitimate
part of a mechanism that sells material when they have it, and up-
ping the price, gouging the price? I've learned in this committee
that drugs can be marked up as much as 85 times their original
price.

Is it your testimony that a markup of that magnitude is justified
and appropriate?

Ms. EARL. I do not believe that a markup—I think that there’s
a lot more that goes into a markup than what you’re seeing.

Senator LAUTENBERG. Such as?

Ms. EARL. A markup is not all profit. A lot of that markup is ex-
pense that is incurred to acquire that drug and ship that drug.

Senator LAUTENBERG. Well, then, they’re part of a price-gouging
ring. I mean, if you're saying divide it up enough and everybody
gets a piece of it, that’s not so bad. But it’s what the final outcome
is that’s the distressing part of this.

Ms. EARL. Well, I didn’t say divide it up and everybody should
put a markup——

Senator LAUTENBERG. No, but I said it, because that’s the way
you frame it. You said that no one is making these gigantic profits,
or you intimate that no one is getting these gigantic profits. But,
nevertheless, there is this chain of people standing there, hands
out, taking a little nip in part of this.

And so you have to make up your mind. Is it justifiable that at
the end, the patient is there, begging for mercy, begging for life,
and having to pay an outrageous price? Now, you may not think
it’s outrageous, but I think the chairman was very clear to say that
it’s outrageous to the person who is, in many cases, breathlessly
awaiting the medication to arrive that they can afford.

Thanks, Mr. Chairman.

The CHAIRMAN. Thank you, Senator Lautenberg.

Senator Begich to be followed by Senator Thune.

STATEMENT OF HON. MARK BEGICH,
U.S. SENATOR FROM ALASKA

Senator BEGICH. Thank you very much, Mr. Chairman.

And, Senator Klobuchar, to answer your question, in Alaska, our
large medical hospital system has chosen to limit their activity, if
at all, with the gray market. But it costs another $15 million for
operations to deal with the pharmaceutical components of ensuring
where they get it and all the things—so just to add that as part
of your question to the individual here.

Ms. Earl, I'm struggling here with your testimony. Let me ask
you this. If the Committee gave you the list of the 300 folks, com-
panies, would you submit to us if any of those are your members?
I know associations like to hold their membership lists. So if we
give you a list, will you tell us if any of these are your members?
Yes or no? It’s not a complicated question.

Ms. EARL. I would ask my NCPD, and they would have to give
us permission to do that.

Senator BEGICH. OK. Mr. Chairman, I’d want to put that on the
record.
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Second, have you ever, out of your association, kicked someone
out for this type of activity?

Ms. EARL. I'm not aware.

Senator BEGICH. Have you ever kicked anyone out for any activi-
ties that might violate or come in question of their business prac-
tices?

Ms. EARL. I will tell you that before we take new members in,
we do vet the new——

Senator BEGICH. That’s not what I asked you.

Ms. EARL. I know that’s not what you asked me.

Senator BEGICH. So of members that are part of your organiza-
tion

Ms. EARL. I am not aware that we have kicked any members out.

Senator BEGICH. So all your members are perfect.

Ms. EARL. No. I'm not saying all of our members are perfect.

Senator BEGICH. Can I ask you for the record—I've got limited
time here, a very short time here. Can you provide to me or to the
Committee, however it works here, anybody within your organiza-
tion that has violated these types of issues—maybe law or ethi-
cally—that you just said this is not our practice—and submit that
to the Committee so we can understand how your organization
works?

Ms. EARL. I believe we have some members that would be willing
to share with you. But we haven’t seen the data, so I

Senator BEGICH. Well, that’s what I'm asking. Forget about the
report. What I'm asking you—you understand the problem. You
said here on the record that seldom do your folks have more than
one or two stops to the customer. OK? I'll take you at that, and so
show me the data. You must have lots of members who have never
done this, so just show me that.

We're asking you now for the data, because you don’t necessarily
like this data. So I want your data to prove differently. OK? That’s
my question.

I don’t know, Mr. Chairman. I'll just put that out there. I don’t
know what the right approach is.

Also, you made a comment, “We don’t price gouge in the normal
siﬁuation.” Now, I'm assuming you meant you don’t price gouge at
all.

Ms. EARL. I meant we do not price gouge. It is not a practice of
our members to price gouge. If they did, they would be out of busi-
ness and they wouldn’t, you know——

Senator BEGICH. Would they be out of your association?

Ms. EARL. If we had proof that they were price gougers.

Senator BEGICH. And let me just say this. As someone from Alas-
ka, I understand shipping, you know. We’re still not part of the
United States for some reason for some companies. So I'd buy your
argument for a certain point of the debate, but there’s no way, be-
cause thanks to Congress, we have bypass now that gets to every
village in our state at a reasonable rate to deliver products, espe-
cially pharmaceutical products. That’s why bypass mail is in place.

So we are the most expensive place to get products to, and, you
know, you’re shipping—pharmaceuticals are easy to ship. And
when you talk about overnight in the worse conditions and having
to deliver it to the hardest places in the country, Alaska is it. So
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I do not buy from a $7 product—and, again, this is one example—
to $600. I mean, you have to agree that there is a reasonableness
we have to have in the pricing of product. Yes?

Ms. EARL. Yes. I agree there’s a reasonable

Senator BEGICH. Do you believe in a standard—I don’t know if
this is the right question—but that we should be able to track the
pedigree through an electronic system, like FedEx can track every-
thing—I mean, the minute I place an order, within 15 seconds, I
know where that order is, to the time it gets delivered to my door
from a small company that I've ordered something from. Do you be-
lieve in that kind of tracking system?

Ms. EARL. Yes, we do. In fact, our association——

Senator BEGICH. So you support it.

Ms. EARL. Our association supports track-and-trace all the way
down to the unit level, which Ginny’s state is also supporting at
this point. Yes, I do believe that electronic track-and-trace is impor-
tant. Our association does.

Senator BEGICH. Mr. Chairman, I know my time is up here.

But I guess on the flip side, Ms. Earl, I do recognize there is a
need for some of these distributors in small amounts, because the
large ones do control a lot of the market. I understand that. And
your pricing question—I would encourage you, as many groups that
I have worked with—when I was mayor of Anchorage, small cities
joined together to create co-ops to buy products at a higher volume,
lower price. But put that aside. I recognize that there is a role.

But somehow we have to get at this, because, you know, you talk
about people angry, when I caught onto this issue, it wasn’t long—
I mean, I don’t know how many e-mails I've received from Alaskans
about drug shortages and pricing of the drug shortages. And for
people to take advantage of the situation is outrageous.

Now, maybe a small amount—the point is it’s still happening,
and we can argue at what degree it’s happening. But we need to
figure this out, because the supply chain of pharmaceutical goods
for health is critical. So I'll just leave it at that.

Mr. Chairman, thank you very much for allowing me a few min-
utes here.

The CHAIRMAN. Thank you, Senator Begich.

Senator Thune.

STATEMENT OF HON. JOHN THUNE,
U.S. SENATOR FROM SOUTH DAKOTA

Senator THUNE. Thank you, Mr. Chairman.

This issue does seem to be quite wrapped up in the issue of drug
shortages. And I serve on the Finance Committee with Senator
Rockefeller, as well, and the Finance Committee held a hearing
last fall on the topic of drug shortages. And one issue that came
up was the current pricing structure in Medicare for injectable
medications that uses average sales price. I'm wondering if any-
body would like to comment about whether you think that drug
shortage issues can be attributed in any way to the pricing struc-
ture within Medicare.

Dr. COSTER. Senator Thune, I can tell you from the community
pharmacy perspective that those reimbursements for products both
in Medicare and Medicaid come down. You tend to see some of the
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suppliers get driven out of the market, because as the pressure is
put on us, we try to put the pressure on them. And as they get
driven out of the market because of the pricing pressures, you will
see manufacturers leave the market, which may create a shortage
situation.

So we do think reimbursement policy in Medicare and Medicaid
can have a direct effect on, at least, pharmacies’ abilities to buy
certain medications, because if the manufacturers are not able to
recoup some of their investments and maintain all the processes
they need to comply with Federal regulations, they may just leave
the market or go out of business. So we agree that reimbursement
can have a direct impact on short-supply drugs.

Senator THUNE. And it also seems that part of the problem stems
from questions about the supply chain, which you've mentioned.
And I'm curious as to whether you could give your opinion on what
measures might be taken to tighten that supply chain. Does any-
body want to take a stab at that?

Ms. Herold?

Ms. HEROLD. In California, we have on the books—it will take ef-
fect in 2015 on a staggered basis out to 2017 and a half—an elec-
tronic pedigree requirement that must start with the manufac-
turer. Every change of ownership has to be certified into the elec-
tronic pedigree, and not only just the change of ownership. The
seller certifies into the pedigree that it sold the product to the spe-
cific buyer. The buyer specifically certifies to the seller that it’s
buying the product. That’s creating a chain of custody.

And, thus, when we, as a regulator, walk in and scan a product,
we can see everywhere that product has been. And if there should
be a gap in, suddenly, where the drug was acquired from, for exam-
ple, we know that the point prior to that is where the introduction
occurred. And so it allows us to police the distribution of drugs in
California as well as across the nation, because Federal regulators
are going to be looking at this, too, that they can use in investiga-
tions, because once that product goes across state lines, it’s very
difficult to track.

And there are rings of these things set up—much like what the
FBI did in New York last week. Those products are moving from
one location to another location, but almost always across multiple
stlate lines. So it’s virtually impossible to track them as a state reg-
ulator.

Senator THUNE. How many states have electronic pedigrees?

Ms. HEROLD. We are the only state that has the depth of the re-
quirement that we have. And it is a complex process——

Senator THUNE. Process to get there?

Ms. HEROLD. Yes, it really is. But without that—you need to put
the onus on each member of the supply chain to certify they are
a legitimate and ethical buyer, and you do that every time you buy
or sell a product, because without that, people will slip things in,
and you won’t be able to do anything about it. And, regrettably, it
needs to be done at the unit level, much like the FedEx tracking
is. You have to track every single one of those packages, or else you
don’t know where it is or where it’s been.

Senator THUNE. Anybody else?

Mr. Gray?
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Mr. GRAY. In our organization, we’ve been working with Ginny
for six or 7 years back to the development of the California law
and, most recently, at the direction of the Congress here, for a uni-
form Federal pedigree. Our position has been since the adoption of
California that what we need is a Federal system. It’'s not enough
to do something in California. Our members dealing in all 50 states
need some consistency in the business process by which we ship
drugs into every state.

And Florida, for example, has a completely different paper-based
pedigree system, quite different from California’s, but, nonetheless,
it’s a pedigree system. So we have been proponents of, hopefully,
getting the Congress to approve a national uniform pedigree sys-
tem and work out the technology requirements to do that.

But our members have been advocating this since 2004. And we
got perilously close a month ago. We’re not giving up the fight on
this one yet. We think this can have a large impact, just as Ginny
described, as far as how we can keep an eye on all six of those
steps and know where these drugs have been and whose hands
they’ve exchanged for security reasons as well as cost.

Senator THUNE. When did California put its pedigree system in?

Ms. HEROLD. Initially, 2004. Then it was pushed back with re-
spect to implementation four times. It started in 2007. It was then
moved via legislation to 2009. The Board pushed it to 2011, which
it did. And then, finally, in 2008, the current dates were estab-
lished on a staggered basis so the supply piece could come up in
stages. As the product moves through the supply chain, each stage
of that supply chain will have an opportunity to make sure their
component in it is working.

Senator THUNE. Great. | see my time has expired.

Thank you, Mr. Chairman.

Senator BoozMAN. Ms. Herold, I was impressed with your testi-
mony. It sounds like you are doing your very best to police a very
difficult situation. We appreciate the community pharmacies so
much. In places like West Virginia and Arkansas and much of the
country, that is the source of healthcare in very small communities.
That’s one of the most respected professions in the country.

We in Congress are at about 18 percent now. We’ve worked our
way up from 12. So, again, we do appreciate it. This is an impor-
tant hearing. But we shouldn’t lose sight of that.

In your testimony, it sounds like the activities that were going
on—and, again, I think Senator Rockefeller described them as des-
picable and things like that. We would all agree. But those were
illegal under the current statutes that exist, weren’t they? I mean,
it sounded like you got very aggressive and moved on them.

Ms. HEROLD. Our first pedigree law in 2004 included the very
provision that we’re prosecuting these pharmacies and the whole-
saler under—that you don’t want a pharmacy in the business of
wholesaling drugs. And when it gets over a nominal amount and
very limited to address a specific shortage, they've crossed over,
and profit becomes the motive, not healthcare. And when that oc-
c;llrs, that becomes a problem, and so we have—we are able to use
that.

The problem is in some cases, it’s the buyer, the hospital, phar-
macy, that has to buy those drugs. It has no way of knowing where
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that product has been. And we do not believe that a paper pedigree
is a complete solution, because how do you know this piece of paper
goes to that bottle?

Senator BoozMAaN. The pedigree—was that put in place for $2
injectables to treat cancer, or was that more put in place for the
tremendous problem that we’ve got now with prescription pain kill-
ers and things like that?

Ms. HEROLD. It was actually put in place because patients would
go to California pharmacies with a legitimate prescription and
often for AIDS or cancer drugs and walk out with a fake drug, be-
cause the drug was very valuable. And we couldn’t detect where
this product came from with any certainty, and we couldn’t pros-
ecute at a level we needed to to ensure the safety of the California
public. So every single product, whether it’s $1 or $6,000 a dose—
that product itself has to be pedigreed, with a few exceptions, but
pretty much every single unit.

Senator BoozMAN. Right. And, again, what I'm trying to do is get
at the root of the problem, not to address, really, Dr. Mayhaus’s
problem so much of the $1 or $2 drugs that it seems like are so
cheap now—they’ve been around forever—that it’s simply—because
of the fact that Medicare and, thus, insurance companies will only
pay so much, it gets to the point it’s not profitable to make them.

The other problem that I see is if we add another layer—and,
again, you guys are doing such a good job in California, and we
could encourage the other states. My fear is if we layer more regu-
lation and more hassle on the pharmacists, that increases their
cost to the point where they don’t want to fool with them because
they are such low priced drugs.

Dr. Mayhaus, when you get in these terrible situations, you
know, where you’re trying to supply medicines to your oncologists
in treating these kids, when you reach out to people, what percent-
age do you feel like are people that are acting in good faith, you
know, really busting their tails, trying to get out, to call around
and see where the drugs are available, as opposed to the kind of
people that we’d like to get rid of?

Dr. MavyHAUS. We would definitely prefer 100 percent of our
drugs to come through our primary wholesaler. And as I stated in
my testimony, when we determine there’s a shortage and we run
through our mitigation plan and there’s no drug in the market,
then we do sometimes call the alternative wholesalers to see if they
have a market for that. But we have paid an exorbitant amount
of money for some of those drugs.

The Cytarabine situation that I described earlier—our cost was
about $12 through our buying group, and we did pay $966 for that.
We bought six doses of that drug. It was for one particular patient,
and if that patient would not have received Cytarabine, we believe
that the outcome of that patient would have suffered.

Senator BOOZMAN. Again, I'm glad that you mentioned that
story, because that highlights the terrible problem that we've got
and the problem that you face. I guess what I'm wondering is if we
get rid of all of the secondary folks, are you still going to face that
problem or not?

Dr. MAYHAUS. I believe that the drugs will be available in the
primary wholesaler. So if the drug is there, the primary wholesaler
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or those distributors should have the drug and not the alternative
wholesaler.

Senator BoozMAN. So you feel like the alternative wholesalers
are stocking the drug to the extent that it’s causing a shortage.

Dr. MAYHAUS. I do not think that, no. I think the drug is short,
and somehow they react to the market. I'm not sure how that hap-
pens, but they tend to get the drug sometimes before we even know
there’s a shortage. But they are not causing the shortage of the
drugs, no.

Senator BoozZMAN. Good. And, again, I guess my point is that we
can address this problem and we should. I'd like to see the state
boards address it—and, again, the pedigrees—for lots of reasons, in
the sense of the other problems that we’re dealing with with pre-
scription drugs, pain killers, you know, things like that, which
would greatly help in that regard.

But I think we’re misleading ourselves if we feel that dealing
with the secondary issue, which needs to be dealt with for other
reasons—to me, it’s like a big football game. If West Virginia and
Arkansas were playing, and we were both undefeated, you're going
to have scalping because you’re going to have a shortage of tickets.

So, hopefully, we can work together to make it such—if we can
deal with this without overregulating—but also make it so that
you’re not put in a position where you've got some child that des-
perately needs care and youre faced with an $8 drug or whatever,
paying $900 for it.

Thank you, Mr. Chair.

The CHAIRMAN. Thank you very much, Senator Boozman. Ms.
Herold, you don’t have this situation in California?

Ms. HEROLD. Actually, we do. But, as I said, we have not found
the shell pharmacies operating in this realm, but, regrettably, we
have pharmacies that are buying drugs at the behest of a sec-
ondary wholesaler. The pharmacy is buying the full allocation
available to it from that wholesaler, and if it can, it will buy mul-
tiple times from that primary wholesaler so that it can maximize
the amount of drug.

They were told in a face-to-face meeting with the sales agent
from the wholesaler—and I can’t call it anything else but a sales
agent—that “we will pay you 10 percent over invoice, but you are
helping alleviate a shortage. Patients are desperate, providers are
desperate, and you can help.”

The CHAIRMAN. But I'm reading here that you have a new law
in California that will prevent these abuses.

Ms. HEROLD. It won’t prevent them. It allows us to discipline
when we identify them.

The CHAIRMAN. And when you discipline them, what does that
mean?

Ms. HEROLD. Well, in this particular case, it means we cited and
fined up to $70,000 the pharmacies, each, for their behavior. We
cited and fined the pharmacists in charge, and, in many cases,
they’re going to be required to take a 20-hour ethics course so this
does not occur. And with the wholesaler, that’s still currently under
investigation. We have not disciplined the wholesaler yet.
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The CHAIRMAN. So whether it’s an anomaly or not, if it’s just 1
percent or 2 percent or 3 percent, whatever, you treat it seriously,
and you find them and find ways to try to stop them.

Ms. HErOLD. I don’t think we would become involved with a 1
percent or a 2 percent over invoice that they bought from the phar-
macy and then——

The CHAIRMAN. No. I mean of the total pharmacy population.

Ms. HEROLD. Yes. We don’t believe it’s everyone.

The CHAIRMAN. I know it isn’t everyone. But for those who it
does affect, you have in whatever your new law is ways to find
them and to discourage them from doing that, because they'’re
often—the wife may be the distributor and the husband may be the
pharmacist. Right?

Ms. HErROLD. We found exactly what your results of the Com-
mittee was in our investigations. And, early on, we reached out to
Mr. Cummings, because at the same time he initiated his, we were
doing ours, and we found pretty much the same thing. The only
thing different was they were different players.

The CHAIRMAN. Very well. We are meant to have a vote starting
now, which means we’d better head down.

Mr. Coster, you worked together with David Pryor, didn’t you?

Dr. CosTER. I did, Senator, many years ago, and with many of
your staff as well.

The CHAIRMAN. I did get a letter a week ago. I wrote him back
two nights ago. He’s well.

Dr. CosTER. He’s doing well? Thank you.

The CHAIRMAN. Yes.

Dr. COSTER. He’s a great man.

The CHAIRMAN. A great influence on my life.

I want to thank you all. One thing I regret about this hearing
is that there was so much—so many questions were addressed to
Ms. Earl, because it means that we didn’t—I mean, for example,
Dr. Mayhaus, there’s a whole bunch of questions I would have
liked to have asked you. And you don’t really have a problem, so
to speak. You always have what you need on hand, and that bears
investigation, as to how you manage a hospital successfully like
that.

But, anyway, hearings are what hearings are. And in this case,
what we're trying to do—we’re an oversight and investigations
committee here, in terms of this particular hearing. And we'’re try-
ing to root out bad behavior and disallow bad behavior. We’ve done
that with the health insurance industry, and, as a result of that,
they have now refunded about $4 billion of what they thought they
could get away with charging to the premium payers.

So, anyway, that’s what we do. And I very much appreciate you
all taking the time to be here, and I'm sorry we didn’t do the ques-
tioning more thoughtfully. No, that’s not what I mean. Well, we’ll
leave it at that.

The hearing is adjourned.

[Whereupon, at 4:10 p.m., the hearing was adjourned.]
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PREPARED STATEMENT OF ALLAN COUKELL, DIRECTOR, MEDICAL PROGRAMS,
PEw HEALTH GROUP, THE PEW CHARITABLE TRUSTS

Chairman Rockefeller, Ranking Member Hutchison, and members of the Com-
merce Committee, thank you for the opportunity to present testimony. I thank you
for holding this hearing and for your efforts to reveal and address risks to our phar-
maceutical supply.

Through research and analysis, the Pew Health Group seeks to improve the
health and well-being of all Americans by reducing unnecessary risks to the safety
of medical and other consumer products and supporting medical innovation.

The focus of my testimony today is the drug distribution system—the weaknesses
in the system and the risks of counterfeit and stolen drugs.

In July of 2011, Pew released a report entitled “After Heparin: Protecting Con-
sumers from the Risks of Substandard and Counterfeit Drugs.”! The report, which
underwent extensive external review, was based upon information from regulatory
and public documents, peer-reviewed journal articles and interviews with dozens of
supply chain experts from numerous perspectives. It was informed by a two-day con-
ference we hosted in March 2011 that included representatives of brand and generic
pharmaceutical manufacturers, active drug ingredient makers, major and secondary
pharmaceutical wholesalers, chain and independent pharmacies, consumer and
health professional organizations, the U.S. Food and Drug Administration (FDA),
state regulators and independent supply chain experts.

In our report we explain that numerous entities are involved in drug distribution,
and the routes to market are not always simple. Drugs can be bought and sold by
one wholesaler or by many before reaching a pharmacy. Drugs may be traded be-
tween distributors, and may travel back from distributors and pharmacies in local
markets to major wholesalers through sales or returns before ultimately reaching
patients. Some drugs travel through repackagers; some are transported by third-
party logistics providers who do not actually purchase the drug; that is, the physical
movement of drugs does not always conform to transfers of ownership, further com-
plicating drug tracking. This potential for complexity is not inherently problematic,
but }?bsint sufficient safeguards bad actors are able to take advantage of weak links
in the chain.

Risks to the Drug Distribution System

One of our key findings is that incidents of counterfeiting and drug diversion in
this country—while thankfully far less common here than in other parts of the
world—are a matter of serious concern.

Just last week, on July 17th, the U.S. Attorney for the Southern District of New
York charged 48 individuals in a large-scale criminal scheme to buy prescription
drugs “on the street” from patients, re-package them and re-sell them back into dis-
tribution through licensed pharmaceutical wholesalers, who in turn sold the drugs
to pharmacies.2

The scheme included medicines for HIV, schizophrenia, and asthma. If the patient
labeling was apparent, the criminals would use solvents to remove it. If the medi-
cine’s label was damaged or said the drugs were expired, a new, fake label would
be printed and applied.3

1Pew Health Group. “After Heparin: Protecting Consumers from the Risks of Substandard
and Counterfeit Drugs.” (2011) http:/ /www.prescriptionproject.org /after heparin _report.

2United States Attorney’s Office, Southern District of New York. Manhattan U.S. Attorney
Announces Charges Against 48 Individuals in Massive Medicaid Fraud Scheme Involving the
Diversion and Trafficking of Prescription Drugs. July 17, 2012. http:/ /www.justice.gov /usao/
nys [ pressreleases [ july12 [ prescriptiondrugs.html. Accessed July 20, 2012.

3United States Attorney’s Office, Southern District of New York. Manhattan U.S. Attorney
Announces Charges Against 48 Individuals in Massive Medicaid Fraud Scheme Involving the
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This scheme cost the Medicaid program an estimated half-billion dollars. But this
crime is also a serious patient safety issue. Drugs were allegedly stored in inappro-
priate, sometimes egregious conditions. In some cases pills were removed from the
bottles and handled loose “—creating a risk for contamination. Disturbingly, we do
not know the frequency and extent of crimes like this, but numerous, similar exam-
ples have been brought to light over the past decade.

The United States currently has no national system to detect or prevent such inci-
dents. The U.S. pharmaceutical distribution system is sometimes described as a
“closed” system, meaning that it is not legal to import drugs that were not manufac-
tured for the U.S. market. However, the system is not closed in the sense that we
have over a thousand individual licensed wholesalers, large and small, providing
multiple points of entry to the legitimate distribution system. Sometimes medicines
are bought and sold numerous times before reaching a pharmacy. Today we have
learned about cases where pharmacies are not the last stop in the supply chain, sell-
ing drugs to wholesalers for further distribution.

Legitimate companies—manufacturers, wholesalers, and pharmacies—work to-
gether to keep drug distribution safe, secure and efficient. But bad actors exist that
are willing to take advantage of supply chain weaknesses for profit.

A few additional examples will help to illustrate the nature of the risks.

In another series of arrests this spring, the New York Attorney General an-
nounced that a pharmacy in New York had allegedly accepted bribes to purchase
drugs sourced from the black market worth over $247 million from shell companies.?

Another threat is drug theft. In 2009, thieves stole a tractor-trailer containing
129,000 vials of insulin. This drug, which needs to be refrigerated, disappeared for
a number of months before being sold back into distribution.® While most of the sto-
len drug was never recovered, the FDA has said that some of it was found at retail
chain pharmacies in Texas, Georgia and Kentucky, having passed through the
hands of licensed wholesalers in at least two other states.?

In another case, thieves stole $75 million worth of pharmaceuticals from an Eli
Lilly warehouse in Connecticut. It was a sophisticated operation, the largest dollar-
value loss from a warehouse in U.S. history.® The theft was in 2010. Just this
spring, those stolen drugs were discovered stored in South Florida.® One investi-
gator who spoke at the Pew conference and who is an expert in pharmaceutical dis-
tribution crime believes that a scheme of drug thieves is to steal the product then
hold it, hidden, for a year or two, letting the alarm die down before selling it back
in to the system.

Finally, we have incidents of outright counterfeits reaching unsuspecting Amer-
ican patients. This spring cancer patients in the U.S. were exposed to counterfeit
Avastin®—a critical chemotherapy agent used to treat numerous types of the dis-
ease. In 2001, counterfeit Serostim®, a human growth hormone used to treat AIDS-
related wasting, was found in at least seven states and passed through multiple

Diversion and Trafficking of Prescription Drugs. July 17, 2012. hétp:/ /www.justice.gov /usao/
nys [ pressreleases [ july12 [ prescriptiondrugs.html. Accessed July 20, 2012.

4United States Attorney’s Office, Southern District of New York. Manhattan U.S. Attorney
Announces Charges Against 48 Individuals in Massive Medicaid Fraud Scheme Involving the
Diversion and Trafficking of Prescription Drugs. July 17, 2012. hétp:/ /www.justice.gov/usao/
nys/pressreleases [ july12 [ prescriptiondrugs.html. Accessed July 20, 2012.

5New York State Office of the Attorney General. A.G. Schneiderman Announces Arrests In
$274 Million Black Market Prescription Drug Operation. April 4, 2012. http:/ /www.ag.ny.gov/
press-release | ag-schneiderman-announces-arrests-274-million-black-market-prescription-drug-op-
eration. Accessed July 20, 2012.

6U.S. Food and Drug Administration. Update to FDA Alert About Stolen Insulin. August 26,
2009. http:/ /www.fda.gov | ForConsumers | ConsumerUpdates | ucm180320.htm. Accessed Novem-
ber 12, 2010.

7Ciolek, Michelle M., Special Agent, Office of Criminal Investigations, U.S. Food and Drug
Administration. Affidavit in support of search warrant. July 21, 2009. USA v. Altec Medical Inc.
and RX Healthcare Inc. Document number: 8:09—cr—00814—-WMC.

8Forsaith, Chuck. Corporate Director, Supply Chain Security, Purdue Pharma L.P. “Cargo
Theft.” Presentation, 2010 PDA/FDA Pharmaceutical Supply Chain Workshop. Bethesda, MD.
April 26-28, 2010.

9United States Attorney’s Office, Southern District of Florida. Eleven Indicted in Pharma-
ceutical Thefts. May 3, 2012. http:/ /www.justice.gov /usao/fls/PressReleases/120503-01.html.
Accessed July 20, 2012.
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wholesalers.10 11 12 EMD Serono, the manufacturer of Serostim,® has since put in
place a secured distribution program, with a unique serial number assigned to each
vial that must be verified by the dispensing pharmacy.!3 It is an example of how
drug distribution security can, and should, be improved.

Finally, your own investigation highlights the potential of the drug shortage crisis
to exacerbate existing supply chain weaknesses. When a pharmacy or hospital can’t
obtain an essential drug from usual channels, they may purchase from unfamiliar
sources. This supply chain flexibility is a good thing, and secondary wholesalers play
an important role in optimizing distribution. But it also creates an opportunity for
bad actors to introduce illegitimate product. We currently lack national standards
for wholesaler licensure. Any such standards should address pharmacies that func-
tion as de facto wholesalers.

A National Serialization and Traceability System to Secure Distribution

The United States lacks strong uniform national standards for licensure of phar-
maceutical wholesalers, and we lack a standard system for companies to keep track
of our pharmaceuticals during distribution. There is currently no way to check
whether an individual vial or bottle is authentic or counterfeit.

Some state laws exist. California has put in statute a comprehensive system that
would require manufacturers to put a serial number on each bottle or vial, and
would require wholesalers and pharmacies to check the drugs they buy and sell to
ensure they are authentic. California’s law is scheduled to come into effect three
years from now. Despite the strength of the law, a patchwork of state requirements
is not ideal either for companies or for consumers.

Congress is now considering Federal requirements for drug distribution security.
However a national standard that preempts state laws like California’s must not re-
place them with a weaker standard, especially one that would not prevent patients
from receiving the kind of stolen and counterfeit drugs I have just described.

To protect patients, a system must include the following two components:

1. Unit-level Traceability

The key to improved security of drug distribution is knowing who handles the
drugs as they move from manufacturer, through a succession of wholesalers, to the
pharmacy or hospital and, ultimately, the patient.

Some have proposed a system to track drugs by the lot number, but a lot can con-
tain numerous cases of many thousands of individual bottles or packs of vials. Each
case or vial may be sold separately, and tracking by lot does not allow industry or
regulators to ever know who bought and sold a given drug through distribution.

Maintaining data about lots may provide an incremental benefit over the status
quo, but it would fail to catch unsafe drugs in many scenarios.

For example, if a bad-acting pharmacy agrees to sell expensive injectables out the
back door to drug diverters, regulators that discover those drugs will not be able
to tell where the vials left the legitimate system. They will only know the lot num-
ber—and this lot of drugs could have traveled through multiple distributors and
reached multiple pharmacies.

Also, if part of a lot is stolen and illicitly reintroduced into commerce, a phar-
macist or patient will have no way to tell if the product on their shelf is com-
promised. However if unit-level data is kept, specific stolen unit serials could be
identified. Even if manufacturers are willing to recall an entire lot when only part
is stolen, shortage situations create a compelling public health argument that re-
calls be as targeted as possible.

Today, some companies are required to track a drug’s transaction history through
paper “pedigrees”. An electronic system would be a welcome replacement to this
paper-based paradigm—Congress should certainly not replace pedigrees with a
structure that does less to capture chain of custody than today’s imperfect system.

10 Serono, Inc. Serostim [somatropin (rDNA origin) for injection]. Press Release, January 2001.
http: | www.fda.gov | Safety | MedWatch / SafetyInformation |
SafetyAlertsforHumanMedicalProducts | ucm173895.htm. Accessed February 17, 2011.

110tto, Alex. Counterfeit Serostim Found Nationwide. Pharmacy Today. American Phar-
macists Association. March 1, 2001. http:/ /www.medscape.com [viewarticle/406804. Accessed
October 13, 2010.

12 Dutchess Business Services Inc. v. Nevada State Board of Pharmacy. No. 46345.
September 11, 2008. hitp://caselaw.findlaw.com | nv-supreme-court/1219556.html. Accessed
February 17, 2011.

13Williamson, Joyce P. Statement of Serono before the task force on drug importation. hé¢tp://
archive.hhs.gov | importtaskforce [ session2 / presentations /Serono.pdf, Accessed February 17,
2011.
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2. Routine Checking to Identify Diverted and Counterfeit Drugs

Most stakeholders agree that drug packages should bear unique serial numbers.
A key reason to do this is so that pharmacies and others who handle the drugs use
the numbers to verify the authenticity of the drugs. However, Congress is consid-
ering a proposal that would not require these serials to be checked before a drug
reaches a patient. This act of checking alone could have prevented the massive
criminal recycling of government subsidized drugs—a serial number that has been
retired because it has already reached a pharmacy would be caught on its second
trip around. Without required checking, a criminal could sell a recycled drug or a
counterfeit drug with a fake serial number, and no one would detect it. They could
also sell thousands of fake vials with the exact same serial number—real or phony.

Pew supports required authentication of drug products by companies involved in
distribution. Required checking would help ensure fake or otherwise flagged serials
are caught, and not allowed to make it to patients. In addition to preventing crime,
such a requirement would support enforcement of responsible purchasing by whole-
salers and pharmacies

Conclusion

The risk of stolen or counterfeit products reaching and harming patients through
the drug distribution system is small, but real. Recently, both the U.S. Counterfeit
Pharmaceutical Inter-agency Working Group and the office of the U.S. Intellectual
Property Enforcement Coordinator have recommended implementation of a track-
and-trace system to secure drug distribution against counterfeits in separate March
2011 reports.14 15 The impending implementation of California’s law creates momen-
tum for a single national standard. We urge Congress to create a robust national
system—one that protects patients today and provides the flexibility to ensure we
can build upon it in the future.

Thank you, and I welcome your questions.

HEALTHCARE SUPPLY CHAIN ASSOCIATION
Washington, DC, August 2, 2012

Chairman JOHN D. ROCKEFELLER IV,
Committee on Commerce, Science, and Transportation,
Washington, DC.

Dear Chairman Rockefeller:

I am writing on behalf of the Healthcare Supply Chain Association (HSCA) to re-
quest that this correspondence be included in the record for the hearing held before
your Committee on July 25, 2012. We applaud you for holding this important hear-
ing and examining these so-called “gray market” drug companies that drive up the
cost of short-supply prescription drugs. The hearing and corresponding staff report
entitled, “Shining Light on the “Gray Market”: An Examination of Why Hospitals
Are Forced To Pay Exorbitant Prices for Prescription Drugs Facing Critical Short-
ages” provided valuable insight into why hospitals and other health care providers
sometimes struggle to obtain short-supply prescription drugs they need to treat pa-
tients suffering from cancer and other life-threatening conditions.

We want to clear up any misstatements made by the witnesses for the National
Coalition for Pharmaceutical Distributors attempting to blame Group Purchasing
Organizations (GPOs). We also want to address any questions or misconceptions the
reports mention of group purchasing organizations and the role they play in the
supply chain may raise. Specifically, the report cites information from “some observ-
ers” that have linked “the broader business dynamics of the generic sterile
injectable market to explain the recent shortages.” These observers argue that the
bargaining power of the GPOs and Medicare Part B reimbursements tied to the “Av-
erage Sales Price” cause manufacturers to operate with only very small profit mar-
gins.” The facts are that GPOs have worked vigorously with hospitals, providers,
manufacturers, distributors, the FDA, and Congress to bring critical issues related
to drug shortages to light, to help find market-based solutions to managing and pre-
venting shortages, and to help ensure that hospitals and patients have uninter-
rupted access to lifesaving drugs.

14 Counterfeit Pharmaceutical Inter-Agency Working Group Report to the Vice President of
the United States and to Congress. March 2011. hAttp:/ /www.whitehouse.gov /sites/default/
files/omb /IPEC /Pharma Report Final.pdf. Accessed April 22, 2011.

15 Administration’s White Paper on Intellectual Property Enforcement Legislative Rec-
ommendations. March 2011. hétp:/ /www.whitehouse.gov /sites | default/files/ip white paper
.pdf. Accessed April 22, 2011.



99

GPOs negotiate vigorously on behalf of our hospital members and clients. These
negotiations are between extremely sophisticated parties, and while GPOs have con-
tinually demonstrated our success in lowering prices to bring savings to our mem-
bers, clients and taxpayers, we do not have the ability—nor would it be in our inter-
est—to force manufacturers into contracts that undermine their ability to deliver
product. Drug companies regularly and quickly adjust pricing of GPO contracts
when they experience shocks to production, and GPOs manage thousands of price
changes annually, both increases and decreases. Drug shortages are a complex prob-
lem and one without an easy or overnight fix. GPOs are clearly part of the solution,
and we support recent regulatory and legislative activities aimed at solving the drug
shortage problems. As an industry, we are committed to mitigating this public
health crisis.

In addition, we are concerned that the materials submitted by the witness for the
National Coalition for Pharmaceutical Distributors to the Committee contain inac-
curacies and statements that should not go unchallenged. We would like to clear up
the record on a few key points. For example, it was stated that GPOs limit access
for “small distributors or only contract with the “Big 3.” In fact, GPOs contract with
a range of distribution providers, including national, regional and family-owned
businesses. Most GPOs have dozens of distributors on contract to provide members
with maximum choice and flexibility. Also, any hospital can purchase off contract
any time they choose—they often do so, especially in times of shortage. It is stand-
ard practice to include provisions in GPO contracts allowing any member to seek
alternatives sources of supply in the instance of a product shortage.

GPOs have been at the forefront of advancing private sector solutions to drug
shortages and seeking common-sense policy solutions. The market realities are that
some drugs, particularly older, generally low margin generics, may only have 1 or
2 suppliers. The fact that GPOs only contract with 1-2 companies is not by choice.
It’s because that’s all there is to work with. And if one of those companies experi-
ences a problem, we all can see the results. Drug shortages are caused by a variety
of reasons, but GPOs are not the problem but rather an important part of the solu-
tion.

The Healthcare Supply Chain Association is a broad-based trade association that
represents 15 group purchasing organizations, including for-profit and not-for-profit
corporations, purchasing groups, associations, multi-hospital systems and healthcare
provider alliances. The GPO industry stands ready to work with you and all parties
to address today’s drug shortages. I appreciate the opportunity to correct the record
and to share our role in the healthcare delivery system. We are proud of the savings
we achieve for our customers and the contribution we make toward containing costs
in an unstable pharmaceutical market.

If you have any questions or would like additional information about GPOs, please
do not hesitate to contact me. Thank you for your consideration of our comments.

Sincerely,
CURTIS ROONEY,
President,

Healthcare Supply Chain Association.

PREPARED STATEMENT OF MARK SNYDER, CHIEF EXECUTIVE OFFICER,
SUPERIOR MEDICAL SUPPLY, INC.

Chairman Rockefeller, Ranking Member Hutchison, I thank you for the oppor-
tunity to submit written testimony for this hearing entitled: “Short-Supply Prescrip-
tion Drugs: Shining a Light on the Gray Market.” I commend the Senate Commerce,
Science and Transportation Committee for conducting oversight of the important
issues surrounding our pharmaceutical supply chain. The serious and protracted
drug shortages plaguing this country are undoubtedly a tragedy from the perspec-
tive of the patient who cannot obtain critically necessary medication, and all
healthcare stakeholders and policymakers who will need to work together to resolve
these dangerous shortages in a fashion that can truly benefit all patients in every
healthcare sector. I strongly support the Committee’s effort to help ensure that pa-
tients receive the medication that they need and deserve. I offer this written testi-
mony today to discuss the business practices of my company, Superior Medical Sup-
ply, Inc. (subsequently referred to as “Superior”).

Background

Superior was formed in 2004 as a small family-held company to engage in nation-
wide wholesale pharmaceutical distribution. Superior suffered substantial losses in
its first several years, due to the difficulty of establishing a competitive foothold in
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the heavily-consolidated distribution industry. Early on, it became readily apparent
that Superior, like most specialty distributors, could not offer competitive pricing in
the large and lucrative hospital sector. Despite these competitive challenges, Supe-
rior has been able to establish a healthy customer base in its 8+ years as a specialty
surgical distributor catering to the non-hospital sector. Because of this specialized
customer base, Superior’s single largest inventory component is injectable medica-
tions, especially sterile injectables used in the operating room, most of which are
produced in a generic, non-branded form.

Today, Superior plays an important and indispensable role in the pharmaceutical
supply chain primarily serving these smaller surgical facilities operating outside the
hospital sector, including those facilities in more remote locations that are not well
served by the larger primary distributors, including the Authorized Distributors of
Record or “ADRs” for the drug manufacturers. Superior’s business model focuses on
providing pharmaceuticals to these smaller medical facilities that otherwise cannot
acquire them in the primary distribution market. The necessity of the smaller more
flexible wholesaler couldn’t be more apparent than it is today, with monthly min-
imum purchasing requirements by the major wholesalers often exceeding $100,000/
month for a direct account, thus excluding most smaller facilities from participation
in these accounts.

As a specialty wholesaler, Superior currently serves hundreds of these small fa-
cilities as a primary—if not only—source of necessary medications, while also serv-
icing thousands of other facilities, both large and small, as a supplemental or “sec-
ondary” source of supply. In many cases, Superior provides a very low volume of
medications (such as one or two vials) to a facility in need, and necessarily incurs
substantial overhead expenses in operating this low-volume, high-cost specialized
service throughout the entire U.S. But, as noted, many of these smaller facilities
necessarily depend upon the services of Superior and other specialty distributors to
obtain their medications. If these smaller medical facilities and private physicians
are to get the medications that they—and their patients—desperately need, sec-
ondary wholesalers like Superior must meet this demand.

Superior prides itself on offering its customers the most favorable pricing possible
under then-prevailing market conditions. As a smaller distributor, however, Supe-
rior must pay a proportionally higher “Wholesaler Acquisition Cost” or “WAC” to ac-
quire its pharmaceutical supplies than the larger wholesalers—and this is generally
true regardless of whether acquired directly from the manufacturer itself, a large
primary wholesaler, or another secondary wholesaler. Like many specialty distribu-
tors, simply Superior lacks the economy of scale to qualify for more favorable vol-
ume-based pricing from many drug manufacturers and larger wholesale distributors
and ADRs. As a result of this market dynamic, Superior’s customer pricing tends
to be significantly higher than the larger wholesalers and ADRs even under normal
market conditions where there are few critical drug shortages. The concentrated
critical drug shortages, however, have made it more difficult and expensive for ev-
eryone to obtain their medications, including Superior’s specialized customer base.

The medical and surgical facility customers of Superior definitely value the impor-
tant service that they receive. Superior has a series of written customer testimonials
which illustrate the strong regard that Superior is held in by its customers (sample
testimonials can be viewed online at www.superiormedicalsupply.com). Some of
these customer testimonials also highlight the difficulties faced by the customers
who rely upon specialty distributors like Superior, including the escalating drug
costs caused by these critical shortages. For example, as an attachment to this writ-
ten testimony (Exhibit #1), I provide for the hearing record a recent testimonial
from a surgery center in Casper, Wyoming, which both thanks Superior for its indis-
pensable services but also bemoans the lack of better pharmaceutical availability
and pricing to smaller facilities. I am attaching this exhibit for inclusion in the
hearing record.

Drug Shortages

I described above how Superior’s business model serves many smaller surgical fa-
cilities as a primary source of their pharmaceuticals, particularly sterile injectable
medications used in virtually every operating room in this country. This means that
Superior’s customer base competes directly with the hospital sector for many of the
same necessary OR drug supplies. To meet the needs of its specialized customer
base, Superior has expended substantial time and resources in developing an exten-
sive supply network that can offer its customers the best drug pricing possible
under then-prevailing market conditions, particularly for generic injectables.

As manufacturer backorders and other shortages of pharmaceuticals have intensi-
fied, however, Superior has found it increasingly difficult, if not impossible, to locate
certain medications at favorable wholesale prices through the customary channel of
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the larger primary wholesalers, including ADRs. These large wholesalers operate on
a “just in time” inventory system that maintains only about one (1) week of stock
on hand, so that when a drug shortage strikes the market, their inventory is almost
immediately exhausted by the sudden spike in demand. When this happens, Supe-
rior is forced to purchase these backordered pharmaceuticals at a much higher price
on the open market, or in other words, from other secondary wholesalers who have
them in stock at the time.

Thus, due to the Company’s specialized customer base, the shortages that you are
now investigating have placed Superior squarely in the “hard-to-find” or backorder
drug market as a matter of necessity. According to a recent Health and Human
Services report, “in 2010, there were 178 drug shortages. . . . Currently, shortages
are concentrated in the area of sterile injectable drugs, 132 of which are now in
shortage.” Office of the Assistant Secretary for Planning and Evaluation, Office of
Science and Data Development, U.S. Department of Health and Human Services,
Economic Analysis of the Causes of Drug Shortages at 2 (October 2011).

Thus, even though Superior’s business model is not focused upon servicing the so-
called “hard-to-find” drug market, our participation in this particular market has
necessarily increased substantially because of the concentration of these shortages
in sterile injectables. These critical drug shortages have been so protracted in the
generic injectable market, in fact, that Superior is now forced to acquire most of its
inventory on the open market from other secondary wholesalers, rather than
through its direct accounts with drug manufacturers and ADR wholesalers at a
more favorable wholesale pricing. This market reality prompted Superior to form its
Backorder Management Division to offer expertise in this “hard-to-find” marketplace
as a specialized customer service. This group is specifically tasked with locating and
acquiring backordered pharmaceuticals that our customers need and cannot other-
wise locate. Though important to our customers, this service has not supplanted our
primary model of distribution to our smaller medical facility customer base.

It is important to note that this service is almost entirely reactive (not proactive).
In response to customer requests, Superior expends substantial time and significant
labor cost to locate the desired medications on the open market at the best price
then available, but as a practical matter, this price point is always significantly
higher than the price that would be paid under normal market conditions when Su-
perior is able to obtain medications directly from the manufacturer or primary ADR
wholesalers. Superior typically purchases these backordered medications only if the
customer authorizes the particular purchase price. Superior typically receives hun-
dreds of requests per week from both established and prospective customers des-
perately seeking these backordered medications.

As the success of this Division grew, so did our customer base. Through customer
referrals, industry word of mouth, and an outreach program, many hospitals too
began to find value in utilizing Superior to fill in the gaps of medications that they
could not acquire though their primary wholesalers. Over the last several years, and
as the shortages had worsened, the customer base of hospitals that utilized Superior
in this supplemental or secondary capacity had grown to several hundred customers
strong. However, with the widespread publicity focused on secondary distributors
servicing hospitals, Superior and many other specialty wholesalers have found it
necessary to pull back from servicing hospitals as a matter of business survival.
Many specialty distributors around the country have suffered substantial lost busi-
ness from this negative publicity, forcing many to lay off more than half of their
staff members in order to survive. Superior has now reduced its hospital base to
only a handful of preferred customers, and intends to ultimately cease all distribu-
tion into this sector to minimize further business losses. Superior is not alone. We
now receive numerous calls daily from hospitals around the country desperately
seeking drugs.

Although there are several drivers for drug shortages ranging from raw material
deficiencies to manufacturing plant closures, the most prominent shortage type in
Superior’s experience revolves around regional shortages. As noted above, the large
primary ADR wholesalers operate on “just in time” inventory systems that maintain
minimal stock on hand at any given time. In the hospital sector, virtually every hos-
pital belongs to a Group Purchasing Organization or “GPO,” which obtains pref-
erential “contract” drug pricing for its hospital members by leveraging their collec-
tive purchasing power and negotiating extremely favorable direct pricing from the
drug manufacturers. The GPO product management and allocation systems are op-
erated primarily by the largest wholesale distributors, which function by separate
regional distribution centers (“DCs”) spread across the country; each hospital mem-
ber is typically assigned to a single regional DC to obtain their pharmaceuticals at
the favorable GPO contract price This GPO distribution structure is fundamentally
flawed due to the lack of flexibility caused by the restrictive pricing and distribution
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structure that hospitals are held to under their GPO contracts. This often results
in situations where a hospital customer is told that a particular medication is on
“backorder” and unavailable, when in fact the same drug may be in stock in other
regional DC’s of the same primary distributor, and is almost always available from
other wholesalers within the region, particularly secondary wholesalers.

In Superior’s industry experience, these regional DCs of the largest distributors
actually compete with each other intra-company, resulting in a real disincentive to
cooperate with each other to alleviate these regional drug shortages. The typical
policies of these largest distributors also tend to discourage and effectively penal-
ize—through, for example, cost-prohibitive transfer or service “fees”—GPO hospital
customers from acquiring products from another regional DC with product in stock.
These situations result in a localized shortage to the hospital that cannot acquire
pharmaceuticals through its GPO distributor, and must then go out on the open
market to acquire these medications for its patients and necessarily pay a substan-
tially higher price—often hundreds of times more—than the artificially low GPO
contract price. This is where Superior and other secondary distributors typically
enter the picture in servicing the hospital sector, performing a critical market re-
allocation function that the inflexibility of the GPO distribution system simply can-
not accommodate. While hospitals must pay higher prices to acquire necessary
medications from secondary distributors, there are undeniable benefits to the pa-
tients who avoid unnecessary suffering and death due to this critical role of distribu-
tors like Superior.

Congressional Investigation Into the Pricing of Paclitaxel

On October 5, 2011, Superior received letter from the Ranking Member of the
House Oversight and Government Reform Committee, the Honorable Elijah
Cummings (D-MD), requesting documents related to our purchase and sale of
Paclitaxel. This drug is used to treat breast and ovarian cancer. A subsequent re-
quest for this information was made on December 15, 2011 by the following Mem-
bers of Congress: Senator John Rockefeller, the Chairman of the Senate Committee
on Commerce, Science, and Transportation; Senator Tom Harkin, the Chairman of
the Senate Committee on Health, Education, Labor and Pensions; and Representa-
tive Cummings. We met repeatedly and worked cooperatively with the staff of these
three committees, providing them with proprietary and confidential materials re-
garding these Paclitaxel transactions and Superior’s standard business practices.

The greatest area of interest to the committees was the difference in the price Su-
perior had paid to acquire the Paclitaxel and the price it charged when it subse-
quently sold the drug to its customers. In response to this inquiry, Superior pro-
vided data to the committees on its pricing structure and practices. Pursuant to this
data, Superior showed that its average gross margin on all of its sales of Paclitaxel
was less than 40 percent overall. The committees also expressed particular interest
in the higher-priced sales of Paclitaxel. The data provided to the committees specifi-
cally showed that, for the Paclitaxel sales in the higher $500.00 range, the average
gross sales margin in this price range was less than 25 percent. This data shows,
importantly, that market supply and demand will tolerate only so high of drug
prices, and that Superior actually makes less profit as a drug shortage worsens and
market prices trend upward. In other words, because Superior’s primary inventory
component of sterile injectable medications has been the class of drugs most affected
by the current shortages, these medications have been subject to greater price esca-
lation caused by market supply and demand, resulting in lower operating revenues
for Superior than during normal market conditions where few drug shortages exist.

I do not believe that these gross margins are excessive, unreasonable, unconscion-
able, or amount to “price gouging.” This is particularly true given that these gross
margins do not account for the substantial overhead costs of running a small busi-
ness, paying employees, providing them with benefits like health insurance and re-
tirement accounts, or even keeping the lights on in the office. As alluded to above,
Superior’s overhead costs are higher operating in this low-volume, high-cost “hard-
to-find” marketplace, wherein Superior often provides a very low volume of nec-
essary medication—sometimes only one or two vials—to a needy facility (as a prac-
tical matter, the high market prices of these “hard-to-find” drugs means that most
customers purchase only the minimum amount of medication for their immediate
patient needs). Since many sterile injectable medications are produced in glass vials,
and sometimes must be kept refrigerated, there are also additional labor and pack-
aging and shipping costs associated with the delivery of these particular drugs to
customers. In general, Superior and other small specialty distributors must inter-
nalize substantial overhead costs in the form of labor expenses, pedigree authentica-
tion and compliance, packing materials, dry ice and other refrigerated packing ma-
terials and methods, as well as the high costs of maintaining a common carrier ac-
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count (such as UPS or FedEx) to deliver numerous smaller shipments of critical
medications across the U.S.

In fact, as shown to the investigating committees, Superior’s costs are up substan-
tially while annual revenues have decreased by several million dollars. If given a
choice, Superior would strongly prefer not to have to operate in this difficult sec-
ondary market, and would gladly return to the normal market conditions that pro-
vide more stability and sustainability to its core business model. But Superior still
prides itself on supplying its regular customers with all of the medications that
their patients need, even if it makes for difficult operating conditions.

When looking at the gross margins on Paclitaxel, several key points must be con-
sidered. First, Paclitaxel represents a specialty drug with a need to immediately get
it to customers, yet comply with the costly and time-consuming burdens of verifying/
creating paper pedigrees, hand packaging glass vials (including, if applicable, addi-
tional refrigerated packing), delivering product safely and on time, and then
invoicing the customer and subsequently collecting payment. Second, operating a
small business in the pharmaceutical industry includes significant fixed overhead
and operating costs, such as the following: licensing, insurance, bonds, compliance,
pedigree, shipping, payroll, rent, utilities, and taxes, among other things To illus-
trate, Superior currently maintains 112 different licenses for its distribution oper-
ations, and each of these licenses must be annually renewed at substantial expense
to Superior and other similarly situated small businesses, yet the costs of maintain-
ing this licensure is roughly the same as expended by the largest wholesalers in this
country.! Superior is just not big enough to recognize the “economies of scale” that
its larger competitors enjoy, resulting in proportionally higher total operating costs
for Superior and other small, specialty distributors.

Shipping is one of the particular areas where we find ourselves unable to compete.
For example, as shown to the investigating committees, the annual cost to maintain
Superior’s UPS shipping account ranks second only to employee payroll as its larg-
est annual operating expense. In contrast, the major wholesalers utilize their own
internal carriers to deliver product to their customers. They have the luxury of plac-
ing their products in plastic totes with little to no packing material as these totes
are not being handled through processing centers by common carriers. Each package
that Superior ships to a customer must be meticulously packed, often times requir-
ing each unit to be wrapped in bubble wrap, surrounded by paper or Styrofoam ma-
terial, possibly packed in a manner to maintain adequate refrigeration conditions
during shipment, and then placed inside a cardboard box, addressed and shipped.
This sort of packaging “overkill” is costly but necessary to ensure that shipments
of valuable medications reach the intended patient in time and intact.

Furthermore, even when Superior purchases products under a direct manufac-
turer or ADR contract, we pay significantly higher prices than larger wholesalers
and other volume-based organizations like GPOs. To illustrate, there have been
many instances in Superior’s existence where, under normal market conditions, we
have been able to acquire needed product cheaper on the open market from other
wholesalers (even taking into account their additional markup) than we could pur-
suant to our direct accounts with drug manufacturers or ADR wholesalers. Available
evidence suggests that while volume-based discounting is a standard practice in
nearly every U.S. industry, drug manufacturers engage in more pronounced forms
of price differentiation based on customer type, or “price discrimination,”2 than in
other industries. For example, the Minority staff of the House Committee on Gov-
ernment Reform in 1999 found that price differentials are far higher for drugs than
they are for other consumer goods. According to their findings, the average price dif-
ferential of the specific drugs evaluated was 134 percent, whereas the price differen-
tial for consumer goods in other industries was only 22 percent. Minority Staff, Spe-
cial Investigations Division, Committee on Government Reform, U.S. House of Rep-
resentatives at ii (November 9, 1999). Superior and other specialty distributors, and
the small customers who critically depend upon them, can attest firsthand to the

1Under these licenses, Superior is accountable to the rules of numerous administrative agen-
cies and bodies, including but not limited to the various state boards of pharmacy, the U.S. Drug
Enforcement Administration, the U.S. Food and Drug Administration, the Federal Aviation Ad-
ministration, the U.S. Department of Transportation, and others. The costs of complying with
these multiple, and sometimes conflicting, laws and rules are extraordinary, including substan-
tial employee training and monitoring expenses.

2Price Discrimination is defined as “the practice of charging different prices for the identical
product to distinct buyers.” See Ernst R. Berndt & Joseph P. Newhouse, Pricing and Reimburse-
ment in U.S. Pharmaceutical Markets at 29 (Harvard Research Working Paper Series, Sep-
tember 2010).



104

anti-competitive effects of the pronounced price differentials in the pharmaceutical
industry.

Response to Release of Exhibits by the Senate Commerce Committee

The Senate Commerce Committee released five exhibits to the public on July 25,
2012. Exhibit IIT summarized a specific pedigree involving Paclitaxel and Superior’s
involvement in the distribution of this drug. This exhibit listed Heartland Regional
Medical Center in St. Joseph, Missouri as the end user of Paclitaxel in this trans-
action. As a response to this release of information by the Senate Commerce Com-
mittee, I am attaching for inclusion in the hearing record as Exhibit #2 a customer
testimonial from Heartland. Heartland is one of Superior’s preferred hospital cus-
tomers and we have enjoyed working closely with Heartland for many years to as-
sist it in locating hard-to find drugs that it cannot acquire from its primary whole-
saler. Attached to my written testimony is a customer testimonial that Heartland
provided to Superior attesting to the excellent customer service, fair pricing, and
overall professionalism of Superior as a specialty wholesaler. Heartland closes its
testimonial with the following statement that really sums up the important service
that we provide during times of shortage:

“Superior offers fair pricing that is often better than other similar companies
in this business, and they deliver fast and overnight if necessary. Superior Med-
ical recently obtained a very important chemotherapy drug (paclitaxel) that
Heartland could not obtain through any other sources. We would not have re-
ceived the paclitaxel if not for Superior. Superior is able to help us find several
different drugs that have been in very short supply recently. We will continue
to use Superior Medicals services in the future.”

This customer testimonial shows the close working relationship that many spe-
cialty distributors like Superior have with the individual hospital pharmacy buyers.
These buyers are responsible for maintaining adequate pharmaceuticals to meet the
needs of critical patients on a day-to-day basis. As a result, these buyers often have
a unique perspective on the real value that specialty distributors can bring to the
table in terms of industry knowledge, drug supply trends, inventory management,
and meeting the immediate needs of the underlying patients. These hospital phar-
macy buyers often have a markedly different perspective on the value of secondary
distributors to the hospital sector, particularly during times of drug shortages, than
do the hospital administrators or compliance officers who are not involved with the
secondary distribution industry on a regular basis and, thus, often do not truly un-
derstand the unique value that specialty distributors like Superior can bring to the
table for hospital purchasing departments.

Recommendations by Superior to Address Drug Shortages
Superior would like to offer a couple recommendations to address drug shortages.

1. Encourage the use of smaller distributors by the major wholesalers to help
alleviate national and regional shortages, as well and to increase the avail-
ability of drugs to more remote or less populous regions of the U.S. Also in-
crease the supply channels between the primary and secondary distribution
industry so that our customers—and their patients—can readily obtain the
critical drugs they need at more reasonable price points.

2. Pass new laws and/or administrative policies to lessen the anticompetitive ef-
fects of differential pricing in the pharmaceutical industry, and to level the
playing field for the hundreds of small distributors like Superior and the
srlnall medical facilities that depend upon them for their critical drug sup-
plies.

3. Implement a nationalized electronic pedigree system and openly support any
effort to make this happen. As the current pedigree law was crafted to ex-
empt 90-95 percent of the pharmaceutical wholesale transactions that occur
daily, the unilateral burden of pedigree on the secondary distribution indus-
try undercuts our ability to compete with larger wholesalers and offer better
pricing to the customers who depend upon us. Because of the pedigree bur-
den, specialty distributors like Superior must process mountains of paper-
work each day, raising the cost of product that each pedigree-compliant com-
pany transacts in by adding hundreds of man-hours each week. Perhaps
more importantly, absent a national pedigree system that applies to all
stakeholders in the supply chain from top to bottom, this country cannot re-
alize the Prescription Drug Marketing Act’s original promise of a true closed
system of drug distribution that can better ensure drug integrity and result-
ing patient safety.
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4. Simplify the license structure for small business pharmaceutical suppliers.
Superior maintains over 100 licenses between two distribution centers at a
cost no different than what a $100 million company is required to pay. Also
simplify the bonds required by the various state boards of pharmacy and
other administrative agencies in order to be licensed in this industry. Supe-
rior would propose a uniform national bond requirement, with tiered-pricing
according to the scale of each licensee. In this way, tiered licensing and bond-
ing overhead costs would level the playing field for small distributors and the
customers and their patients who depend upon us.

Conclusion

Thank you for the opportunity to provide written comments for this important
hearing.

I understand the objective of the Committee is to better understanding the func-
tion of the secondary or specialty wholesalers and Superior does function in this ca-
pacity when necessary. However, Superior is genuinely more interested in operating
in a market without shortages.

We believe that Superior helps represent an indispensable part of the pharma-
ceutical supply chain. Our job is to get the drugs to those medical and surgery facili-
ties that desperately need them for their patients. Thanks again for this oppor-
tunity.

Enclosure of Exhibits
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#6-08-2012 NED 10:28 AN FAH N0, EXHIBIT2

Lann HEALTH

uri 64506

Heartland Health

To whom it may concern,

Heartland Regional Medical Center in 5t. Joseph, Missouri is a 350 bed acute care area hospital, and includes over 30
physician clinics within a 50 mile radius. =

Qur relationship with Superior Medical Supply is very important to us here at the Heartland Pharmacy Department.
During the past two years the drug shortages have increased tremendously, making many of the necessary [ife-saving
medications harder to obtain, due to the many manufacturer interruptions.

Superior Medical has been able to obtain several key medications needed to provide continuous care to our patlents,
which s our top priority,

Heartland has worked with Superior Medical for approximately three years now, since | was introduced to their services
at the annual National Pharmacy Purchasing Association convention. Superior is able to cbtain and provide many
medications that are on back-order or in short supply nationwide, We purchase from them aimost weekly in order to
maintain supply levels on items we are not able ta obtain from our regular drug wholesaler or directly from the
manufacturers,

Superior offers fair pricing that Is often better than other similar companies in this business, and they deliver fast and
cvernight if necessary.

Superior Medical recently obtained a very important chemotherapy drug (paclitaxel] that Heartland could not obtain
through any other sources. We would not have received the paciitaxel if not for Superior.

Superior Is able to help us find several different drugs that have been in very short supply recently. We will cantinue to
use Superior Medicals services in the future,

IS

David Huntsman, CPhT
Pharmaceutical Buyer

Heartland Regional Medical Center
5325 Faraon Strest

Saint Joseph, MO 64506
816-271-6140

816-271-6845 fax

www.heartland-health.caoam

RESPONSE TO WRITTEN QUESTION SUBMITTED BY HON. ROGER F. WICKER TO
VIRGINIA HEROLD

Question. Can you give us your opinion on what measures could be taken to tight-
en the supply chain or to prevent these types of “questionable” transactions from
taking place?

Answer. Actually, we see two questions in Senator Wicker’s comment. We strongly
believe that the questionable transactions involved in the gray market of prescrip-
tion drugs in short supply that were highlighted by the Committee result from op-
portunists, and not health care providers, who see an opportunity to make a profit
from a supply and demand inequity involving prescription medication. As such, the
consequences of engaging in such activity should involve substantial fines or other
financial sanctions that cannot be readily discharged. Additional, deterrent sanc-
tions are needed when the transactions are committed by unlicensed entities selling
and buying prescription drugs.

In 2004, California enacted changes to pharmacy law to stem one source of drug
diversion—to prohibit a pharmacy from acting like a wholesaler, except in limited
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circumstances. As a deterrent, the board was granted the extraordinary ability to
issue fines at $5,000 per invoice, which correlates a higher fine which repeated in-
volvement in performing prohibited acquisitions or sales. In our experience: phar-
macies should be prohibited from engaging in wholesale transactions except in lim-
ited circumstances, and correspondingly wholesalers should be barred from buying
from pharmacies except in rare circumstances (the latter provision we do not have
in law currently).

The answer to the second question—how to tighten the supply chain against ques-
tionable transactions—we believe requires greater transparency in the supply chain,
and specifically, the tracking of all sales transactions from the manufacturer to the
purchaser (wholesaler, pharmacy) in a tamperproof manner. A purchaser needs to
be able to review everyone who has owned the product before the sale. Because the
supply chain is more of a network than a true chain, this is virtually impossible
now to know where a drug has been before purchase.

If a purchaser has the information needed to track (in a tamperproof manner) the
product back to the manufacturer, this will aid detection against the sudden, unau-
thorized entry into the supply chain of a product at a specific point. This is because
such insertions would be traceable to a particular owner who did the insertion, and
thus serve as a deterrent to unauthorized insertions of any product into the supply
chain, making the pharmaceutical supply chain more secure. Such entries are not
now readily detected.

In California, such a system is in place via the e-pedigree law, which will take
effect on a staggered basis from 2015 through July 2017. The law will require elec-
tronic tracking of every owner of pharmaceutical product from the manufacturer to
the dispenser.

RESPONSE TO WRITTEN QUESTIONS SUBMITTED BY HON. JOHN BOOZMAN TO
VIRGINIA HEROLD

Question 1. Mr. Coster testified that, depending on state requirements, phar-
macies may be allowed to open with a temporary license before regulators conduct
an on-site inspection. When dealing with potentially lifesaving drugs that must be
handled and stored properly, how does a state board determine whether a pharmacy
can open without an on-site inspection? How long can a pharmacy operate without
being inspected? If this practice was changed, would it prevent fake pharmacies
from operating?

Answer. We had to change our practices in performing pre-opening inspection rel-
atively recently, Since 2010 California now does pre-opening inspections of new non-
chain store pharmacies before a pharmacy license is issued. This is a resumption
of a requirement that was in effect until approximately 1996 for all pharmacies.

From approximately 1996 to 2010, California discontinued pre-opening inspections
of all new pharmacies before a license was issued. During these years, the board
viewed pre-opening inspections as providing little value where staff resources could
be better deployed after the pharmacy was operating. Specifically, the inspection of
a pharmacy before it operates, before it has been issued a license, and before it has
been authorized to purchase drugs resulted in the board making visits to sites in
pre-1995 inspections where there was little to inspect. Essential functions and oper-
ations could not be reviewed because the sites had not been operating, staff were
not present and there were no records to review. Instead, the board opted to inspect
the pharmacy after the first 120 days of operation, and where the board could cancel
the license if there was no pharmacy present (pursuant to California law).

However in 2010, the board reinstituted pre-opening inspections of non-chain
store pharmacies due to a flurry of fake pharmacies that once licensed, began to de-
fraud MediCal or divert drugs. The resumption of these inspections has permitted
the detection of truly fake pharmacies. The board will continue to conduct these pre-
licensure inspections.

To additionally ensure the safety of the public, we also try to inspect pharmacies
sometime after 120 days of operation to review their functioning.

Question 2. Does California have any compliance cost estimates for independent
pharmacies for the new electronic tracking system?

Answer. No. The few pilots underway between manufacturers and wholesalers do
not currently involve many pharmacies, perhaps because e-pedigree implementation
for pharmacies will not occur for another five years (July 2017). We expect to see
more involvement of community pharmacies in the future once the current pilots in-
volving the manufacturer/wholesaler interface mature.

However, one area in which the board is cognizant of decreased costs is in the
area of e-pedigree readers for the serialized product. In discussions with the supply
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chain in 2008 and earlier, the supply chain was projecting readers would be re-
quired in a pharmacy in at least three different forms (RFID high frequency, RFID
ultra-high frequency and 2-D bar code). Some of the readers then in use were bulky
and expensive.

Today, we are aware that readers in cell phones are possible, which greatly re-
duces this cost component to pharmacies, as well as the size of the reader. More-
over, manufacturers are principally using 2-D bar codes to serialize their products,
and RFID high frequency is disappearing for this purpose. We expect continual evo-
lution in the technology in this area in the future.

RESPONSE TO WRITTEN QUESTION SUBMITTED BY HON. ROGER F. WICKER TO
DR. DAVID MAYHAUS

Question. Can you give us your opinion on what measures could be taken to tight-
en the supply chain or to prevent these types of “questionable” transactions from
taking place?

Answer.

a. I might recommend a look at the main business market of secondary dis-
tributors. Specifically, if their role is to provide pharmaceuticals to commu-
nity pharmacies, then why do they need to purchase intravenous drugs and
chemotherapeutic agent used exclusively in hospitals? There should be some
kind of accountability from the manufacturer or primary wholesaler where
the initial transaction took place to verify the legitimacy of the purchase of
hospital used pharmaceuticals. Cincinnati Children’s would not use the sec-
ondary wholesalers if the product was available through our primary. Some
of our pedigrees have indicated that the initial distributer listed was a pri-
mary wholesaler. I was not aware that primary wholesalers sold drugs to
secondary wholesalers. If there is a process to determine if the secondary
wholesaler had a legitimate market for intravenous drugs used exclusively
in hospitals, it may deter this type of transaction.

b. Limiting the number of wholesalers that can handle a pharmaceutical might
be something to consider. As described in other’s testimony, as the number
of wholesalers involved with the drug increased, so did the price. Setting a
limit of 2-3 distributors permitted on a pedigree may significantly curtail
this activity.

RESPONSE TO WRITTEN QUESTION SUBMITTED BY HON. JOHN BOOZMAN TO
DR. DAVID MAYHAUS

Question. How often do you turn down business offers from secondary distributors
because you identify inaccurate, incomplete, or unsettling information in your pro-
curement process?

Answer. The buyers at Cincinnati Children’s decline the offers of approximately
90 percent of the calls they receive. The reasons are either they are not licensed
as a wholesaler in Ohio, too high of price, or the secondary wholesaler wants a pur-
chase order given to them without confirmation of the needed drug in supply. The
issuance of a purchase order prior to providing firm confirmation the secondary
wholesaler has the actual drug in supply is not normal pharmacy business practice
of Cincinnati Children’s.

RESPONSE TO WRITTEN QUESTIONS SUBMITTED BY HON. ROGER F. WICKER TO
DR. JOHN COSTER

Question 1. Can you give us your opinion on what measures could be taken to
tighten the supply chain or to prevent these types of “questionable” transactions
from taking place?

Answer. There are a number of actions or measures that could be taken to tighten
the supply chain. These could include making sure that all pharmacies must have
an actual on-site inspection prior to being allowed to open. This would ensure that
the pharmacy is, in fact, an operational and legitimate pharmacy and not a “shell”
pharmacy. In addition, NCPA has gone on record in support of Federal standards
for wholesaler licensure.

A number of years ago, there was a flurry of publicity around the fact that in
many states, the licensure requirements necessary in order to operate as a drug
wholesaler were not terribly consistent or robust. In response, many states took the
necessary steps to tighten up or increase these requirements in order to provide a
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greater degree of assurance that only legitimate entities were operating in this area.
That being said, there are still some states in which the wholesaler licensure re-
quirements are more rigorous than others. Uniform, Federal requirements for
wholesaler licensure would create a consistently high standard for these entities
across the country.

NCPA has also publicly stated its support for a lot-level form of tracking for pre-
scription drugs that could be used in the event of a recall or to investigate suspect
product. Such a system would make it much easier for each participant in the sup-
ply chain to keep track of exactly who products are purchased from and subse-
quently sold to. In addition, NCPA feels that there should be a greater emphasis
on the importance of all participants in the supply chain to perform their due dili-
gence with respect to their business partners.

Question 2. Is there a valid reason why a pharmacy may sell a small amount of
his or her inventory to either another pharmacy or perhaps even to a wholesaler,
and do the states address this issue in a consistent manner? In light of the types
of activities we have heard about, should these practices be allowed to continue?

Answer. Many state pharmacy practice acts recognize the value of allowing phar-
macies to sell small amount of his or her inventory to another pharmacy in order
to alleviate temporary shortages. In addition, some states also permit appropriate
licensed pharmacy sales to wholesalers as well to alleviate temporary shortages. In
addition, a pharmacy may sell a product which is close to the expiry date to a
wholesaler who has a client with an immediate need, to ensure that the product will
not go to waste and can actually be used for patient benefit. This is also critical
for small pharmacy owners due to the significant amount of capital that is tied up
in inventory stock.

States do not address these issues in a uniform fashion. There are some states
that specifically allow these types of sales or exempt these transactions from the
state definition of wholesale distribution. There are other states that allow these
types of sales but only in instances of the existence of an actual patient need or as
long as a pharmacy does not sell over a certain percentage of their inventory. NCPA
feels that greater clarity or consistency from state to state in how these types of
transactions are allowed would certainly be helpful. No pharmacy, whether fake or
legitimate, should be in the business of acting as a conduit to facilitate the activities
of a gray market or placing specific orders with a primary wholesaler for the sole
purpose of immediately selling to a secondary wholesaler.

NCPA does feel that pharmacies do need to have the option to engage in these
types of sales in certain circumstances in order to address temporary shortages in
the workplace and to respond to patient needs. We feel that any remedial action
taken to prohibit the types of activities highlighted in the hearing should be nar-
rowly tailored. We urge Congress to not take any overly broad actions that might
limit the ability of pharmacists to take care of their patients or manage their inven-
tories.

Question 3. Is there a valid role for secondary distributors in the market? If so,
could you elaborate on ways in which your members utilize these entities?

Answer. Yes, NCPA feels that there is a valid role for secondary distributors in
the market. Most community pharmacies rely on a primary wholesaler to meet the
majority of their ongoing prescription drug needs. However, community pharmacies
typically need to have at least one or more backup or secondary wholesalers that
they can call upon in the event that there is a shortage. “Primary wholesaler” gen-
erally describes entities that purchase the vast majority of their product directly
from drug manufacturers. This market is highly concentrated—the “big three”
wholesalers generate approximately 85 percent of all revenues from pharmaceutical
wholesaling in the United States. “Secondary” wholesaler generally describes dis-
tributors that do not purchase the majority of their products directly from a phar-
maceutical manufacturer. Most manufacturers typically limit the number of entities
that they will sell to directly and most do not sell directly to smaller companies that
are not interested in purchasing extremely large, bulk amounts. Secondary whole-
salers play an important role in the industry by serving as a “back-up” source of
supply to pharmacies who may use a primary wholesaler for their usual and ex-
pected day-to-day needs and also provide necessary competition for the primary
wholesalers which helps keep costs down. These entities also frequently specialize
or focus on a subset of the market, such as a geographical region or specific product
categories such as differing types of specialty drugs such as oncology or HIV.
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RESPONSE TO WRITTEN QUESTIONS SUBMITTED BY HON. JOHN BOOZMAN TO
DR. JOHN COSTER

Question 1. Do you think that a national pedigree or track and trace system would
prevent nefarious activities by wholesalers or fake or real pharmacies with respect
to the buying and selling of shortaged drugs?

Answer. It is important to recognize that no system, whether a national pedigree
or track and trace system would solve all problems or “loopholes” that may exist
in the pharmaceutical supply chain. NCPA favors a multi-pronged approach to bol-
stering the integrity of the supply chain including uniform, Federal licensure stand-
ards for wholesalers, cracking down on illegal Internet pharmacies as well as a lot-
level form of tracking for prescription drugs that could be used in the event of a
recall or to investigate suspect product. In addition, there needs to be a greater em-
phasis on each sector of the supply chain to thoroughly “vet” their trading part-
ners—their suppliers and their customers.

Question 2. What track-and-trace system do small pharmacies support and why?
How will such a system improve the supply chain?

Answer. NCPA supports a lot-level form of tracking for prescription drugs that
could be used in the event of a recall or to investigate suspect product. This system,
known as RxTEC, is the result of a year-long effort by a multi-stakeholder
workgroup that sought to create a system that would recognize both tangible safety
improvements and appropriate industry burden.

Implementation of this type of system would make it much easier for each partici-
pant in the supply chain to keep track of exactly who products are purchased from
and subsequently sold to. NCPA does not at this time support the electronic track-
ing and tracing of prescription drugs at the unit level due to the costs of the hard-
ware and software to small businesses that would be required to set up and main-
tain such a system as well as the significant time and labor costs associated with
its implementation.

HEALTHCARE DISTRIBUTION MANAGEMENT ASSOCIATION
Arlington, VA, August 31, 2012

Hon. JOHN D. ROCKEFELLER,
Committee on Commerce, Science, and Transportation,
Washington, DC.

Dear Chairman Rockefeller:

Thank you for the opportunity to testify before the Senate Committee on Com-
merce, Science and Transportation on July 25, 2012 at the hearing entitled “Short-
Supply Prescription Drugs Shining a Light on the Gray Market.” I have attached
my response to the Questions for the Record forwarded to us by your staff.

As a result of the Commerce committee hearing and release of the “Shining Light
on the Gray Market” report, we understand that responsible pharmacies are more
acutely aware of the potential impact of drug shortages on patient health and may
be ending their practices of reselling product, to the extent they had previously done
so. While this is a very positive development, we are encouraging our members to
remain vigilant for any change in tactics from gray market suppliers. These gray
market entities may pursue other avenues to obtain drugs in short supply, such as
through veterinary and dental providers.

In fact, the Federal Trade Commission is convening a workshop to examine cer-
tain veterinary drug prescribing and distribution practices, including instances in
which “veterinarians purchase pet medications from manufacturers or authorized
distributors and then resell some portion of their purchase to secondary suppliers
for a profit.” 77 Fed. Reg. 40,355, 40,356 (July 9, 2012).

Thank you for your leadership and we look forward to continuing to work with
you and your staff on the important issue of drug shortages.

Sincerely,
JOHN M. Gray,
President & CEO.



112

RESPONSE TO WRITTEN QUESTION SUBMITTED BY HON. ROGER F. WICKER TO
JOHN M. GRAY

Question. Can you give us your opinion on what measures could be taken to tight-
en the supply chain or to prevent these types of “questionable” transactions from
taking place?

Answer. HDMA and its members are strong advocates for increased wholesaler
licensure standards and a uniform Federal pedigree system to enhance the safety
and security of the pharmaceutical supply chain. In addition to fundamentally ad-
dressing counterfeit and diverted medicines, Federal pedigree may be a useful tool
in discouraging gray market activities associated with drug products in short sup-

y.

Further, HDMA supports a prohibition on wholesalers’ purchasing prescription
drugs from pharmacies. When HDMA members sell any drugs (regardless of their
shortage status) to pharmacies or providers, it is with the intention that the product
will be dispensed or administered to a patient in the usual course of pharmacy or
medical practice.

RESPONSE TO WRITTEN QUESTION SUBMITTED BY HON. JOHN BOOZMAN TO
JOHN M. GRAY

Question. According to Dr. Coster’s testimony, the NCPA encourages pharmacists
to conduct due diligence on potential wholesalers before engaging in business trans-
actions. Has HDMA developed industry guidelines to assist primary distributors in
vetting their customers?

Answer. In 2008, HDMA published the Industry Compliance Guidelines: Reporting
Suspicious Order and Preventing Diversion of Controlled Substances (ICGs) (hitp://
www.healthearedistribution.oregov _affairs/pdf controlled /20081113 ieg.pdf).

These guidelines emphasize “Know Your Customer”—that is, obtaining and re-
viewing thorough background information about a distributor’s prospective cus-
tomers prior to doing business with them. The ICGs support due diligence efforts
to provide assurance that pharmacy customers are appropriately licensed by state
and Federal authorities and that these entities intend to dispense drug products for
legally acceptable purposes.

The ICGs were specifically developed to help evaluate customer orders for con-
trolled substances and report those that are “suspicious” to the Drug Enforcement
Administration (DEA) as required under Federal law’.1 These guidelines are also in-
tended to aid distributors in evaluating and incorporating DEA interpretations of
distributors’ responsibilities for responding to ever-evolving changes in the diversion
and illicit use of these much needed medications.

As important as it is for distributors to take responsibility to prevent diversion
of controlled substances, it is equally important for all members of the supply chain
(including manufacturers, dispensers, and prescribers) to take steps to help prevent
drug abuse as well as preventing the diversion of product into the gray market.

RESPONSE TO WRITTEN QUESTIONS SUBMITTED BY HON. ROGER F. WICKER TO
PATRICIA EARL

Question 1. Can you give us your opinion on what measures could be taken to
tighten the supply chain or to prevent these types of “questionable” transactions
from taking place?

Answer. Who is NCPD: Founded in 2006, the National Coalition of Pharma-
ceutical Distributors (NCPD) has represented and promoted the interests and prior-
ities of small and independent pharmaceutical distributors before legislatures, regu-
latory organizations, industry partners and the community at large by advocating
sound and responsible public policy. In this manner, NCPD is committed to preserve
the well-being of its members; to ensure distribution system efficiency; and to
strengthen the pharmaceutical supply chain to the greatest degree possible. Our
members are regulated by the FDA, the DEA and every State Board of Pharmacy
in which we operate. Our companies produce pedigrees, engage in current good
manufacturing practices and provide heightened product quality assurance. NCPD
members operate inside ordinary, lawful channels of distribution referred to as the
authorized distribution networks.

Question 2. How did the “gray market” root causes emerge?

121 C.F.R. §1301.74(b).
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Answer. Industry changes have placed medication in short supply. The FDA
website provides frequently asked questions and answers. One noted question is
this: What has caused drugs to be in short supply?” The FDA answered the question
as follows:

“The major reason for these shortages has been quality/manufacturing issues.
However there have been other reasons such as production delays at the manu-
facturer and delays companies have experienced receiving raw materials and
components from suppliers. Discontinuations are another factor contributing to
shortages. FDA can’t require a firm to keep making a drug it wants to dis-
continue. Sometimes these older drugs are discontinued by companies in favor
of newer, more profitable drugs. With fewer firms making older sterile injectable
drugs, there are a limited number of production lines that can make these drugs.
The raw material suppliers the firms use are also limited in the amount they
can make due to capacity issues at their facilities. This small number of manu-
facturers and limited production capacity for older sterile injectables, combined
with the long lead times and complexity of the manufacturing process for
injectable drugs, results in these drugs being vulnerable to shortage. When one
company has a problem or discontinues, it is difficult for the remaining firms
to increase production quickly and a shortage occurs.”

The Staff Report prepared for Chairman John D. Rockefeller, IV, Chairman Tom
Harkin and Representative Elijah E Cummings entitled “An Examination of Why
Hospitals Are Forced to Pay Exorbitant Prices for Prescription Drugs Facing Critical
Shortages” confirmed those root causes from the Committee’s extensive examination
of the authorized distribution networks.

Question 3. So what are the repercussions of drug shortages and what measures
are needed to prevent these “questionable” gray market transactions?

Answer. Following shortages, supply and demand allowed for prices to increase.
The healthcare market is not immune to the basic principles of supply and demand.
Supply represents how much the market can offer. The quantity supplied refers to
the amount of a certain good producers are willing to supply when receiving a cer-
tain price. The correlation between price and how much of a good or service is sup-
plied to the market is known as the supply relationship. Price, therefore, is a reflec-
tion of supply and demand. When there is a short supply of drugs, as has been
noted by the FDA, there is an opportunity for “bad actors” to take advantage of the
system. NCPD members do not engage in pricing gouging behavior even though
market conditions are ripe for it because they know it is inherently bad business
to gouge customers that you want to come back and buy from you next week. Our
members know you can’t stay in business long unless your prices are fair and com-
petitive and that is how NCPD members have done business with their long-stand-
ing relationships. Further, a typical hospital pharmacy purchaser has multiple back-
up small distributors from which to choose. As such, a secondary distributor will
typically seek to offer the best price available to ensure that its hospital customer
will continue to utilize its services in the future.

Congress is presently considering various legislative proposals intended to en-
hance the Federal government’s ability to track and trace prescription drugs begin-
ning with the manufacturer and continuing with every subsequent transaction until
the product is ultimately provided to the patient or consumer NCPD supports Fed-
eral pedigree legislation that includes unit level track and trace mandates. Since
2006, its members are the only companies required to authenticate drugs and pass
pedigrees. We support the serialization of drugs for national track and trace system
both level and with 2D bar codes. Many of our members serialize drugs today for
tracking and billing purposes where distribution in small unit of use packs. We sup-
port stringent Federal licensure standards and penalties for those who fail to com-
ply with laws and standards. This concept—commonly referred to as “pedigree”—
is considered critical to ensuring that misbranded, adulterated or counterfeit pre-
scription products do not enter the pharmaceutical supply chain. NCPD has actively
supported congressional efforts to reform Federal pedigree laws with more stringent
and effective requirements for supply chain participants.

NCPD does not support the “shell pharmacies” or illegal wholesalers that divert
drugs that would have gone directly from manufacturer to independent distributors
and been available for normal distribution supply chain safety net. Plugging those
holes with more stringent Federal licensure standards and penalties for failure to
comply should be the most important measure to prevent these questionable trans-
actions.

Rather than focusing on how the “bad apples” received the “leaked” product, a
better solution for all normal trading partners in the ordinary, lawful channel of dis-
tribution would be to get product to the registered, licensed, compliant, traditional
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safety-net secondary distributors that have historically been able to redistribute
short supply product without extraordinary measures of multiple distributors touch-
ing the products. Historically, secondary distributors have stepped in to fill the gap
that the normal trading partners cannot because of their inability to handle the ex-
ceptions created by the current fragile supply chain. The solution to keeping the
supply chain safe is to have all the “ordinary, lawful channels of distribution” have
equal access to their fair share of the available inventory based on their customer’s
historical needs and not allow, such unlawful, fake pharmacies and their unlawful
business partners sneak into the supply chain and siphon off the legitimate inven-
tory to gain illegal and unlawful profits at the expense of everyone else.

RESPONSE TO WRITTEN QUESTION SUBMITTED BY HON. JOHN BOOZMAN TO
PATRICIA EARL

Question. There are a number of price markups of critical, lifesaving drugs that
have been uncovered during the course of this investigation. What would account
for these significant markups? I understand that small distributors have to pay
higher prices than those negotiated under GPO contracts, but will you explain how
your members price their drugs? Putting shipping costs aside, can you explain why
secondary wholesalers may charge more than $100 to pass along product to another
entity in the distribution chain?

Answer. Analyzing prices of the drugs that were examined in the Staff Report,
the first questions we have to ask is “Is the comparison apple to apples?” On page
10 of the report, it was stated that five prescription drugs were the focus of the ex-
amination. Those five drugs were all compared using the manufacturer—GPO—
wholesaler “normal contract pricing” to establish the baseline for the mark-ups to
the hospitals. As you have requested, we will do our response based on the industry
standard, Wholesale Acquisition Cost, which is what a distributor will pay for the
drug in the “authorized distribution network.” It appears in the report, that these
examinations make the assumption that all stakeholders track their purchases
using the unique identifier, NDC number that is the manufacturer identification
code for only one manufacturer’s chemical entity for that drug. That NDC tracking
process must be used to trace a drug transaction from the manufacturer to the nor-
mal trading partner and to the GPO hospital in order to process the GPO contract,
file chargebacks and pay administration fees. Only the contract transactions must
follow that specific NDC track for that one product and since many of our members
are restricted from the GPO agreements, they are free to interchange competing
manufacturer products under one Generic Sequence Number (GCN). The manufac-
turer wholesaler acquisition prices are published in three national data warehouses,
First Data Bank (FDB), RedBook and MediSpan. These database files are used to
set the WAC by NCPD members and many times are used in lieu of a company’s
actual acquisition price for single items.

As defined in FDB, the GCN Sequence number is a unique number representing
a generic formulation. It is specific to the generic ingredients, route of administra-
tion, dosage form and strength. According to FDB, the GCN Sequence Number is
the same across manufacturers and/or package sizes and therefore can be used to
interchange equivalent products. As a consequence of our distributor members not
being restrained in their inventory management systems to tracking by specific
NDC numbers, they may set up a shelf-keeping-unit (SKU) system by GCN code in
order to run all equivalent GCN products under one unique item number for the
purpose of financial accounting and inventory valuation. They may create an SKU
number that is proprietary to their company, i.e., Paclitaxel 300mg and track that
item by their SKU number. That SKU record will establish their base cost for pur-
chasing and selling price algorithms based on the average costing or FIFO or LIFO
cost of the drug. In these situations, they may have multiple manufacturers that
make that same drug and sell in different package sizes and they all sell at a dif-
ferent manufacturer wholesaler acquisition price. Since our members do not have
to follow the GPO process of selling only one specific manufacturer’s NDC number
at a pre-negotiated contract price, they can use the most recent published market
price established for that item. Here is an example of that pricing comparison is the
Paclitaxel 300mg 50ml Vial and its GCN equivalent of 5ml Vials that is listed in
the First Data Bank and the Redbook data repositories.
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As you can see, there are multiple manufacturer-specific generically equivalent
products that have published Wholesale Acquisition Costs (WAC). If we look at four
of these products to see the variance in the WAC for the purpose of establishing
a market in-bound cost for a distributor to use as the competitive threshold to price
the product when it is acquired from another trading partner, we will see that man-
ufacturers have created wide variances in how they set their company’s WAC and
1f:hat there are wide spreads in the dollars and the percentage difference by manu-
acturer.

Drug Name: PACLITAXEL 300 MG/50 ML VIAL

Pk, Pk; WAC WAC Mover -
%
NDC MFG Do | Sine Unit Pkg Towest Lowest
WAC MFG WAC
61703-0342-50 Hospira Vial 50 $1.45 $72.53 N/A N/A
63323-0763-50 APP Vial 50 $2.59 $129.30 $56.77 78.27%
55390-0314-50 Bedford Vial 50 $7.00 $350.00 $277.47 382.56%
66758-0043-03 Sandoz Vial 50 $9.05 $452.55 $380.02 523.95%
Drug Name: PACLITAXEL 300 MG/5 ML VIAL
" " AC c M;rk-Up Mark-Up
P P W, WA %
NDC MFG Dow | Sine Unit Pkg Towest Lowest
WAC MFG WAC
61703-0342-09 Hospira Vial 5 $1.61 $8.03 N/A N/A
63323-0763-05 APP Vial 5 $2.58 $12.93 $4.90 61.02%
55390-0314-05 Bedford Vial 5 $7.00 $35.00 $26.97 335.87%
66758-0043-01 Sandoz Vial 5 $9.05 $45.26 $37.23 463.64%

When our members purchase a Paclitaxel 300mg 50ml Vial or a 5ml Vial, they
put in the market price of the product based on what the First Data Bank, Redbook
or MediSpan has published as the WAC and if they have purchased two of the four
above and the SANDOZ product was one of those two, their base cost for that prod-
uct would be $452.00 not the $129.30 that APP had priced their lowest contract ne-
gotiated product. Therefore, when a hospital was quoted their price on the Paclitaxel
300mg 50ml Vial as a non-primary customer of our member, they would be priced
on the highest WAC, unless they have a pre-negotiated supply agreement with our
member for sell price based on actual cost.

This is a common practice in the “secondary distributor” industry because a hos-
pital has committed to buy 100 percent of their contract items from the primary dis-
tributor —referred to in the report as “normal trading partners.” Since a secondary
distributor does not know what products, if any, or how much dollar volume that
a hospital will purchase from them, they normally sell at a cost plus based on their
market intelligence and that is based on the higher of published WAC or their Com-
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mercial Price File established by their inventory and pricing guidelines. Our mem-
bers receive letters from their customers like this one on a consistent basis:

“This is to say THANK YOU for all the vital service you have provided to our
company. You play a critical role in my daily routine as I rely on your e-mails
that contain drugs that I currently need and you are quick to act on it. You are
a life saver as I have never been without in spite of the current drug shortages.
You have fair prices and I have referred your company to many of my colleagues
so they too can receive the vital service you provide. Thank you again for the
great service and I will continue to look forward to doing business with you as
always!” RN, CNOR Surgery Center Customer

There are additional factors that determine the selling price mark-ups and they
include higher costs of acquisition of these life-saving, critical short supply drugs.
Some of our members have long-standing relationships with hospitals and clinics
(like the one above) to be the last resort in finding a drug that is critical to saving
a patient’s life. In these extreme situations, our members use extraordinary meas-
ures to find those drugs by contacting other trusted suppliers that have assisted
them in the past. These extreme situations can cost hundreds of dollars in oper-
ational, administrative and labor costs. Many times either experienced sales reps or
customer service management will spend hours in tracking down and locating the
available product. They negotiate the rapid response to expedite the drug to the hos-
pital or clinic. They incur special handling costs, packaging and labeling materials
for hazardous (oncology), breakables (injectables and liquids) and sensitive trans-
porting (OMD guidelines) of the product to a viable shipper. There are incremental
costs for all these activities that must go into the cost of processing the drug.

Lastly, our members are required by PDMA and state statutes to provide a read-
able pedigree document in these situations that may involve tracking transactions
from the manufacturer to the dispensing customer. Pedigree documentation not only
involves labor costs but also our members are required to pay a fee to the “normal
trading partners” in order to get access to that pedigree. The cost to get pedigree
documentation from the primary wholesalers is a fixed fee of $5,000 per month or
$60,000 per year and that is for one pedigree or for many per month. Internal labor
costs for pedigree administration carries an average cost of $60,000 or more to au-
thenticate and pass pedigree on these items. Many of our members have invested
in software systems that have a license fee that has to be paid for the service. If
our members passed on the actual cost of that pedigree service on these trans-
actions, it could easily add at least $100 per item just for the authentication docu-
ments. Because this is an arduous, labor intensive process, in many instances, our
members lose money on these emergency, hard-to-find situations in order to keep
a good customer and to save a patient’s life.

As benchmark tools for our industry, we have prepared some financial analysis
to show the economic impact of the small distributions and how it relates to the nor-
mal trading partners. Prescription drugs move though a very complex distribution
model that has many players. These multiple providers each play an important role
in getting the right drugs, to the right patient, at the right time. However, because
of the sheer volume of over $307 Billion, according to the Center for Healthcare
Supply Chain Research, 2011-2012 HDMA Factbook, each traditional distributor
placed more than 385,000 orders for healthcare products in 2012 from an average
of 1,100 manufacturers delivering drugs daily to over 200,000 providers across the
U.S. While this provider network is vast, distributors were able to consistently pro-
vide services levels exceeding 95 percent while operating efficiently and keeping the
cost of distributor low. These large, national distributors are able to offer economies
of scale by aggregating volumes and inventory for both manufacturers and pro-
viders. This systems works for drug distribution in a fast and efficient manner at
least 95 percent of the time, but for the balance of that 5 percent, a back-up, sec-
ondary distributor is called on to provide the same level of service that these pri-
mary companies provide.
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Table 1.—Flow of U.S. Prescription Sales ($B) and Contribution by Channel (%) in 2010.

Total U.S. Pharmaceutical Market Contribution by Channel ($) Contribution by Channel (%)

Manufacturers $307 B 100%

Traditional and Specialty
Distributors $268 B 87%

Direct to Chains, Mass
Merchandisers and Food Stores $39 B 13%

Total Generic and Brand
Prescription Drugs Sold through
Traditional Wholesalers to
Following Providers:

Chain Warehouses purchased

from Wholesalers $51 B 21%
Chain Pharmacies $59 B 24%
Hospitals, HMO’s, Clinics and

Nursing Homes $61 B 25%
Independent Community

Pharmacies $38 B 16%
Mail Order Pharmacies $33 B 13%
Others (Distributors) $2 B 1%

1. Total value of goods flowing through traditional distributors, as per IMS National Sales Perspectives. 2011-12 HDMA Factbook
(Tables 1 and 3 and 109.)

2. Sources: Center for Healthcare Supply Chain Research, 2012-12 HDMA Factbook, IMS Health, Inc., Booz & Company Analysis,
The Role of Distributors in the U.S. Healthcare Industry

NCPD members, small and independent distributors, have estimated that this
market segment does less than one percent of the total goods flowing through this
supply chain or approximately $2 Billion annually. It is often hard to understand
where secondary distributors fit into the flow of prescription drugs in this supply
chain and the role that NCPD members play every day in distributing prescription
drugs to their small healthcare customers and as a second-line supplier to the larg-
est providers listed in Table 1. Much activity has driven these secondary relation-
ships that have been the realities for the pharmaceutical supply chain during this
period of increasing short-supply of critical drugs. One of the practical cir-
cumstances that have fed the expansion of these relationships in the secondary dis-
tribution industry is the fact that this industry of small suppliers primarily serves
as a safety-net or back-up supplier to all hospitals, both large and small in the U.S.
Add to that, the fact that this industry is the primary supplier of all drugs to small-
er medical facilities, doctor’s offices and pharmacies. Despite their crucial role in
getting life-saving drugs to critically ill patients, they are also on an individual
basis, one of the smallest customers of the “traditional” wholesalers that do billions
of dollars of sales to these large hospitals and are required to pay the highest acqui-
sition cost offered in the U.S. supply chain. As a practical matter, every sector of
the healthcare industry depends critically upon secondary distributors due to the
fact that they act as the safety-net in times of national shortages to secure and dis-
tribute scarce drugs in short supply.

Many manufacturers, hospitals, health care centers and pharmacies in rural loca-
tions and those too small to meet the minimums of large distributors rely on sec-
ondary distributors to fill critical needs for life-saving medicine. What’s more, every
sector of the health care industry depends critically upon secondary distributors be-
cause they act as the safety-net in times of national shortages to secure and dis-
tribute scarce drugs in short supply. While they are crucial in getting life-saving
drugs to critically ill patients, small distributors are on an individual basis, one of
the smallest customers of “traditional” wholesalers. These same wholesalers do bil-
lions of dollars of sales to large hospitals, but will not supply smaller clinics and
facilities. In addition, small distributors are required to pay the highest acquisition
cost offered in the U.S. supply chain, putting them at a competitive disadvantage.

In spite of their proven value, small, secondary distributors have come under fire
recently because few people really understand them or have taken the time to see
where they fit in the supply chain. The arguments have ranged from accusations
of price gouging to shifting product between multiple companies as a means to in-
crease profits to working with fake pharmacies. These allegations are not grounded
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in reality. What’s more, these characterizations fail to reflect one basic fact of this
market: There are thousands of small distributors that work with hospitals across
the Nation. To remain competitive, they must comply with all laws, follow pedigree
and handling requirements to the letter and still offer an economical price point
that allows for only a modest profit margin. If they do anything else, they run the
risk of permanently losing a customer. That’s because hospitals comparison shop.
If they don’t like a price offered by one company, they will call another. This is a
reality that every small distributor out there is well aware of. And they know that
if they were to engage in the types of activities you accuse them of, they would not
be in business very long. As you learn more about this industry you will see that
the activities you are trying to paint as nefarious actually have legitimate and rea-
sonable explanations:

So-Called “Price Gouging” Or Mark-Ups

Drug prices are established on an intricate system that is far more complex than
most free markets. Manufacturers set a number of price points for a product, includ-
ing the Wholesale Acquisition Cost—or WAC—which is the lowest price at which
a wholesaler or distributor can buy the product. As with many markets, hospitals
and physicians can negotiate the price they are willing to pay for a drug. The more
product a hospital or doctor expects to use, the more power they have in securing
to negotiate a lower price. Neither large nor small distributors have the ability to
influence drug price negotiations. To secure the best prices for patients, most hos-
pitals belong to one of the major group purchasing organizations—GPO’s, which le-
verage the strength of the collective buying power of their members when negoti-
ating contracts with manufacturers. GPOs require hospitals to adhere to specific
rules, such as select a primary wholesaler—and if their primary does not have a
drug, they are prohibited from using another primary. Instead, they must contact
their second-line—or “secondary—distributor to supply their needs. Secondary dis-
tributors are able to work with all of the primary wholesalers, plus their network
of small distributors to locate and secure drugs, even those that are in short-supply.
Because small distributors are not restricted by GPO contracts, they are able to use
avenues that hospitals cannot, such as large distributors that compete with the hos-
pital’s primary wholesalers.

Small distributor companies measure key profitability by comparing income and
expenses, which are significantly higher than the large traditional wholesalers be-
cause they do not have the depth, breadth and economies of scale that the larger
companies can spread expenses across billions of dollars in pharmaceutical reve-
nues. In fact, the small and independent distributors are very similar in size and
scope to the small, independent, community pharmacies that are members of the
National Community Pharmacy Association. We have used the data from the HDMA
Factbook and the 2011 NCPA Digest to compare and contrast the revenues, gross
profit margins, operating expenses and net operating incomes of these three indus-
tries.

Table 2.—Industry vs. Small Distributor. Percentage of Revenues, Expenses, Gross Margins
and Net Margins

) NCPA NCPD
Pharmacy 2 vg.
Revenues
Rx Sales Per Location $2,615,865,364 | 100.00% $3,698,748 | 100.00% $7,500,000 | 100.00%
Cost of Goods Sold $2,528,757,047 | 96.67% $2,812,250 | 76.00% $5,625,000 | 75.00%
Gross Margin $ Sales
After All Discounts $87,108,317 3.33% $886,498 | 24.00% $1,875,000 | 25.00%
Gross Margin % After
All Discounts 3.33% 23.97% 25.00%
Expenses
Payroll Expense $15,845,003 | 18.19% $110,812 [ 12.50% $215,625 | 11.50%
Payroll Taxes,
Workers Comp, Empl.
Benefits $3,188,164 3.66% $17,730 2.00% $37,500 2.00%
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Table 2.—Industry vs. Small Distributor. Percentage of Revenues, Expenses, Gross Margins
and Net Margins—Continued

. NCPA NCPD
Pharmacy 2 Avg.

Total Payroll Expenses $19,033,167 | 21.85% $128,542 | 14.50% $253,125 | 13.50%
Administrative
Expense $409,409 0.47% $0 0.00% $0 0.00%
Sales and Marketing
Expense $226,482 0.26% $4,432 0.50% $8,438 0.45%
Buying Expense $17,422 0.02% $0 0.00% $0 0.00%
Insurance $0 0.00% $2,659 0.30% $9,375 0.50%
Supplies, Storage and
Ship Containers,
Packing, Labels $0 0.00% $4,432 0.50% $12,188 0.65%
Postage $0 0.00% $886 0.10% $3,563 0.19%
Shipping and Delivery $261,325 0.30% $3,546 0.40% $12,188 0.65%
Information and
Technology $182,927 0.21% $3,546 0.40% $5,625 0.30%
Rent $130,662 0.15% $10,638 1.20% $71,250 0.95%
Utilities amd
Telephone $0 0.00% $3,546 0.40% $9,375 0.50%
Contract and
Chargeback $17,422 0.02% $0 0.00% $0 0.00%
Pedigree
Authentication $0 0.00% $0 0.00% $42,188 2.25%
Licensure, Bonds and
Compliance $0 0.00% $0 0.00% $15,000 0.80%
Other Operating
Expense $0 0.00% $23,935 2.70% $28,125 1.50%
Total Operating
Expense (includes
some lines not broken
out separately above) $31,247,820 1.19% $776,737 | 21.00% $1,668,000 | 22.24%
Net Operating
Income?3 $55,860,497 2.13% $110,962 3.00% $207,000 2.76%

1Center for Healthcare Supply Chain Research 2011-2012 HDMA Factbook (Pg. 19-24, 51).

2National Community Pharmacy Association 2011 NCPA Digest Sponsored by Cardinal Health.

3 Center for Healthcare Supply chain Research 2011-2012 HDMA Factbook (Table 20).

Small distributors are very competitive with their pricing for products and serv-
ices particularly geographically—close proximity to their distribution centers. For
extreme situations where FedEx Air overnight deliver is provided, they face the pos-
sibility of the shipping, handling, packaging and related delivery costs to be more
expensive than the actual drug itself. Many members have reported that the large
distributors have discounts of 80 percent or more off delivery schedules. Patient
safety is their first concern when requested to ship an emergency drug. Consistent
temperature, humidity and quality control is vital for a critical, life-saving drug to
be delivered to provide immediate benefits to a patient. They have experienced high
quality warehouse advocates that provide excellent quality control when a hospital
expects reliable, safe and secure drugs to be delivered just-in-time to save a patient.
This manual processing from the receipt to the delivery of the emergency drug falls
outside the normal cost of the division.

Small distributors have been inaccurately portrayed when it comes to the price
of products. As I noted before, secondary distributors pay the highest prices for
drugs in the entire U.S. supply chain—sometimes as much as 91 percent more than
one of the traditional wholesalers would ultimately pay for the same product.
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What’s more, many people will look at a pedigree and compare the cost a distributor
paid for a drug to the price he sold it for and assume the entire amount was pock-
eted as profit. That’s the furthest thing from the truth. The reality is that the pedi-
gree does not show how much was spent on things like shipping, which can be much
more expensive than the drug itself if the hospital needs it delivered overnight.

Every small distributor knows that the hospitals they work with are going to com-
parison shop. If a hospital doesn’t like the price that one secondary distributor
quotes to them, they will call another. Or, if they need it right away and can’t risk
losing it, they will buy it, but will find another secondary distributor to work with
moving forward. They are free to move their account elsewhere, so secondary dis-
tributors have to remain competitive and will often sacrifice their own profit mar-
gins to make sure they keep a customer.

Question la. How does our pricing work and does it contributes to the “question-
able” gray market activities?

Answer. Pharmaceutical pricing is complex and difficult to understand; because
of this the investigative reports and “gray market” reports have unfairly and incor-
rectly discounted the value of small pharmaceutical distributors that operate inside
of authorized distribution networks. Let’s talk about the layers of this business and
the service each layer provides.

(1) Drug manufacturers discover patent, study, create, market and sell various
drugs. Manufacturers build a service fee into their product price to recoup
their cost.

(2) Authorized Distributors of Record’s (ADRs) negotiate with drug manufacturers
in order to buy large quantities of drugs at extremely low prices. ADRs buy
from multiple manufacturers. When a hospital wants to buy certain drugs and
does not want to be constrained by manufacturer product lines, they buy from
ADRs. The best ADRs have strong negotiating power allowing them to offer
low prices and multiple manufacturer product portfolios to customers. ADRs
build a service fee into their price to account for their negotiation and mar-
keting work.

(3) Pharmaceutical Distributors such as our NCPD members buy bulk product
from manufacturers and ADRs. Some of us just sell the product in its original
container. Others re-package and/or re-label product in accordance with cur-
rent good manufacturing procedures and are regulated by the FDA and DEA.
When product is repackaged from bulk bottles and placed into individual
count bottles, many FDA quality regulations are mandatory. These quality
regulations are not applicable to pharmacies, such as those referred to in the
report entitled “Shining Light on the Gray Market” prepared and presented
July 25, 2012 at the Senate Committee on Commerce, Science, and Transpor-
tation. Also, our companies service locations with little to no buying power.
Many rural area clinics and doctor’s offices, for example, are precluded from
buying manufacturer direct or from an ADR because they do not purchase suf-
ficient quantities of product. Our companies cater to these clients and ensure
that they receive quality, safe products; we are an integral part of the supply
chain. Pharmaceutical Distributors build a service fee into their price to ac-
count for their operational, administrative and labor costs for sourcing, pur-
chasing, regulatory compliance to pedigree, storage, handling, special pack-
aging, labeling, quality checking, marketing and distribution services. Higher
costs are incurred for special situations that involve life-saving, critical, short
supply drugs.

(4) The service provided by each layer is necessary and an increased price is a
necessary corollary arising from the layers; each layer must be compensated
for their service.

(5) So why are the reports saying that pharmaceutical distributors are price goug-
ers? Despite the fact that pharmaceutical distributors provide quality, nec-
essary services, the media has skewed the world’s view of pharmaceutical dis-
tributors. For instance, Premier Healthcare Alliance report published in 2011
incorrectly calculated the percent markup charged by small distributors over-
stating the high-end by 3,804 percentage points or 521 percent. “Many people
mistakenly believe that distributors that deal in medicines have greater nego-
tiating power than they really do. This isn’t like a car dealership, where peo-
ple generally don’t have to pay MSRP because of dealer incentives and re-
bates. In health care, small distributors must pay what’s called a Wholesale
Acquisition Cost that is many times greater than what the GPOs have nego-
tiated. When you compare the cost a small distributor must pay for a medicine
to the final price it charges a hospital, you find that the gross profit margin
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is often in a very reasonable range. It is not the 1,400 percent markup you
find when you compare to GPO numbers—a practice that is misleading and
doesn’t represent the complexities of the health care market. GPOs have cre-
ated a market that is anticompetitive and exclusionary, which actually leads
to shortages and higher prices on alternative products in times of market dis-
ruptions. The fact that the numbers in the original report were so drastically
miscalculated indicates that it is another unjustified attack on the business
integrity of small distributors. It was disingenuous for Premier Purchasing
Partners who created and understand the system better than anyone, to point
their fingers at small distributors, which must pay significantly higher prices
for the same products to serve health care providers.

Stories about a few “bad actors, fake pharmacies and fake distributors” have
tainted the gray market debate. During 2005 and 2006, rogue companies in
Florida took advantage of a flawed regulatory system and introduced counter-
feits and unsafe practices into the U.S. pharmaceutical supply chain. NCPD
was founded to represent the wellbeing and interests of reputable small dis-
tributors. We worked to help enact Federal legislations to revamp the Nation’s
chain of custody laws for drugs. A new system was put in place to make sure
that our supply chain was safe from the criminals that could open a store-
front, buy drugs off the street and resell them without any regard for patient
safety or regulations. In order to fix the system, we need to look at all the
links in the system, the manufacturers who bid for contracts and cannot sup-
ply, the traditional wholesalers who have a fragile supply chain with just-in-
time inventory and no safety stock, and especially the group purchasing orga-
nizations that are protected by anti-kickback and safe harbor exemptions
which create a smokescreen intended to prevent simple comparisons of GPO
vs. non-GPO prices. As a knee jerk reaction to fix that 2005-2006 crisis and
to make sure that we put some standards into place, we saw the manufactur-
ers, the traditional wholesalers and the group purchasing organizations tight-
en their relationships.

The FDA instituted the pedigree requirements that any distributor that did
not buy from the manufacturer direct would have to create a pedigree record
and authenticate that chain of custody all the way back to the manufacturer.
The manufacturers then exempted Authorized Distributors of Record from the
pedigree statutes. Manufacturers subjectively terminated all secondary dis-
tributors’ direct accounts unless the distributor was a member of the legacy
association, HDMA, representing large, traditional, full-line distributor and
manufacturers. HDMA, at that time, decided to pare down their membership
to only the top 20-30 distributors that could meet their stringent financial re-
quirements. The group purchasing organizations pared down their list of au-
thorized distributors to the ones with direct contracts with manufacturers.
The traditional wholesaler’s, who had done business with the smaller distribu-
tors over the last 20 some years, were given fee for services and inventory
management agreements from the manufacturers and from their GPO part-
ners. All three of the large wholesalers then blocked sales to the secondary
distributors because they would lose their rights to purchase hospitals prod-
ucts and to sell into the large GPO members hospitals. Small independent dis-
tributors were essentially denied access, restricted, blocked and tackled from
every direction, and the only source of product suppliers that they could buy
from were small manufacturers that could not play in the GPO contracts,
small generic manufacturers that could not win the large GPO contracts, (note
that many of those suppliers went out of business or picked up new products
that did not compete with the GPO manufacturers) thus leaving no safety net
suppliers for products in the supply chain. The secondary distributors were on
an island and their only source of support and trading partners were each
other. They have seen millions of dollars evaporate off their shelves and bal-
ance sheets. Secondary distributors, by comparison, are often family-owned
businesses. The companies try to obtain their products from the manufacturer,
where permitted, and use a traditional wholesaler that is an ADR and from
other trusted, well-known distributors, just like them. Secondary distributors,
so called because they fill a need when a hospital’s primary wholesaler cannot
fill it, are a beneficial, integrated and official part of the authorized distribu-
tion network. They are required to pay much higher prices than traditional
distributors, are excluded from GPO contracts, and restricted from filing for
chargeback differentials with the manufacturer when a hospital has a GPO
contract and buys off-contract with a secondary distributor. Their customers
understand they will not get the GPO pricing, but know the service may help,
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or even save a patient. They are the safety-net in the market, ensuring quality
medications reach a patient in the safest, fastest and most cost-effective way
possible.

Question 2. You state in your written testimony that NCPD members report fake
pharmacies they uncover. How often do you come across these fake or “shell” phar-
macies? Is action taken to shut them down when reported?

Answer. As we stated earlier in this response, NCPD represents and promotes the
interests and priorities of small and independent pharmaceutical distributors before
legislatures, regulatory organizations, industry partners and the community at large
by advocating sound and responsible public policy. In this manner, NCPD is com-
mitted to preserve the well-being of its members; to ensure distribution system effi-
cie:nc%;1 and to strengthen the pharmaceutical supply chain to the greatest degree
possible.

NCPD was founded in 2006 as a voluntary, horizontal, member-directed associa-
tion that succeeds in differentiating the participants by a common set of guiding
principals for self-governance. New members are accepted after being vetted by a
membership steering committee. The criteria for vetting a new member may in-
clude, but is not be limited to:

. Po tl?ley meet all industry regulatory standards for licensing and business prac-

ices?

e Do they adhere to provisions of Prescription Drug Marketing Act for handling,

packaging, storage, and shipping of drugs?

Are they in full compliance with all governing federal, state and local laws?

Provides pedigree and authenticates its inventory according to state statutes.

Approved through VAWD certification, when applicable to business model.

ffollows c¢GMP guidelines from FDA in packaging, mail order and covered facili-

ies.

o Employs mutual-nondisclosure agreements to meet anti-trust thresholds.

e Does business only with other licensed distributors or that meet their stringent
customer inspection and monitoring policies.

e Have Standard Operating Procedures for diversion control and suspicious order-
ing reporting.

e Have rigorous governance policies in place to ensure internal and external prac-
tices for fair treatment of customers and employees.

e Legal aspects of the association will be carefully monitored by Board. When
pricing and group purchasing are discussed, we abide by the provisions of Rob-
inson-Patman Act and other anti-trust regulations pertaining to competitive ac-
tivities.

e Member companies are independent of other member companies in all other re-
spects—and transactions are strictly confidential.

e All member’s business information, volumes, pricing, and supplier information
are kept confidential.

e Members must approve release of any information.

o NCPD recognizes that most aspects of the supplier/member relationship remain
under the individual member’s full control.

In addition to the criteria above that we may use to evaluate and approve new
members, each of our members has their own due diligence process when they ac-
cept new customers. That process follows certain specific PDMA, DEA and State
Board of Pharmacy licensing criteria whereby the customer:

e If a Retail Pharmacy, Physician Office or Healthcare Clinic, it meets all DEA
and state licensing and regulatory practices.

e Requires a physical inspection of pharmacy sites.

e If a Distributor, adheres to provisions of Prescription Drug Marketing Act for
packaging, storage, and shipping and other applicable requirements.

Is in full compliance with all governing federal, state and local laws.
Provides pedigree and authenticates its inventory according to state statutes.
Approved through VAWD certification, when applicable to business model.

Follows ¢cGMP guidelines from FDA in packaging, mail order and covered facili-
ties.

As we said above, NCPD is a voluntary, member-directed association and is not
a regulatory enforcement agency. However, NCPD does provide our members with
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the most recent Federal, State and local legislative and regulatory updates to keep
them up-to-date on the best practices of the industry. We have Annual Meetings to
educate members on current trends and regulatory practices. When we receive no-
tices of a counterfeit, adulteration, fake pharmacy or any unlawful or illegal activity
that affects our membership, we have an immediate notification process in place to
make sure the information gets to the NCPD members and, if applicable to the reg-
ulatory agencies involved.

O
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