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(1) 

DRUG SHORTAGES: WHY THEY HAPPEN 
AND WHAT THEY MEAN 

WEDNESDAY, DECEMBER 7, 2011 

U.S. SENATE, 
COMMITTEE ON FINANCE, 

Washington, DC. 
The hearing was convened, pursuant to notice, at 10:05 a.m., in 

room SD–215, Dirksen Senate Office Building, Hon. Max Baucus 
(chairman of the committee) presiding. 

Present: Senators Bingaman, Wyden, Carper, Cardin, Hatch, 
Grassley, Cornyn, and Thune. 

Also present: Democratic Staff: Russ Sullivan, Staff Director; 
David Schwartz, Chief Health Counsel; Matt Kazan, Professional 
Staff; and Callan Smith, Research Assistant. Republican Staff: 
Chris Campbell, Staff Director; and Daniel Todd, Health Policy Ad-
visor. 

OPENING STATEMENT OF HON. MAX BAUCUS, A U.S. SENATOR 
FROM MONTANA, CHAIRMAN, COMMITTEE ON FINANCE 

The CHAIRMAN. The hearing will come to order. 
The American inventor Charles Kettering once said, ‘‘A problem 

well stated is a problem half solved.’’ We are here this morning to 
make sure we state the problem of drug shortages well, because 
doing so will help us find a solution. 

In a recent study, nearly every hospital surveyed had experi-
enced at least one drug shortage in the past 6 months, and nearly 
half of the hospitals experienced 21 or more shortages during that 
same period. These shortages affect some of the sickest and most 
vulnerable Americans. 

As Dawn Grayson from Billings, MT can tell you, when someone 
you love cannot get the medicine they need, it can be terrifying. 
This April, Dawn gave birth to a beautiful baby boy named Tanner. 
Tanner was born 11 weeks premature. He developed a serious, and 
sometimes fatal, infection and had to have emergency surgery. Be-
cause of his condition, Tanner could not take a bottle like other ba-
bies. Instead, he had to get all his nutrients, including calcium, 
through an IV mixture. 

But there is a national shortage of the type of calcium that Tan-
ner needed. Calcium is critical for muscle function and bone- 
building, especially in young children, and he could not go without 
it. So, as is too often the case with shortages, the hospital had to 
give Tanner a substitute, and that substitute caused complications. 

In Tanner’s case, the substitute caused chemical burns and pre-
mature scarring on his arm and his foot. Dawn is concerned it will 
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affect Tanner’s mobility as he gets older. Dawn said, ‘‘My son has 
enough problems being premature without adding chemical burns 
on top of an already-difficult condition.’’ She hopes that sharing her 
story will help us save other families who are going through the 
same pain. 

The number of patients like Tanner who are affected by drug 
shortages has grown over the past several years. More than half 
a million cancer patients were affected by drug shortages last year. 
We have a responsibility to ensure that Medicare and Medicaid 
beneficiaries, and all Americans, have access to the care they need. 
We need to fix this problem to make sure this does not happen to 
more patients like Tanner. 

Drug shortages deserve more attention, so I am glad Senator 
Hatch and I were able to schedule this hearing. We are pleased to 
see that this issue is also receiving greater attention. Specifically, 
Senator Hatch, Senator Tester, and Senator Klobuchar have 
worked hard on it, and I commend them. 

Drug shortages are not a new problem, but the number of drugs 
and patients affected over the past several years has grown at an 
alarming rate. There were shortages on 211 drugs last year. That 
is up from 58 shortages in 2004. 

The types of patients affected by shortages show how serious this 
is. We read heartbreaking stories of drug shortages forcing cancer 
patients to forego critical treatment. We hear stories about emer-
gency room providers forced to use makeshift drugs when conven-
tional drugs are in short supply. 

Each drug shortage has its own story. The causes vary. They in-
clude quality control issues, delays in manufacturing, disruptions of 
the supply of raw materials, and changes in the prices of drugs. 
The variety of reasons that cause drug shortages make it difficult 
to find one silver-bullet solution, but we cannot tackle this problem 
without fully understanding the root causes. 

Medicare and Medicaid pay for over $26 billion in prescription 
drugs each year. Both programs have a significant impact on the 
drug market. I look forward to hearing from our panelists where 
Medicare and Medicaid fit into this problem, and I look forward to 
hearing how these programs can be part of the solution. Are there 
things that we can change? Are there things we can do? What can 
we do? Will there be unintended consequences to some of these 
changes? 

So, as Mr. Kettering advised, let us work together today to state 
the problem well; then let us find the solution. Let us help prevent 
cases like Tanner’s from happening to others. Let us help patients 
like Tanner get the care they need, and let us help moms like 
Dawn get the certainty they deserve. 

[The prepared statement of Chairman Baucus appears in the ap-
pendix.] 

The CHAIRMAN. Senator Hatch, I am sure, is on his way, so I will 
now introduce the witnesses. 

Today we hear from Dr. Kasey Thompson, vice president of the 
American Society of Health-System Pharmacists. Welcome, Dr. 
Thompson. 

Next is Dr. Patrick Cobb, an oncologist and hematologist at the 
Frontier Cancer Center in Billings, MT. Welcome, Dr. Cobb. 
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Dr. Scott Gottlieb is a resident fellow at the American Enterprise 
Institute for Public Policy Research. Welcome, Dr. Gottlieb. 

And Dr. Rena Conti is assistant professor of health policy and ec-
onomics at the University of Chicago. Welcome, Dr. Conti. 

I would remind all of you your prepared statements will be in the 
record for everybody to read. In the meantime, I would like you to 
summarize your statements clearly, succinctly. Do not hold back, 
and tell us what is on your mind. 

Dr. Thompson, you are first. 

STATEMENT OF DR. KASEY THOMPSON, VICE PRESIDENT, 
AMERICAN SOCIETY OF HEALTH-SYSTEM PHARMACISTS, BE-
THESDA, MD 

Dr. THOMPSON. Good morning. Thank you, Chairman Baucus and 
distinguished members of the committee, for holding this hearing. 
My name is Kasey Thompson, and I am vice president of policy, 
planning, and communications for the American Society of Health- 
System Pharmacists. 

I am here today to talk about the problem of drug shortages and 
how shortages are affecting patients and the ability of health care 
providers to care for them. For the last 10 years, ASHP, in collabo-
ration with the University of Utah Drug Information Program, has 
been tracking drug shortages and making that information avail-
able to the public on our website. 

In the past 5 years, shortages have rapidly escalated, increasing 
from 70 in 2006 to 231 as of this November, and there appears to 
be no end in sight. Generic injectable drugs, which are commonly 
used in hospitals, comprise the majority of drug shortages. 

Many drugs fundamental and essential to care are in scarce sup-
ply, including oncology drugs, anesthetics, pain medications, anti-
biotics, and life support drugs for emergency care and intravenous 
nutrition. Because shortages affect our hospitalized and most vul-
nerable patients, patient safety and quality are our primary con-
cerns. 

Without access to the preferred drug treatment, clinicians must 
use alternatives which may be less effective or associated with in-
creased risk of adverse outcomes. Examples of these events are de-
scribed in detail in the Institute for Safe Medication Practices Sur-
vey from September 2011. 

In this survey, 1,800 respondents reported over 1,000 adverse 
drug events caused by shortages. Twenty-five percent of these re-
ports were medication errors; another 20 percent were adverse 
drug reactions. A survey conducted by the American Hospital Asso-
ciation in July 2011 also identified suboptimal care, indicating that 
82 percent of hospitals reported delayed treatment, and more than 
half said they could not provide some patients with the rec-
ommended therapy. 

Drug shortages also add to the cost of providing care. A study by 
Premier in March of this year estimated the cost of purchasing al-
ternative therapeutic products for those in shortage to be $200 mil-
lion annually. In addition, a survey conducted by ASHP and the 
University of Michigan indicated that hospital pharmacists are 
spending 8 to 12 additional hours per week dealing with shortages. 
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Further, the study estimated additional annual labor costs to 
hospitals in managing shortages to be $216 million annually. Every 
minute spent dealing with a shortage is time taken away from pa-
tient care. In some cases, we were able to determine why there is 
a shortage; in other cases, we simply have no idea. 

As a first step, we support the passage of the current bipartisan 
legislation in the House and Senate that would help the FDA pre-
vent some shortages from occurring if they were notified about a 
manufacturing problem or planned discontinuation. 

FDA data indicate that 54 percent of drug shortages are related 
to product quality problems, followed by a lack of capacity or other 
manufacturing issues. About half of the time manufacturers do not 
disclose the reason for a shortage. 

Our analysis over the last 10 years has shown that many drug 
shortages are the result of quality issues in the manufacturing 
process; loss of a manufacturing site; delays and capacity issues; 
shortages of raw materials, particularly a single source of an active 
pharmaceutical ingredient; product discontinuations; and secondary 
shortages of therapeutic alternatives resulting from a primary 
shortage. 

We recognize that there is no one cause of drug shortages and, 
therefore, there is no one solution. We are very pleased to see other 
facets of drug shortages, including economic factors, being consid-
ered, but we are not currently in a position to draw any conclusions 
given a lack of sound data. 

A recent report by the Assistant Secretary for Planning and 
Evaluation described the economic analysis of drug shortages. It 
identified a number of possible factors influencing drug shortages 
and noted that shortages have been concentrated in drugs where 
the volume of sales and drug prices were declining in the years 
preceding a shortage, suggesting that manufacturers are diverting 
capacity from shrinking lines of business to growing ones. 

It has been suggested that Medicare reimbursement policies may 
be partially to blame for drug shortages. While we believe this is 
an area that should be explored further, we are hesitant to focus 
on any one potential cause given the limited data and numerous 
factors that contribute to shortages. It will be important to learn 
from other stakeholders in the supply chain, including pharma-
ceutical manufacturers, wholesalers, group purchasing organiza-
tions, and others in order to fully assess these causes and offer so-
lutions to this public health crisis. 

Other incentives for manufacturers to stay or reenter the market 
should be examined. For example, tax credits awarded to compa-
nies for developing new technologies in the production process 
should be explored. We believe that any incentive should be geared 
toward increasing production capacity and upgrading facilities in 
order to meet demand for critically important generic injectables. 

In conclusion, drug shortages continue to be a very serious public 
health crisis and compromise our ability to treat adult and pedi-
atric cancer, to feed newborns intravenously who cannot eat, to re-
lieve pain, to battle serious infections, and to provide care when the 
most appropriate drug is unavailable. 

We look forward to working with Congress, the FDA, and other 
stakeholders to ensure an adequate supply of critical, life-saving 
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medications. Again, thank you, Mr. Chairman, Ranking Member 
Hatch, and all members of the committee, for the opportunity to 
provide input on this urgent public health crisis. 

The CHAIRMAN. Thank you very much, Dr. Thompson. 
[The prepared statement of Dr. Thompson appears in the appen-

dix.] 
The CHAIRMAN. Senator Hatch has arrived, and I would very 

much now like to turn to him for any statement he may wish to 
give. 

OPENING STATEMENT OF HON. ORRIN G. HATCH, 
A U.S. SENATOR FROM UTAH 

Senator HATCH. Thank you, Mr. Chairman. Sorry I was a little 
bit late this morning. Mr. Chairman, I want to thank you for con-
vening today’s hearing on such an important issue affecting our 
Nation’s patients and caregivers. 

We have all seen the disturbing stories in the press over the past 
several months about doctors unable to access critical medical 
products for their patients and the impact that these drug short-
ages have had on patient care. While there is no doubt that in-
creased attention and coordination has occurred between manufac-
turers and the government to begin addressing this problem, clear-
ly more can be done to mitigate these shortages in the future. 

Drug supply shortages are not new. Any product that involves 
complex manufacturing and distribution could face some supply 
challenges. What is new is the volume of shortages, the importance 
of the therapies that are experiencing shortages, and the chal-
lenges these shortages present to patients and caregivers. Every 
year since 2005, drug shortages have become more prevalent and 
widespread. 

In 2009, there were 157 products on the FDA’s shortage list, and 
in 2010 that number increased to 178. According to the University 
of Utah, which keeps track of shortages for the American Society 
of Health-System Pharmacists, the total number of drugs in short-
age currently exceeds 275 FDA-approved therapies and continues 
to grow. 

What is the impact of these increasing shortages? This crisis 
means worse outcomes for our patients, increased costs for care-
givers and the government, slower medical advancement, and per-
sistent undermining of confidence in our country’s health care sys-
tem. 

Many of these drugs in shortage are used in current oncology 
treatment regimens. Not only are drug shortages impacting current 
treatments, they are harming future patients by delaying clinical 
trial results, increasing the length of clinical trials and raising 
costs for research organizations. 

Our Federal payer system is also bearing the cost of drug short-
ages. Clinicians are forced to scramble to find alternative treat-
ment options for vulnerable patients, often at a much higher price 
for both the patient and the government. According to research by 
Premier, drug shortages could cost U.S. hospitals at least $415 mil-
lion annually. This is because more expensive substitutes are often 
needed, intermediaries significantly mark up the price of these 
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drugs, and there are additional labor costs associated with finding 
these alternative solutions. 

So what is causing this crisis? Well, this is clearly a complex 
issue. I believe we must look at the impact of Federal programs on 
the generic injectable market. Seventy-four percent of drug short-
ages involved sterile injectables in 2010. I do not believe it is sim-
ply a coincidence that shortages are disproportionately impacting 
products with highly complex manufacturing processes that are 
also some of the lowest-priced therapies, and I am not the only one 
to think that economic incentives play an important role in this 
issue. 

As recently highlighted in an article in the New England Journal 
of Medicine, experts contend that Federal government pricing and 
rebate programs are a significant contributing factor to the current 
drug shortage crisis. The article also notes that there is ‘‘untapped 
capacity’’ to produce generics, but indicates that incentives to at-
tract new entrants would be required to create redundancy in the 
market. 

Now, Mr. Chairman, I ask unanimous consent that this article 
be included in the record. 

The CHAIRMAN. Without objection. 
[The article appears in the appendix on p. 57.] 
Senator HATCH. Current pricing structures have been very effec-

tive in driving generic utilization. However, they may not fully cap-
ture or reward the costs associated with the complex development 
and manufacturing of injectables, as opposed to the more straight-
forward manufacturing process in the pill market. 

The current situation is simply unacceptable, and we must act to 
address this growing crisis. As most of my colleagues know, I am 
working on a solution that will continue to improve coordination 
between manufacturers and the government that also addresses 
some of the Federal price control and rebate structures that pre-
vent the true costs of bringing these important medicines to pa-
tients from being adequately addressed. 

Now, I urge my colleagues to join me in working to solve this 
problem in the very near future. Senator Baucus, I want to thank 
you again for convening this hearing today. I do look forward—and 
I am glad I got here before Dr. Thompson finished his remarks— 
to hearing from our witnesses and to having a serious discussion 
about the steps we need to take in order to address these very seri-
ous problems. This is really a crisis, in my opinion. 

Thank you, Mr. Chairman. 
The CHAIRMAN. You bet, Senator. Thank you very much. Thanks 

for your deep interest, including your legislation. I think your bill 
and others are going to help us find a solution. Maybe not a total 
solution, but they will move us in the right direction. 

[The prepared statement of Senator Hatch appears in the appen-
dix.] 

The CHAIRMAN. Dr. Cobb? 

STATEMENT OF DR. PATRICK W. COBB, ONCOLOGIST, 
FRONTIER CANCER CENTER, BILLINGS, MT 

Dr. COBB. Chairman Baucus, Ranking Member Hatch, members 
of the committee, thank you very much for giving me an oppor-
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tunity this morning to talk to you about the impact of the drug 
shortage crisis on cancer patients throughout the United States. 

I have been a private practice oncologist in Billings, MT for the 
last 16 years. Every day, patients come to me asking a simple but 
critical question: can you help me? For most of my career the an-
swer has generally been ‘‘yes,’’ that is, up until now. 

The recent shortage of generic chemotherapy drugs has signifi-
cantly limited our treatment options and in many cases has made 
treatments much more expensive than they have to be. 

I want to share the stories of two patients to illustrate the prob-
lems we are facing. Jerry is the father of two young children who 
came to the emergency room complaining that his nose would not 
stop bleeding. Ultimately, the work-up showed that he had acute 
leukemia, which is a deadly disease, but one that is very curable 
with chemotherapy. 

The standard treatment involves a generic drug called cytara-
bine, but that drug is in very short supply. We were able to find 
enough cytarabine to get Jerry through his first cycle of therapy, 
but now the problem is that his condition demands a significantly 
higher dose of cytarabine to cure his disease, and we are not sure 
we will be able to find enough cytarabine to complete his treat-
ment. 

So what do I tell Jerry, his wife, his parents, his kids? Well, 
Jerry, with proper treatment you have a pretty good chance of sur-
viving your leukemia, but I do not know if I can find enough 
cytarabine to treat it. We may have to consider an alternative 
treatment, but that regimen may not have the same track record 
of cure. As you can imagine, this is not a conversation that any 
oncologist wants to have with a cancer patient. 

Now another patient, Donna, who is a senior who is covered by 
Medicare, was recently diagnosed with colon cancer. She had sur-
gery that removed the primary tumor, but the pathologist found 
that the cancer had spread to three lymph nodes, which puts her 
at increased risk that the cancer will return. 

Now, by giving her chemotherapy post-operatively, I can decrease 
the odds that the cancer would come back and significantly im-
prove the likelihood that she will be around to watch her grand-
daughter graduate from high school in 3 years. 

Donna’s chemotherapy regimen involves leucovorin, a generic 
drug that costs Medicare about $35, and Donna’s 20-percent co- 
payment is about $9 per treatment. Unfortunately, leucovorin is 
another one of these drugs that is in short supply. If we cannot find 
enough leucovorin, I have to use Fusilev, a brand-name drug. The 
problem is that Fusilev is significantly more expensive for both 
Medicare and for Donna. So, if we have to use Fusilev, it costs 
Medicare over $24,000 more, and Donna’s share of this is an extra 
$6,000 more for the 12 cycles of treatment. 

So what do I tell Donna? Sorry, Donna, but I have to substitute 
a drug that is significantly more expensive. It is going to cost you 
an extra $500 per treatment, even though it is not any more effec-
tive than the cheaper drug. Again, a very difficult conversation to 
have with a patient. 

I speak with oncologists from across the country on a regular 
basis, and I can assure you that these patients’ stories are not 
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unique to Montana. Cancer treatment is being delayed, changed, 
and, in some cases, even stopped every day in the United States. 

When I am faced with a cancer patient, I have to determine the 
origin of the disease before I implement treatment. In analyzing 
the drug shortages, it is clear that there are a lot of causes, but 
it is also clear that the root cause is economics. It can be tracked 
back to the way Medicare Part B reimbursement was changed in 
the Medicare Modernization Act of 2003. Although I agree with the 
intent to better balance payments for cancer drugs and services, 
there have been some unintended consequences. 

The first consequence has been the closing of cancer clinics and 
the consolidation of clinics into the more expensive hospital setting 
due to Medicare reimbursement cuts to both drugs and services. 
The Medicare reimbursement system is based on ASP, or the aver-
age selling price of a drug, which acts as a form of price control. 
As a result, we have cases where some drugs actually cost a cancer 
clinic more than Medicare reimbursement pays. 

The drug shortage crisis is another direct consequence of the 
MMA. Lowered payments for generic drugs have resulted in fewer 
generic manufacturers. Now, at first blush, falling prices should 
look like a great thing for Medicare and for patients. 

But the problem is that there are now only a few manufacturers 
who are willing to produce sterile injectable chemotherapy drugs 
for what can be less than $1 per vial. Any manufacturing, regu-
latory, or quality problem is then magnified, and this leads to 
shortages when there are so few producers. 

We have to treat the underlying cause of the drug shortages, not 
just the symptoms. I believe that the drug shortage problem is a 
direct consequence of the reimbursement system that was set up 
by the MMA, and it has to be changed. 

It is critical that Congress move quickly to modify the Medicare 
reimbursement system, certainly not to cut reimbursement any fur-
ther as some have proposed, and to create appropriate incentives 
for generic manufacturers. The lives of cancer patients hang in the 
balance. 

Thank you very much for listening. 
The CHAIRMAN. Thank you, Dr. Cobb. 
[The prepared statement of Dr. Cobb appears in the appendix.] 
The CHAIRMAN. Dr. Gottlieb, you are next. 

STATEMENT OF DR. SCOTT GOTTLIEB, RESIDENT FELLOW, 
AMERICAN ENTERPRISE INSTITUTE FOR PUBLIC POLICY 
RESEARCH, WASHINGTON, DC 

Dr. GOTTLIEB. Good morning, Chairman Baucus, Ranking Mem-
ber Hatch. Thank you for the opportunity to testify today. I am a 
resident fellow at the American Enterprise Institute and a prac-
ticing hospital-based physician. 

I have seen the effects of these shortages first-hand in my clin-
ical practice, and, as a former FDA Deputy Commissioner and a 
former senior official at CMS, I have also seen the genesis of some 
of the policies that have contributed to these challenges. 

I do not believe there is a discrete set of policy problems that has 
created these shortages, nor a single measure that can mitigate 
these woes. But I would urge this committee to focus attention on 
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those elements that are in its direct purview: policy failures that 
reappear as common factors in many of the shortage episodes. 

The first issue is mechanisms that make prices sticky, limiting 
profitability and precluding investment in new supply and more ef-
ficient manufacturing. The second factor is regulatory challenges 
that have made the production of these drugs safer and more reli-
able, but in some cases substantially more expensive at the very 
time the policies have made it hard for producers to take and sus-
tain price increases. The third category is market structures that 
prevent firms from being able to earn appropriate returns when 
they invest in key improvements in manufacturing. 

The most significant of these issues in these markets is that pric-
ing is sticky. These drugs are often very cheap, sometimes just sev-
eral dollars for a dose. As a result, manufacturing costs end up 
comprising a big proportion of the overall price of the drug. 

When demand for these drugs increases or when the cost of de-
veloping the medicine rises, manufacturers cannot take and sustain 
price increases to make up for these events. This makes it hard for 
firms to make the long-term investment needed to stand up new 
manufacturing facilities or upgrade existing facilities to produce 
more supply. 

One contributor is the way that Medicare reimburses these prod-
ucts according to ASP, which is at least 6 months old at any given 
time. This means even if a generic firm raises its price to reflect 
increased production costs, Medicare will not pay the new price 
until about 6 months later. As a result, the producers of the drug 
would be under water for months at a time. 

Another issue is the way that Medicare lumps all the drugs into 
the same billing code. This means that the price paid ends up re-
flecting the terms of the lowest-cost producer, creating pressure to 
shave down production costs. Once ASP falls to a new low, it is 
hard for it to rise again because of its stickiness. Firms end up in 
a race to the bottom on manufacturing costs. 

This race to the bottom on manufacturing can work reasonably 
well in producing significant savings when it comes to products 
that are easy to manufacture, like pill forms, but it creates risks 
in markets like sterile injectable drugs where manufacturing is not 
a trivial affair. 

The regulation of pricing is made more problematic by the fact 
that production costs have been increasing, owing to more stringent 
regulation of manufacturing. The FDA has legitimate concerns, but 
the fact is, regulatory oversight has been sharply tightened over a 
short period of time. These low-margin producers cannot easily 
meet the new mandates. 

To fix the problems, we should lift price controls when it comes 
to critical injectable drugs that are generic, and take steps to pro-
vide companies with incentives for making manufacturing up-
grades that can lead to a more stable and scalable production. 

First, Medicare should move away from ASP and pay for these 
drugs according to a more flexible, market-based price that could 
adjust to market conditions. One consideration is to reimburse 
these drugs based on the price paid by wholesalers, the wholesale 
acquisition cost. 
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Congress might also consider allowing ASP to be re-set in some 
fashion for drugs approaching a shortage or drugs that are consid-
ered critical and prone to shortage. These drugs should also be ex-
empt from price control schemes that distort market prices and re-
duce incentives to invest in new production. This includes the 340B 
program. 

Medicare can also allow these drugs to have individual billing 
codes rather than paying for each class of drugs according to the 
same code. We also should give firms a financial incentive to invest 
in new IP that can improve manufacturing characteristics of ge-
neric drugs. 

Finally, we need to view production capacity for critical drugs as 
a national strategic asset. In the past, government approached 
similar issues with targeted incentives such as tax credits to en-
courage development in more domestic manufacturing capacity. 
The episode with flu vaccine provides some good examples of how 
we might mitigate the current shortages. 

To resolve these shortages in the short term, we should focus on 
the existing manufacturing capacity that is available but has been 
taken offline as a result of regulatory findings. 

In the long run, the only way to improve the availability of these 
products is to make it possible for firms to keep pace with rising 
production costs and to invest in manufacturing and enable a more 
stable and more scalable supply. We need to reform the policies 
governing how these products are priced if we are going to attract 
new investment into these areas. 

Thank you very much. 
The CHAIRMAN. Thank you, Dr. Gottlieb. 
[The prepared statement of Dr. Gottlieb appears in the appen-

dix.] 
The CHAIRMAN. Dr. Conti, you are batting clean-up here. 

STATEMENT OF DR. RENA CONTI, ASSISTANT PROFESSOR, 
UNIVERSITY OF CHICAGO, CHICAGO, IL 

Dr. CONTI. Thank you. Good morning. Chairman Baucus, Senator 
Hatch, and members of the Senate Finance Committee, it is my 
honor to speak to you today. I am an assistant professor of health 
policy and economics at the University of Chicago, and my work fo-
cuses on the regulation of the pharmaceutical industry. 

In economic terms, a shortage exists when, at any given market 
price, quantity demanded by purchasers exceeds the quantity that 
is supplied by firms. In a competitive industry, profit-maximizing 
firms would raise their price, consumers would be willing to pay 
this increased price for necessary drugs, and over time suppliers 
would increase the quantity supplied, eventually eliminating short-
ages. 

It is my contention that the defining features of the drugs in 
short supply suggest that aspects of the supply of, the demand for, 
and the distribution of them may constrain competitive market be-
havior. 

I evaluated several proposals. The use of drugs to treat disease 
is central to contemporary medical practice. Most drugs in short 
supply in the United States are to treat cancer, are physician- 
administered, and lost patent protection prior to 2000. 
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These features suggest there are four discrete aspects of the fi-
nancing and organization of these drugs that have acted in concert 
to create the current crisis, in effect a perfect storm. 

Regarding supply, firms that produce generic specialty drugs are 
concentrated, multinational, and produce multiple drugs across 
therapeutic areas. These firms drive profits from reducing manu-
facturing costs, but also by making drugs that have the highest 
revenue potential. All else being equal, we should expect firms to 
shift away from manufacturing drugs with low demand to higher 
revenue producing drugs over time. 

Regarding demand, oncologists choose drugs to maximize the 
health of their patients to be sure; however, physicians favor newer 
drugs with recently established safety and efficacy profiles. In addi-
tion, Medicare’s reimbursement to physicians for the administra-
tion of these drugs has declined over the past decade, putting pres-
sure on practice revenues. These changes reward, again, the use of 
higher-priced drugs that offer physicians higher cost recovery, all 
else being equal. 

Regarding distribution, drugs are purchased by providers 
through purchasing organizations. The discounted price and the 
preference for filling orders are not equally distributed across all 
members of a purchasing organization; rather, they are based on 
the members’ purchase volume. Low-volume community practices 
are the most vulnerable to interruptions in product supply and also 
to higher prices. 

Numerous remedies have been offered. First, proposals to in-
crease physician payment include increasing the average sales 
price for selected products or switching to reimbursement from av-
erage sales price to wholesale acquisition cost, or WAC. 

Empirical work suggests physicians do appear to make pre-
scribing decisions based upon alterations in the reimbursement 
they receive from payers. Increased payment for drugs would re-
duce the strength of the incentive for physicians to prescribe the 
drugs at the highest cost recovery, in effect equalizing the incentive 
to prescribe a generic drug or brand of drug for a given disease. 
Firms could, in turn, raise prices. 

The trade-offs of this proposal include the following: is WAC 
available for all drugs? Our preliminary review suggests not. 
Would the increase in payment to physicians generate enough rev-
enue for firms to compensate for the increased costs incurred from 
increased supply? This is an open empirical question at this time. 
And finally, in what time frame would increased supply occur? I ex-
pect the time frame varies considerably by generic firm, but also 
by the drug. 

Second, it has been suggested that penalties on firms could be 
strengthened and targeted to apply to the supply of drugs that are 
‘‘necessary.’’ This policy would force firms to invest in a limited ad-
ditional capacity to manufacture specific drugs and effectively raise 
the firms’ total cost. 

Firms’ compliance with these penalties is predicated on two 
things: first, the magnitude and timing of the penalty and the 
strength of its enforcement; and second, the ability of the firm to 
offset these penalties through higher prices. 
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It is likely that firms would pass these costs off to purchasers, 
either through higher prices among all the drugs that they make 
in a bundle and/or higher prices for the given drug by all pur-
chasers, domestic and international. It is possible not all pur-
chasers would be affected equally by increased prices. 

I suggest a combined approach. Policymakers should consider en-
suring that the reimbursement firms receive for the production of 
these drugs in short supply deemed necessary is increased; second, 
equalizing the incentive physicians have to prescribe equally effec-
tive branded and generic drugs. These incentives could be financial 
or could be other types of policies that encourage guideline-adher-
ent practices. Finally, assessing the benefits of the cost of enacting 
penalties that compel generic firms to invest in the capacity to 
produce an adequate supply of any necessary drug in the case of 
domestic shortages or national emergency, irrespective of the pur-
chasing channel for which they obtain their drugs. 

Thank you. 
The CHAIRMAN. Thank you, Dr. Conti. 
[The prepared statement of Dr. Conti appears in the appendix.] 
The CHAIRMAN. I apologize, but the Supreme Court, in a few 

minutes, is going to hear oral argument on a case that directly af-
fects the State of Montana, and I am going to go over and listen 
to that oral argument. I am going to have to turn the hearing over 
to Senator Hatch. But thank you all very much, and I will have 
many questions. Thank you. 

Senator HATCH. Well, thank you, Mr. Chairman. I hope it works 
out well for Montana. 

The CHAIRMAN. I am going to be sending my vibes up to all the 
members of the court system. [Laughter.] 

Senator HATCH. I can imagine. 
Well, we are delighted to have all of you here and to have your 

testimony. Let me just ask this question. Since the government in-
directly impacts drug pricing through reimbursement to providers, 
if we raise reimbursement for drug acquisition, how will we know 
the profits will ultimately reach the manufacturer to spur addi-
tional investment? We will start with you, Dr. Thompson, and any-
body else who would care to remark about it. 

Dr. THOMPSON. Sir, I do not know if I have a great answer for 
that question. We have really looked at, over the last 10 years, a 
lot of the manufacturing drivers that have influenced shortages 
and have been very interested in the new economic arguments that 
have resulted. So perhaps I will pass that question on to others 
who might be able to give a more direct answer. 

Senator HATCH. All right. Does anybody else care to take a crack 
at that? 

Dr. GOTTLIEB. This is a very competitive market. If the manufac-
turers have the capability to take price increases, they will. The 
only way—if you allow the ASP to become unbundled, if you will, 
so it is not sticky anymore, the only way for that price to ulti-
mately be reflected in the marketplace is for the manufacturer to 
take a price increase that ultimately flows through to what the doc-
tor gets reimbursed, or the provider gets reimbursed, for admin-
istering that drug. 
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But if you look at the other entities that are in the supply chain, 
it is also very highly competitive, if you look at the Group Pur-
chasing Organizations and the other Pharmacy Benefit Managers 
that handle these drugs, the specialty pharma companies. So there 
is no reason to believe that they are going to be able to capture 
that margin. It is going to flow back to the manufacturer. 

Senator HATCH. All right. 
Dr. CONTI. I agree. 
Senator HATCH. You are pretty much in agreement. 
Let me ask you this. While shortages are not new, they have got-

ten progressively worse over the past several years. Now, is it not 
true that when reimbursement was substantially higher, we were 
not experiencing such severe shortages in the marketplace? Doctor? 

Dr. COBB. That is true, Senator. Back in 2003, before MMA was 
implemented, there were not very many chemotherapy drug short-
ages. There were only about three at that time. After ASP was im-
plemented, prices on some of these drugs plunged. For some of 
them, they dropped by more than 50 percent for a group of 13 of 
those drugs. By last year there were 23 chemotherapy drugs that 
were short. So that is what led to my conclusion that the root cause 
of this is the economics and the reimbursement system that was 
set up by MMA for generic drugs. 

Senator HATCH. Okay. Yes, go ahead, Doctor. 
Dr. CONTI. Thank you. In addition, consolidation in the generic 

industry has increased substantially over this period, and that also 
increases the cost pressure for manufacturers to really drive down 
the cost or the efficiency of producing these therapies, and also to 
shift away from lower-margin, low-demand drugs to much higher 
revenue potential drugs for the firm. 

So it is not just incentives on the physician to really shift away 
from generic, cheap drugs that they get reimbursed for, but it is 
also pressure from the manufacturers to produce other types of 
drugs. 

Dr. GOTTLIEB. That consolidation also increases risk because, if 
you have a manufacturing problem, because the manufacturing has 
been consolidated as well, you can knock out many lines of many 
different drugs by taking out a single facility. 

I think there are two sides to this equation. At the very time that 
we implemented policies that drove down the reimbursement for 
these products, over that same period of time we implemented poli-
cies that dramatically increased the cost of production of these 
products, and the equation does not line up anymore, if you will. 

I think as a policy matter, if we want to implement tighter and 
more stringent regulatory scrutiny of the manufacturing of these 
products, we are going to have to pay for it. That is what we have 
seen in this market in recent years. I would estimate that, if you 
looked at the top five manufacturers, probably about 15 percent of 
the available manufacturing capacity is now currently offline and 
being remediated. Now, that is a good component of your shortage 
right there. 

Senator HATCH. Well, thank you for this. 
Some have questioned the impact of changing reimbursement for 

generic injectables on alleviating drug shortages, yet you disagree. 
Now, this is for Dr. Cobb. You disagree, as do contributors to the 
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New England Journal of Medicine and Dr. Zeke Emanuel, another 
noted oncologist and former senior official of the Obama adminis-
tration. 

Can you explain in more detail, Dr. Cobb, how changes to Fed-
eral reimbursement policies could create additional capacity and 
supply in the market for these drugs? And if anybody else would 
like to answer, that would be fine too. 

Dr. COBB. Yes. I think one of the thoughts is that branded chem-
otherapy drugs have taken over the market. That is really not the 
case. If you look at the unit sales of generic drugs, those have actu-
ally surpassed the sales of branded drugs. And for a lot of these 
generic drugs that we are talking about being short on, there just 
is not any other alternative. I think that is a big problem for the 
generic drugs, because there are very few instances where you can 
substitute a branded one for a generic one, so sometimes that does 
not always apply here. 

Senator HATCH. Yes, Doctor? 
Dr. CONTI. I would add that shortages increase the time cost for 

physicians to find a work-around solution, and those time costs do 
not bind equally across all providers in the marketplace. What I 
mean by that is, community oncology practices and practices that 
are very limited in terms of their resources are likely going to be 
the ones that are going to be most affected by the shortages. They 
are going to be most unable to work around a shortage to try to 
find another potential therapy in a short period of time to treat a 
given patient. 

Senator HATCH. All right. 
Doctor? 
Dr. THOMPSON. And I think something else has to be looked at. 

MMA still may just be coincidental. We have been tracking this for 
over 10 years, the fact that more drugs have gone off patent over 
that time period and made it more lucrative for manufacturers to 
enter other businesses. Fifty-four percent of shortages are manufac-
turing problems, many of these longstanding. 

So we believe, in addition to looking at the impact of reimburse-
ment, looking at ways to provide incentives to manufacturers to get 
these downed production lines back online to increase capacity to 
produce these drugs is a very important area to look at, in addition 
to the economic factors related to reimbursement. 

Senator HATCH. Well, thank you. 
Senator Bingaman, we will turn to you. 
Senator BINGAMAN. Thank you very much. Thank you all for 

your testimony. 
Let me just follow up on that last comment. Are there some spe-

cific actions that you think the government should try to pursue to 
create incentives for manufacturers to keep active in producing 
some of these drugs that no longer are on patent and no longer 
bring in the high revenues that they once did? Dr. Thompson, 
maybe you could answer first. Yes? 

Dr. THOMPSON. Yes. Well, as we mentioned, helping manufactur-
ers resolve some of these problems in their production process is 
one factor. As I mentioned in my testimony, looking at economic 
factors or looking at tax incentives for manufacturers is—well, we 
are not in a position to describe what those are. 
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I think manufacturers are in the best position to say what would 
be helpful to them, but we think some sort of tax incentive should 
be looked at for manufacturers to stay in this business. 

Senator BINGAMAN. Do any of the rest of you have a thought 
about that? 

Dr. CONTI. I do. I think that the solution or potential solution re-
quires both a carrot and a stick. And what I mean by that is that 
we absolutely must ensure that firms receive additional monies for 
the production of drugs in short supply, and in particular we need 
to think about what drugs in short supply we would want to rec-
ommend that they make. I would suggest that defining therapeuti-
cally necessary lines of therapies seems to be an important ingre-
dient to this. 

Second, I do think that increased incentives also need to be joint-
ly enacted with some penalties that compel generic manufacturers 
to invest in the capacity to produce an adequate supply of the 
drugs that are deemed to be necessary in the marketplace, and 
that could include both penalties on the generic firms, but also pen-
alties within the generic firm and purchasing organization contract. 

Dr. GOTTLIEB. Two thoughts. I do think that the idea of some 
kind of incentives to develop domestic capacity for manufacturing 
these products is something that is important to look at. When we 
did that with respect to flu vaccine, we got companies to build 
many more facilities in the U.S. to manufacture a flu vaccine, and 
we looked upon that as a strategic national asset. 

I think the same thing applies to a lot of these drugs. These are 
critical need drugs that are in short supply worldwide, and in 
many cases the manufacturing capacity for these drugs is not do-
mestic, and that could become a problem down the road. 

The other thing longer-term is, I think that we should think 
about whether or not there is a way to develop a construct that 
would allow companies to develop intellectual property around 
making the kinds of manufacturing improvements that they are 
now being prodded to do by the Food and Drug Administration, 
manufacturing improvements that make the manufacturing process 
more reliable, more scalable. 

If companies could make those manufacturing improvements and 
develop some IP around it, even if it did not change the character-
istics of the drug, if they could make claims in labeling as to what 
kinds of improvements they made, maybe that would allow for 
some kind of pass-through payments, whether it is something that 
is a pass-through payment under a diagnosis-related group, or 
maybe guaranteed purchasing by certain government programs like 
VA, but it would create an incentive structure for developing intel-
lectual property around improving the manufacturing process and 
making it more reliable. 

Senator BINGAMAN. The suggestions that several of you made 
that we change the reimbursement policies of Medicare in order to 
facilitate or solve the problem of these shortages, is it your view 
that the statutes need to be changed in order that Medicare have 
that authority or that Medicare has that authority today and can 
go ahead and make these policy changes, reimbursement policy 
changes? 
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Dr. COBB. As far as a policy is concerned, I am not really sure 
legally how that would happen. But for us, we think that scrapping 
the ASP model for reimbursement for generic drugs is really impor-
tant. The problem is that the ASP system for generic drugs has 
turned generic drugs into commodities, but chemotherapy is not 
really a commodity because—if you look at pork bellies, if you run 
out of pork chops, you can reasonably substitute a hamburger. But, 
if you run out of cytarabine, there are no substitutes for this. So 
chemotherapy has to be taken out of this commodity-based pricing 
that is a result of ASP. I think that is really important. 

Senator BINGAMAN. Do any of the rest of you have a thought on 
that? My time is up at any rate. Senator Hatch, thank you. 

Senator HATCH. Senator Wyden? 
Senator WYDEN. Thank you, Senator Hatch. And Senator Hatch, 

let me just commend you, because you and I have worked together 
often on these kinds of issues. I think once again you are headed 
in the right direction, and I want you to know I would like to work 
with you again on this important area. 

For all of you as witnesses, you may know at the Oregon Health 
Sciences Center we are very proud to have Dr. Brian Druker, who 
developed Gleevec. It is the breakthrough drug, of course, that tar-
gets specific cancer-causing molecules. 

I have come to conclude after talking to him and some of his pa-
tients that there is absolutely no way to get a solution here without 
overhauling the reimbursement process. There are other issues 
that are important, but that is right at the center. I can only imag-
ine, Dr. Cobb, what it is like for you and stellar physicians like Dr. 
Druker to tell patients that these life-saving treatments that used 
to be available are no longer available. It is a disgrace that, in a 
country as good and strong as ours, that goes on every single day, 
and that is what we have to solve. I think, as I have indicated, 
Senator Hatch is headed in the right direction. 

Now, let me see if I can get in a couple of questions. I want to 
talk with you to start this off, Dr. Conti, because, with cancer 
drugs, reimbursement issues are a special challenge because there 
is an issue not only of the amount of the reimbursement, but also 
who gets the reimbursement. 

With generic cancer drugs, for the most part, the person pur-
chasing the prescription is the doctor as opposed to the patient. So 
if you could, just walk us briefly through how increasing the reim-
bursement of these drugs—and they will be Part B drugs, out-
patient drugs, for example, to seniors—to the doctor is going to pro-
vide greater incentives for a manufacturer to produce the supply. 

Dr. CONTI. Thank you. That is an excellent question. There is no 
doubt that physicians do appear to make prescribing decisions 
based on the alterations in the reimbursement for these therapies. 
And remember, physicians both receive reimbursement for the cost 
of buying the drug, but also for administering the drug to their pa-
tient. That is a separate reimbursement line that physicians re-
ceive. 

It is clear that increased payment for these drugs would also in-
crease the incentives to choose more carefully between generic and 
branded therapies. However, I am unclear how an increase in pay-
ment to physicians would be immediately passed through to manu-
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facturers unless manufacturers increased their prices in concert 
and group purchasing organizations would allow these increased 
payments to physicians to flow directly through to manufacturers. 

Senator WYDEN. I want to ask one other question, Senator 
Hatch. But I think this is certainly one that we will want to look 
at on a bipartisan basis, because I had a number of cancer physi-
cians and companies ask me about the relationship of the physician 
and the manufacturers, and I think it is one we are going to have 
to look at. 

Now, let me ask you one other question, Dr. Conti. Maybe some 
of the others of you would like to chime in on this. In effect, what 
Congress would be talking about, and you all refer—at least three 
of the four of you in your testimony—to higher reimbursements in 
instances particularly with respect to cancer care where the need 
was urgent or necessary. So in effect, the Congress would almost 
be talking about a trigger that would, in effect, give higher reim-
bursements for drugs that were ‘‘urgent’’ or ‘‘necessary.’’ 

I have to think the American people are going to say, holy To-
ledo, how in the world is the U.S. Congress going to figure out how 
to make decisions about these life-saving drugs and set itself up as 
the authority to make judgments about drugs that are ‘‘urgent’’ or 
‘‘necessary’’? And certainly a patient is going to say, when it is my 
case, you bet it is urgent there, Congressperson. 

Why don’t we start with you, Dr. Conti? This, to me, is sort of 
the $64,000 question. Somebody is going to have to be part of guid-
ing the Congress and the country through what really constitutes 
how you get reimbursement in those areas that have been declared 
to be urgent and necessary. 

So we will start with you, Dr. Conti, and just go down the row. 
I would like to hear how you all would go about making that kind 
of judgment, because certainly Senator Hatch and legislators who 
are trying to work on a bipartisan basis are going to have to wres-
tle with that issue. 

Dr. Conti? 
Dr. CONTI. Thank you. Clearly, information regarding the avail-

ability of therapies and its distribution geographically and by phy-
sician type is critical to understanding, to really anticipating and 
alerting the American population regarding the possibility of a 
shortage of a medically necessary therapy. There are other existing 
systems in place that are overseen by the FDA that monitor short-
ages for other medically necessary drugs, including plasma protein 
therapies. 

In terms of defining ‘‘necessary,’’ I think that there are at least 
three important features. The first is, I think, that you would need 
a medical panel of experts to really define what we mean by ‘‘medi-
cally necessary.’’ However that is possible, we have other types that 
exist within CMS, but also within FDA already. 

First, it would probably have to be used in a fatal condition. Sec-
ond, there would have to be limited or no therapeutic substitutes. 
Third, if there were any therapeutic substitutes, there would have 
to be no, or very limited, head-to-head trials establishing both safe-
ty and efficacy in limited patient populations, but also in the gen-
eral patient population that could be affected by these shortages. 
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Senator WYDEN. Any other witness? I know my time is up, Sen-
ator Hatch. Are there any other witnesses who would like to help 
counsel the Congress how to wrestle with the definition you want 
us to establish? 

Dr. GOTTLIEB. You could move all the sterile injectable drugs into 
a new reimbursement scheme. In the context of cancer, we are only 
talking about, I think, a few dozen drugs. So we are not talking 
about a huge subset of drugs, and most of them are low-priced 
drugs to begin with. 

Senator WYDEN. So you would draw the line—this is an impor-
tant point—on an urgent drug, for example, as a cancer drug and 
say that it is life-saving? 

Dr. GOTTLIEB. Well, I am not looking at it in terms of whether 
it is an urgent drug or not. I am looking at it in terms of if it is 
an expensive drug to manufacture, where there needs to be some 
margin built in for the allowance of companies to invest in better 
manufacturing, especially in an environment where the regulatory 
burdens are increasing. So that applies to all the sterile injectable 
drugs. I would treat them differently as a category of drugs. I think 
we are talking about a few hundred drugs in total. 

In response to your last question, just quickly, when we talk 
about moving away from the ASP pricing scheme for these drugs, 
we are not talking about increasing the reimbursement to the doc-
tor per se, we are talking about allowing the companies to take 
price increases that would not then leave the doctor under water. 

There are two reasons primarily why the manufacturers right 
now cannot take price increases. One is, their GPO contracts. I am 
sure Congress does not want to get into the business of regulating 
their contracting. But the other is that, if they take a price in-
crease, at least on the outpatient side, they are going to leave the 
doctors under water for 6 months. 

Since they make very little money on these drugs anyway, and 
in many cases these drugs are loss-leaders, the last thing they are 
going to do is leave customers under water for 6 months and incur 
the wrath of their customers. They would rather just either take 
the loss or get out of the business altogether. 

Senator HATCH. Senator Cornyn? 
Senator WYDEN. I know my time is up. But, Senator Cornyn, 

could those two just finish then on this question of how we make 
judgments about what is urgent and necessary? 

Dr. COBB. I think the idea of treating sterile injectables as a 
class makes a lot of sense. It gets out of the value judgments on 
which drug is critical and which is not. But for cancer patients, it 
is almost all of the generic injectables. 

Dr. THOMPSON. Senator Wyden, that is a very good question. We 
have been tracking this issue for a long time. Drug shortages are 
all over the place, and I think one thing you are pointing out is, 
this is a very broad category. Oncology drugs are obviously the 
ones that concern us the most just because of the implications. But 
you are looking at drugs like heparin, anesthetics that are used in 
the OR suite, drugs that are used for feeding patients parenterally. 

So it is really a moving target. We think there is going to have 
to be more transparency in the entire supply chain so we can cre-
ate some predictive models, because creating the perfect list of 
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medically necessary drugs is virtually impossible. We have been 
doing this for a long time, and it is just very hard to do. 

Senator WYDEN. Thank you, Senator Cornyn, for letting me im-
pose on your time. 

Senator HATCH. We will go to you, Senator Cornyn. 
Senator CORNYN. I share Senator Wyden’s skepticism in the ex-

pertise or the competence of Congress to micromanage the manu-
facturing and pricing of generic sterile injectable drugs. I just think 
it is crazy for us to try to get into the nitty-gritty details of it. 

I wonder if there are lessons to be learned from other very suc-
cessful programs under Medicare, like the Medicare prescription 
Part D program, which admittedly is different because it is pre-
scription drugs, readily available. But rather than price fixing, 
which seems to be the chronic problem that Congress has when it 
comes to health care, trying to set prices, we see the discipline of 
an actual market take place. 

Amazingly, the price of Medicare Part D now is some 40 percent 
under original projections because people have choices, they have 
transparency, they get better service because there is competition, 
and the overall quality is very high. 

So I wonder, are there lessons we can learn from what we have 
succeeded in and those areas where we have failed, where we have 
seen manifest shortages, that should guide our deliberations in how 
we go forward? Dr. Gottlieb, why don’t you start? 

Dr. GOTTLIEB. Well, I think ideally we should move Part B alto-
gether into Part D and allow these drugs to be acquired in a com-
petitively bid market. I think there are a lot of complexities to 
doing that. You are going to need to use some of the savings that 
you would accrue from that, savings that would accrue because you 
would have these drugs now tiered and pre-authorized, and all the 
mechanisms that have driven down prices and utilization in the 
Part D scheme would now apply to the Part B drugs, and that 
would increase certain savings. You would have to use some of that 
savings to offset the increase in premiums that patients would ex-
perience, the increase in co-pays that they would experience. 

You would have to find a way to reimburse the doctors directly 
in an honest fashion for the infusion of those drugs rather than 
doing it through an arbitrage on the spread of the drugs. But the 
whole system would be far more transparent and I think competi-
tive than allowing these drugs to be continued to be reimbursed in 
the Part D scheme. So, I agree with you, Senator. 

Senator CORNYN. I would invite all of you to, even after this 
hearing, send us your ideas, your best ideas about how we might 
be able to do that. We could certainly learn a lot from you. 

I know that under the Medicaid rebate programs that exist cur-
rently, the Medicaid enrollees must enter into rebate agreements 
with the Secretary of HHS on behalf of the States, and under those 
agreements pharmaceutical manufacturers provide State Medicaid 
programs with rebates on drugs for Medicaid beneficiaries. 

Of course, that is designed to make sure that the States, and 
thus the Medicaid beneficiaries, pay the lowest price that manufac-
turers offer for those drugs. But I wonder whether that creates the 
sort of distortions that we are talking about here and the disincen-
tives, it strikes me. 

VerDate Nov 24 2008 17:35 Jan 15, 2013 Jkt 000000 PO 00000 Frm 00023 Fmt 6633 Sfmt 6633 R:\DOCS\77601.000 TIMD



20 

Dr. Cobb, would there be some way—and this is a little bit dif-
ferent twist over my lead-in—for example, if there was a stockpile 
of a drug you needed in Billings, MT in San Antonio, TX, would 
there be some possibility of a clearinghouse that either the FDA or 
someone else could provide where physicians who were looking at 
maybe malapportionment or distribution bottlenecks could access 
those drugs? Would that be sort of an easy way to at least deal 
with some of this problem? 

Dr. COBB. I think that is an interesting concept, to have a stock-
pile that the country has. The problem with sterile injectables is 
that they out-date and they become unusable. So, as a practical 
matter, it would be very difficult to have a certain warehouse of 
medications that you can just keep as a backlog. 

I think ultimately it would probably end up being more expen-
sive. I think a better choice would be to have the market reflect 
the actual cost of manufacturing these drugs, to scrap the ASP 
model of reimbursement because that acts as an artificial price cap 
on things. 

Senator CORNYN. All right. 
Dr. Thompson, do you have any comments on that? 
Dr. THOMPSON. We, similar to Dr. Cobb, have never thought 

stockpiling would be feasible, just given the fact that—— 
Senator CORNYN. And let me just clarify. It was not an inten-

tional stockpiling I was referring to, it was just basically a mal-
distribution. 

Dr. THOMPSON. Yes. I think from conversations we have had with 
clinicians and our members, there is a lot of sharing that happens 
in the supply chain. The problem is, it is finite. Everybody is deal-
ing with shortages. One organization may have more product, but 
it is going to be in short supply eventually when you just abso-
lutely have nothing coming off the manufacturing lines. So there 
are a lot of creative things that are happening out there now, but 
when the drug is not available from the manufacturer, at some 
point it is limited. 

Senator CORNYN. You mean, there are even creative things hap-
pening without Congress directing it? [Laughter.] 

Dr. GOTTLIEB. I would just add to that, a lot of the reallocation 
that does take place in the marketplace is, the small distributor is 
reallocating product, and oftentimes they have to acquire the prod-
uct at a much higher price than what GPO might acquire it at. 

I raise this just because there has been a lot of discussion about 
the so-called gray market and profiteering, but a lot of those small 
distributors that are acquiring the drugs at higher prices, and sig-
nificantly higher prices, and then selling them, obviously at higher 
prices as well, are providing an important market-clearing func-
tion. 

Senator CORNYN. Thank you. My time is up. 
Senator HATCH. Thank you, Senator. 
Senator Cardin? 
Senator CARDIN. Thank you, Mr. Chairman. And let me thank all 

of our witnesses. I think this is an extremely important hearing. 
Let me just underscore the urgency of what we are dealing with 

here. I have gotten a lot of letters and calls from constituents, and 
I am sure all my colleagues have gotten the same. Let me just 
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quote from one of my constituents who said, ‘‘My doctor put me on 
Doxil and carboplatin to try to get rid of some tumors associated 
with ovarian cancer that has been hanging around. I had four 
treatments with both drugs and was responding very, very well. I 
have now missed three doses of Doxil, due to the shortage, and I 
am treading water with the carbo, but I am frustrated that I am 
no longer making the process towards remission.’’ So we talk about 
the number of drugs that are in shortage, but each one affects 
some person and some family. 

I would also like to bring up the impact that the shortages are 
having on clinical trials. I represent Maryland, which is home to 
the National Institutes of Health. When they do their cancer 
trials—and they have about 150 cancer trials that are currently 
being conducted through NIH—they do not use a placebo, they use 
the standard of care drugs versus experimental drugs. Of course, 
the shortage of the standard drugs is hindering scientists’ ability 
to make progress on clinical trials, and this affects the whole 
health care system. 

So I really want to get to the urgency of what we are dealing 
with. I understand your suggestions on a lot of the pricing issues, 
and you are absolutely right to put that on the table. We have to 
get this right. But I want to concentrate on what we can do in the 
immediate future to deal with the concerns that have been legiti-
mately raised by our constituents that their care is being com-
promised. They look to us to do something about that. 

So what can we do now to alleviate these shortages so that peo-
ple can get the care that they need? 

Dr. GOTTLIEB. Well, I know it is not the purview of this com-
mittee, but there is a lot of manufacturing capacity that is cur-
rently offline and undergoing remediation by the FDA. I think get-
ting a sense of how much capacity has been taken out of the mar-
ket would be important, and you can simply send letters to the top 
five manufacturers and ask them how much of that capacity is 
down. 

But making sure that that gets remediated as efficiently as pos-
sible and is brought back online, with FDA working with the man-
ufacturers as quickly as possible, is extremely important. There 
probably are steps that we could take to help the regulators make 
sure that they have the resources they need to get those facilities 
back online. 

In the near term, meaning the next 6 months, I think that that 
is all we can do. I think a lot of the discussion today was around, 
how do we fix the market failures that permeate this area for the 
longer term? But in the near term, I think all we can do is try to 
get the production facilities that are down back online. 

Senator CARDIN. Are there any other suggestions for an imme-
diate fix? 

[No response.] 
Senator CARDIN. HHS has considered emergency imports of some 

of these drugs. Do you all support that? 
Dr. COBB. I think in certain cases where the drug is just not 

available, especially the example I gave for cytarabine, where there 
are no substitutes for that. So, if there is not enough manufac-
turing capacity in the United States to make enough to take care 
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of the demand, then we have to get it from someplace else. So that 
may be something to look at. 

Dr. CONTI. Also, my understanding is that anticipated shortages 
in Canada have been alleviated by short-term purchases of drugs 
in short supply from other places, notably Australia. I think the 
real down side to that is just concerns about perishability and drug 
safety in transporting them overseas. 

Dr. GOTTLIEB. There are also differences in the formulations of 
drugs sold overseas versus the United States. For example, when 
there was a shortage of propofol, FDA authorized some limited im-
portation of a product from Europe, a similar product, but it was 
not the same product, and did not have the same ingredients in it 
that prevented propagation of infection with the product. So doctors 
were using a product that they thought was interchangeable but in 
fact needed to be used under different sterile techniques than the 
product they were used to using. So importing the drugs is not a 
panacea. 

I think it is going to create its own risks. Canada, for that mat-
ter, gets a lot of their sterile injectable drugs from the same manu-
facturing facilities that we get ours from, so they have experienced 
some of the same shortages that we have. I suspect if we go whole-
sale trying to acquire these drugs overseas, we are going to find 
pretty quickly that those facilities suddenly become unavailable to 
us, if they are not nationalized. So it is going to create other prob-
lems. 

Dr. CONTI. They have anticipated shortages, but apparently they 
actually have not experienced true shortages in the way in which 
we have. 

Dr. COBB. And I think this is a very short-term fix, what you are 
talking about. I mean, ultimately we have to fix the underlying 
problem, which is that there is not enough incentive for generic 
drug manufacturers to make these drugs. 

Senator CARDIN. And I prefaced my question by acknowledging 
that, and I agree with you. But I just would point out the urgency 
of this issue. I understand the risks of importation, but it seems 
to me that those could be dealt with in the short term. 

If that is the best alternative available, it is better than a patient 
going without the drug and not making any progress in treatment. 
We need to have greater cooperation as we try to fix the urgent 
issues that we have right now, and then deal with the supply chain 
for the future that we all know needs to be corrected. 

Thank you, Mr. Chairman. 
Senator HATCH. Well, thank you, Senator Cardin. 
Let me just say that I have an emergency in my office I am going 

to have to go to, but I want to personally thank each one of you 
for being here. You have been very helpful to us. We intend to solve 
this problem, or at least do what the Congress can do to solve it. 
Sometimes we can mess them up pretty badly too, but I think in 
this area we can solve this problem, at least to a large degree. So 
we will see what we can do. We have two Senators who will con-
tinue questioning. If you will forgive me for leaving, I apologize to 
you. 

But Senator Thune is next, and then Senator Wyden has a cou-
ple more questions. So we will have Senator Wyden wind up the 
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hearing, unless somebody else comes. Then Senator, if you would 
call on them, I would appreciate it. 

Senator WYDEN. Thank you, Senator Hatch. 
Senator HATCH. We appreciate all of you for being here. 
Senator Thune? 
Senator THUNE. Thank you, Mr. Chairman. We do appreciate 

your being here and your contributions to this important subject. 
Mr. Chairman, thank you and Chairman Baucus for holding this 
hearing. 

Dr. Thompson, I have constituents who are health-system phar-
macists and belong to your organization. Many of these constitu-
ents also work for systems that participate in the 340B program. 
There are folks who have asserted that the 340B program is the 
source of the problems in drug shortages, and yet the 340B pro-
gram, I believe, only accounts for about 2 percent of total U.S. drug 
spending. I guess my question is, have you seen any evidence that 
indicates that the 340B program contributes to drug shortages? 

Dr. THOMPSON. No, Senator. We have seen no evidence that the 
340B program is a contributing factor at all to drug shortages, for 
the same reasons you note. Then we speculate that it is about 2 
percent of national drug purchases in the United States and just 
seems like a very unlikely factor in the broader scope of drug short-
ages. 

Senator THUNE. Does anybody else want to comment? 
Dr. CONTI. Yes, I would like to. 
Senator THUNE. Dr. Conti? 
Dr. CONTI. It is clear that prices for some therapies are very low 

because of the 340B program, and essentially what this does is act 
to transfer money from the manufacturers to physicians and hos-
pitals by producing very low, discounted drugs. 

Eliminating the program or reducing the program would poten-
tially, again, transfer more money to the firms, so that would po-
tentially produce increased money for them to make more of these 
drugs, but it also may aggravate shortages in the short-term, as 
more disadvantaged or vulnerable hospitals would be forced to pur-
chase these drugs through other contracting mechanisms and po-
tentially face increased prices. 

The key question with the 340B program is, how important is a 
340B program to the overall purchasing of these sterile injectable 
drugs, and second, what alternative options are there for safety net 
providers to be able to purchase these drugs at prices that they can 
afford? 

Senator THUNE. All right. Thanks. 
Dr. Thompson, your organization maintains a list of shortage 

drugs. How do you determine which drugs are in short supply, and 
is there any interface or communication with the FDA about drugs 
your organization deems to be in short supply? 

Dr. THOMPSON. Yes, sir, there is. There is daily communication 
with the FDA and the University of Utah Drug Information Pro-
gram, which we collaborate with on this. What we do with the Uni-
versity of Utah is, we conduct a root cause analysis. As soon as we 
get notification, from usually a pharmacist in a hospital, that a 
shortage is happening, we begin a process of contacting manufac-
turers, contacting other components of the supply chain to find out, 
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to determine whether the shortage actually exists. As soon as we 
have identified that it does, we immediately transfer that informa-
tion to the FDA Drug Shortages Program. 

Senator THUNE. All right. 
Let me just ask a question. This is kind of a contentious issue 

around here, has been for a long time. But is there any reason to 
believe that re-importation of drugs might help assist with the 
drug shortage problem? Do you see any connection there between 
drugs that might be re-imported if that were permissible? 

Dr. THOMPSON. We do not believe that it is a solution to the 
problem, and we believe that it raises a lot of other potential risks 
associated with patient safety that concern us: unfamiliar products, 
different formulations, labeling differences. 

There have been cases with propofol in the past few years where 
there was an absolute necessity to find a solution because it did not 
exist and it was needed in the OR suite, and there was a drug im-
ported through an FDA process to do that. But we do not think a 
lot of time and effort should be spent focusing on re-importation as 
a solution to drug shortages. 

Dr. COBB. I would agree with that. We are the end user of these 
drugs, and, when they come from an American firm and American 
distributors, we know what the pedigree is, we know that the FDA 
has inspected the manufacturing process, and we have full con-
fidence in the potency and the safety of those drugs. For drugs that 
come from other places, we are not as sure about those things. 

Senator THUNE. All right. 
Dr. CONTI. This is a global business for generic manufacturers, 

and so there is a limited supply of the drugs that they are pro-
ducing across the entire world. I think importing is just not going 
to solve the problem long-term, because again all it will do is, it 
will not increase the supply of these therapies over the entire 
world, it will just redistribute drugs from us to other places or from 
other places to us. Second, the more you increase demand for these 
therapies in the short term through these types of redistributions, 
the more the prices are going to rise. 

Senator THUNE. All right. 
Dr. Cobb, some of the experts on the panel today have indicated 

that both Medicare reimbursements and oncology practitioners 
favor the use of new drugs versus generics. One, do you believe 
that to be true? And two, if so, how much of that decision, on a 
practitioner level, is determined based upon the concern of supply 
shortages or limited quantity of perhaps an older generic drug? 

Dr. COBB. Well, certainly the reimbursement situation that was 
put forward by the Medicare Modernization Act of 2003 has 
changed the practice dynamics significantly. That being said, there 
are not that many A-versus-B substitutions that can be made. For 
a lot of the generic drugs that are out there, there are no brand- 
name substitutions. 

The example that I gave of the patient with the colon cancer, 
where you can substitute Fusilev for leucovorin, that is more the 
exception rather than the rule. The same thing goes for brand- 
name drugs. Oftentimes there are no substitutions for this. For in-
stance, for Herceptin, there are not any generic forms of Herceptin 
or anything that works like that. So the economics do play a role. 
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I mean, I run a small business. I hire and employ 65 people in 
Montana and Wyoming. It does factor into it, there is no question, 
but the decision comes up less than you would think. 

Senator THUNE. My time has expired. Thank you, Mr. Chairman. 
Senator WYDEN. Senator Grassley? 
Senator GRASSLEY. Thank you very much. I have quite a back-

ground for one simple question. Maybe it is not simple, but one 
question I want to ask. But let me give you the background, and 
then any or all of you who want to can tackle it. 

First of all, this is a very important hearing because I have been 
hearing from providers back in Iowa throughout the year about our 
drug shortages. It is clear that there is a problem, and I wish the 
solution was very clear. I think what we have here is a comedy of 
errors of well-intentioned policy leading to unintended policy out-
comes. 

According to a recent report from IMS, the vast majority of drugs 
that are on the shortage list are generics and injectables. These are 
drugs that would be reimbursed under the Medicare ASP system. 
The ASP system was put in place in the Medicare Modernization 
Act of 2003 to combat widespread price gamesmanship of Medicare 
Part B. 

In 2005, the Deficit Reduction Act expanded the best price rebate 
to Part B drugs. We have also seen a dramatic increase in 340B 
institutions in the last 5 years taking advantage of that low-price 
regime. 

Finally, the patent system encourages drug manufacturers to 
rush into the market when a drug comes off patent, and then the 
market drives the price to the bottom. These well-intentioned poli-
cies to drive costs down for the government as a payer have led to 
very unintended policy outcomes. 

These policies have changed the way the market operates for ge-
neric injectable drugs. These drugs now operate using what is 
called just-in-time inventory. There is tremendous pressure for sup-
ply to meet demand perfectly. Drugs in this case are often expen-
sive to produce, return a very low margin, and supply is extremely 
sensitive to problems with aging physical plants. 

The government reimbursement system for these drugs drives 
the prices down, but at the consequence of a sensitive supply that 
has had more problems recently with shortages. I do understand 
the drug pricing theory and see how it can affect supply. What I 
am hoping is that in the future the committee will further explore 
specific outcomes. 

I would like to have the generic manufacturers testify, like Bed-
ford, APP, Hospira, or Teva. I would like to hear from Information 
Management Services, which tracks the drug data so precisely and 
produces the Drug Shortage Report that I referenced earlier. I 
would like to hear from GPOs or distributors. I would specifically 
like to ask what the impact of long-term fixed-price contracts is on 
supply. So for you witnesses, if any of you can answer this question 
or respond later in writing, I would be appreciative. 

My question is, I understand the theory, as I just pointed out, 
how the pricing mechanism the government puts in place can affect 
supply. Can you give me one specific example of a drug that is on 
the current shortage list because of the pricing mechanism and 

VerDate Nov 24 2008 17:35 Jan 15, 2013 Jkt 000000 PO 00000 Frm 00029 Fmt 6633 Sfmt 6633 R:\DOCS\77601.000 TIMD



26 

how that works? I would like to understand the real-world example 
in practice, not just in theory. 

Dr. COBB. If you take the example of carboplatin, which is one 
of our chemotherapy drugs, when it came off patent and it came 
under the ASP model, the price of carboplatin plummeted by more 
than 60 percent. 

So what happened was, you had several companies that would 
make the drug, but, as the pricing pressures came along, more and 
more manufacturers got out of making carboplatin. So it was the 
classic race to the bottom, so all you were left with was a few man-
ufacturers that made the drug. 

The problem then under the ASP model is that, once these com-
petitors got out, the ones that were left behind did not have the 
ability to increase their prices again to make up for investments 
that they had to make in manufacturing because of the 6-month 
lag when ASP is reported. If they did that, then the price of the 
drug would become way over what cancer clinics like mine can pay. 
So the problem is that the manufacturers that are left cannot in-
crease prices to make up for their costs. 

Senator GRASSLEY. Anybody else want to add their experience or 
their point of view? Anybody? Or would you like to respond in writ-
ing? 

Dr. THOMPSON. Well, I would just say, because my organization 
tracks drug shortages, you had mentioned a discussion with the 
pharmaceutical manufacturers and GPOs in the wholesaling indus-
try, and it is a very important one to have. 

Of the categories that shortages fall under, manufacturing is the 
biggest, quality issues is the other, and then ‘‘I do not know’’ is the 
other category. You have to believe within that category there are 
a lot of economic factors that exist. I just think that the pharma-
ceutical industry is going to have to describe what the real solu-
tions will be that will help them in that category. 

Senator GRASSLEY. All right. Go ahead if you had something. 
Dr. GOTTLIEB. The example Dr. Cobb used I think is indicative 

of what has happened in this market generally, which is that the 
cost of goods has gone up and the prices cannot adjust to that. 
Some of these cancer drugs, including the one that he referenced, 
have precious metals in them, and we know what has happened to 
the precious metals market in terms of pricing. So, as the costs go 
up, you would hope in a functional market you could take a price 
increase. 

But once these ASPs get blown, once they get busted and driven 
all the way down—sometimes by manufacturers that get in and out 
of the market but do not plan to be in there for any sustained pe-
riod of time—you cannot raise the ASP again. It is sort of function-
ally impossible to bring the ASP back up, even if the cost of goods 
rises. So manufacturers, in turn, end up taking losses on these 
kinds of products as the cost of goods goes up. 

Senator GRASSLEY. All right. Thank you all very much. 
Thank you, Mr. Chairman. 
Senator WYDEN. Thank you, Senator Grassley. 
Senator Carper? 
Senator CARPER. Good morning. How is it going so far? I have 

a question. Actually, two questions, if we have time. I would like 

VerDate Nov 24 2008 17:35 Jan 15, 2013 Jkt 000000 PO 00000 Frm 00030 Fmt 6633 Sfmt 6633 R:\DOCS\77601.000 TIMD



27 

to start off with a question for you, Dr. Cobb, please. As you may 
know, Delaware is, and I think is considered by many, one of the 
leading States that are engaged in cancer research. 

Delaware’s cancer mortality rates when I was Governor were ex-
traordinarily high, frighteningly high. We worked very hard those 
8 years, and in the 10 years since, to bring them down. Now they 
are dropping faster, I believe, than just about any other State in 
the country. I think they are coming down at more than twice the 
national rate. 

As much as we were alarmed by where we were 15 years ago, 
we are now very much encouraged. Recently the Helen F. Graham 
Cancer Center in Delaware was chosen to be, I think, one of the 
16 sites in the National Cancer Institute’s Community Cancer Cen-
ter program. I am proud to say that the accrual rate of the patients 
into clinical trials in Delaware is 26 percent, more than 7 times 
higher than the national average. 

Despite the strides that the researchers are making in my home 
State in cancer care, physicians have expressed the concern that 
drug shortages are hampering their clinical trials. They said that 
they are unable to enroll new patients into trials when drug supply 
is not assured, and they are concerned about compromising the re-
sults of the clinical trial when they have to substitute one drug 
during the trial. 

I would just ask if you might describe for us the options that a 
doctor might have when overseeing a clinical trial where a nec-
essary drug in the trial becomes in short supply, and what are the 
costs associated with this, and how might it set back cancer re-
search if the trial is compromised or has to be restarted due to a 
drug shortage. Thank you. 

Dr. COBB. First of all, Senator, Delaware should definitely be 
commended for its excellent track record of putting patients on 
clinical trials. That is an impressive improvement. 

Clinical trials are really the only way we can improve the out-
comes on cancer patients. We have seen over the last 2 decades a 
marked improvement in the outcomes for cancer patients, and it is 
really because of the clinical trial network that has been put in 
place by the National Cancer Institute, by pharmaceutical compa-
nies that are able to test new drugs against the previous stand-
ards. 

When we do not have access to the generic drugs or the drugs 
that are in short supply, it makes it very difficult to do these types 
of trials. If you cannot do these types of trials, then progress in the 
war on cancer tends to grind to a halt. 

Senator CARPER. As a practical matter, what happens when 
there is a shortage? 

Dr. COBB. Well, when there is a shortage, if a patient is a good 
candidate for a clinical trial, oftentimes you cannot put them on be-
cause—let us say a patient is on a clinical trial that involves 
carboplatin, but I cannot get carboplatin. 

Senator CARPER. Involves what? 
Dr. COBB. Pardon? 
Senator CARPER. Involves what? 
Dr. COBB. Carboplatin, one of the chemotherapy drugs. If carbo-

platin is not available, then you look at this patient and say, well, 
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I cannot treat them on the clinical trial, so I have to give them 
something else, an ad hoc regimen. So that regimen may not be as 
effective. Plus, you have lost the opportunity to gain more informa-
tion about how to treat cancer because they cannot enroll in a clin-
ical trial. 

Senator CARPER. All right. Thanks. Thanks for that response. 
Dr. Thompson, if I could ask a question of you. You mentioned, 

I think, in your testimony that there are a number of factors that 
can play a role in causing drug shortages, and that the economic, 
scientific, and logistical factors leading to a drug shortage can vary 
among different sectors of the pharmaceutical industry. 

We know that, in particular, quality issues and lack of manufac-
turing capacity are significant drivers in causing shortages, but 
that Medicare reimbursement rates, product discontinuations, and 
shortages of raw material may be contributing to the problem as 
well. 

We heard about solutions ranging from increasing the reporting 
requirements on drug manufacturing to increasing reimbursement 
rates for certain drugs to creating tax incentives to increase pro-
duction capacity. We all have talked about some of that here today. 

When you consider the policy recommendations for addressing 
the complex nature of drug shortages, what solution do you view 
as the first priority, or do multiple solutions to address the various 
facets of this problem need to be implemented at pretty much the 
same time for us to be able to guarantee significant improvements 
in the availability of these drugs? 

Dr. THOMPSON. That is a very good question. It is outside the ju-
risdiction of this committee, I know, but really the current legisla-
tion that is pending in Congress that would require notification to 
the FDA, confidential notification, so that they can help manufac-
turers resolve quality problems and help manufacturers that want 
to get into the business do that, would be a big help. 

They have a track record of that: 101 times in the last 2 years 
they have been able to prevent a shortage from happening by help-
ing a manufacturer fast-track an Abbreviated New Drug Applica-
tion through the Office of Generic Drugs, or helping deal with a 
quality issue much quicker. 

We think it is a parallel process that needs to occur. I think it 
is very important. Again, I have been working on this for a decade 
now. Economic incentives have not been discussed over that period 
of time. Those need to be discussed more thoroughly, and we do 
think that there are—— 

Senator CARPER. Really? So, in that entire decade, economic in-
centives have not been discussed? 

Dr. THOMPSON. Sir, drug shortages have not gotten to this level 
of discussion over the time we have been working on them. There 
have always been drug shortages, but not the volume and type of 
shortages that exist now. So it is appropriate that more serious 
consideration is being given to these areas, but we think it is a par-
allel process. We do not have a lot of time to wait. We think the 
manufacturing issues, the regulatory issues that are in the current 
legislation, need to be addressed now, and that the economic fac-
tors need to be looked at at the same time very seriously. 
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Senator CARPER. All right. Does anybody else on the panel want 
to respond to that same question? 

[No response.] 
Senator CARPER. All right. Thanks very much. And thanks to all 

of you for being here and for your input. 
Senator WYDEN. Just a couple of other questions for you all, to 

kind of dig a little deeper into the nuts and bolts of how some of 
the changes might affect people who are suffering today and are 
probably listening to the show, saying, what is Congress going to 
do to actually get some relief for my loved ones and my household? 

One issue I wanted to ask you about, Dr. Thompson, because you 
have been looking at these issues, a whole host of issues and cost 
issues as well, is, do you have an idea of how much the shortages 
are costing the Federal Government in the form of reimbursement 
for costlier drugs? In other words, the kind of example that comes 
to mind is a brand-name drug that Medicare was paying for went 
generic. The generic drug is now on shortage, so I assume in some 
instances that the brand-name drug is being prescribed. 

So, if that is the case, how many brand-name drugs are there 
like that, and, if you could give us some sense of the cost, that 
would be very helpful. Because I think one of the issues this com-
mittee will have to wrestle with is certainly we are going to look 
at ways to get more affordable generics, these injectables in par-
ticular, out to people who are suffering. But people are going to 
say, well, that is going to cost some money. 

If Dr. Thompson can enlighten us on whether the government is 
now spending even more money on these costlier alternatives in 
terms of the shortage, that might be a way to make the case that, 
look, we can hold the costs down here by cutting the reimburse-
ment for the costlier alternatives. So, do you have any sense of 
what the government is paying as a result of these shortages for 
brand names? 

Dr. THOMPSON. We are just now beginning to drill down into our 
data to try to find some correlation to help answer that question. 
I think others may have a better answer than I do to this. But 
clearly, if there is a brand-name product available, that product 
costs more. Just the cost of—— 

Senator WYDEN. How many drugs? Can you give us a sense of 
how many drugs there might be? Would it be 5, would it be 10, 
would it be 20? How many drugs, even if you do not have an exact 
number, might fit this category of brand-name, being reimbursed, 
say, by Medicare when there is a shortage? 

Dr. THOMPSON. Sir, I will probably have to get back to you on 
it. 

Senator WYDEN. A significant number? 
Dr. THOMPSON. I would say a significant number. 
Senator WYDEN. So there is a possibility that this inability to fix 

the incentives may result in significant additional costs to tax-
payers, to Medicare, for not dealing with the shortage? 

Dr. THOMPSON. I think that is a plausible thing to say, yes. 
Senator WYDEN. All right. Let me ask you all one other one. 

Maybe we just kind of go down the row. If you are listening to this, 
a loved one is suffering, you are waiting and hoping for treat-
ment—and I have sort of reached the point, working on these 
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health care issues—I was director of the Gray Panthers for a lot 
of years, before I came to the Congress, working with senior citi-
zens. People listen to these debates, and they want to know when 
there is going to really be a solution available. 

Of course, just plucking a date out of the air is pretty hard to 
do, but let us take the kind of situation where, if the reimburse-
ment issue was addressed in this committee, some combination of 
the policies that we are talking about here today—and as you 
know, Dr. Conti, I have some real questions about the relationship 
between physicians and the manufacturer, and you gave some 
thoughtful answers on that. 

But let us say that the issue is resolved. How long would it take 
to get these drugs produced and out to patients? Senator Cardin 
was absolutely right. People consider this an urgent priority. They 
do not want to hear about how it is going to take eternity. So, as 
we wrap this hearing up, if this committee gets it right in terms 
of these reimbursement changes, how long would it take to get the 
drugs produced and out to patients? 

Dr. CONTI. I think that is one of the key questions in this issue. 
Unfortunately, I think the time frame varies quite substantially by 
generic firm, and also by drug, in terms of responding to these type 
of incentives. I have seen estimates for getting production up and 
running anywhere between 4 months all the way to 7 years. 

Senator WYDEN. So would it be fair to say again—I want to use 
the terminology that I used with Dr. Thompson, because my sense 
is that there are significant additional costs to the government for 
paying for costlier treatments because the shortage is not being 
dealt with. Would it be fair to say of you, Dr. Conti, that a signifi-
cant number of the drugs that are in shortage could get out to peo-
ple, say within 6 months? You said 4. Would that be a fair charac-
terization? 

Dr. CONTI. I do not know. 
Senator WYDEN. All right. Do any of the others want to comment 

on a timetable? Because this is what people who are suffering want 
to hear, and that is why Senator Cardin asked the question. They 
want to follow these debates, but they want to see that sense of ur-
gency. Do any of the others want to give us a sense of the time-
table? 

Dr. GOTTLIEB. Yes. I think the economic incentives and changing 
the pricing environment we talked about here today are important 
for getting new manufacturers into place and for expanding capac-
ity to manufacture these drugs. 

But it is not a short-term solution, in my view, in terms of the- 
next-6-months type of solution, because switching over an existing 
manufacturing line to make a new drug, you are probably looking 
at a year under optimistic situations. Standing up new manufac-
turing, you are looking at 2 to 7 years, and probably closer to 7 
years, to stand up a brand-new facility de novo. 

So that is a long-term solution to make sure that these markets 
do not get into trouble again in the future. I think shorter-term, 
we need to look at the existing capacity that has been taken offline. 
That is our best bet of trying to alleviate the shortage within the 
next 6 months. I do not think it is a sure bet that that is going 
to be a very efficient process, getting those facilities back online. 
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Senator WYDEN. They are not mutually exclusive. There can be 
efforts to deal with expanding capacity in the short term. 

Dr. GOTTLIEB. Absolutely. 
Senator WYDEN. But I continue to believe that people want to 

hear how long it is going to take to get at the root cause. We are 
wrapping this hearing up, and you all have been very, very helpful. 
For me, what it comes down to, Dr. Cobb, is what you said several 
hours ago when we began, that it is unacceptable to have you and 
wonderful practitioners on the front lines in this fight against can-
cer, like Dr. Druker, to have to say to patients every day in Amer-
ica, drugs that will relieve your suffering and relieve your pain, 
they are not available. We are not completely sure why, and they 
are having all kinds of debates in Washington, DC. 

That is just not acceptable, so we have to find a way to speed 
this up. We have to find a way to speed this up in terms of both 
the short term that you just touched on a moment ago in terms of 
capacity, and then we have to shorten that kind of period for deal-
ing with the root cause of the problem. This is not acceptable, in 
my view, to say to cancer patients, well, we will see what we can 
do in 7 years. That is just not right. 

Would any of you like to have the last word, with the last word 
going to our witnesses? 

[No response.] 
Senator WYDEN. With that, you all have been very helpful. I 

think you are going to see significant bipartisan interest in this, 
and obviously this committee has jurisdiction over a key part of it. 
Led by Senator Hatch, we are going to get at it. Thank you all. 

[Whereupon, at 11:40 a.m., the hearing was concluded.] 
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