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ope on the Horizon," is the title of an FDA
Voice blog post by Margaret Hamburg,
M.D., FDA Commissioner. The post
(http://bit.ly/wSsaGj) highlighted a presentation made by
a patient at an FDA drug shortage briefing. The "FDA
Drug Shortages" team—see Figure 1, below—"has
been working day and night to address this problem,"
said Hamburg.
"While there is no
simple solution to resolving drug shortages," said Hamburg,
"we are doing all that
we can to make sure
patients have access
to the critical medicines
they need when they
need them. I’d like to
give a special thanks to
the FDA Drug Shortages team and all the
other staff throughout
our agency for their
hard work and leadership on this topic."

the government can address a national money shortage
crisis, why can't it also address a national drug shortage
crisis?

"This dramatic rise in the extent, duration and severity
of shortages is occurring in an environment that is
characterized by a near absence of communication
between drug manufacturers and the Food and Drug
Administration (FDA),”
said ASHP. “This lack
of transparency is a
significant barrier to
efforts to address drug
shortages, and it
represents a real and
growing danger to
patient safety. FDA has
worked diligently to
address this issue, but
this work is hampered
by the agency’s inability
to require reporting of
information that could
be instrumental in
minimizing the impact
of a shortage or avertFigure 1. The FDA “Drug Shortages Team”
ing it all together."

A Growing Problem
According to the FDA,
"In 2010, there were 178 drug shortages reported to the
U.S. Food and Drug Administration, 132 of which
involved sterile injectable drugs. In 2011, FDA continued to see an increasing number of shortages,
especially those involving older sterile injectable drugs
(see Figure 2, page 3). These shortages have involved
cancer drugs, anesthetics used for patients undergoing
surgery, as well as drugs needed for emergency
medicine, and electrolytes needed for patients on IV
feeding.

Various causes of the current crisis have been suggested: (1) manufacturing quality issues, (2) market
manipulation (eg, price gouging), (3) mergers of pharma
companies who cut out low profit margin drug lines, and
(4) lack of profits to be made from certain generic
drugs.
Can the United States Ensure an Adequate Supply
of Critical Medications?
Whatever the cause, the American Society of HealthSystem Pharmacists (ASHP) calls the current drug
shortage in the US a "crisis.” The last time we heard of
a crisis affecting the entire nation was the 2008
"financial" crisis. That was met with swift action by the
US government, which intervened in the market to help
ward off the crisis in lending (ie, shortage of money). If
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The Case of Fake Avastin
To meet the increasing demand for drugs in short
supply, legitimate wholesalers have been found
wittingly or unwittingly passing along counterfeit drugs
to hospitals, clinics, and physicians desperate for
products no matter what the source.
The case of fake Avastin has brought this problem into
the bright light of main stream media. Authorities
investigating the importation of low-cost foreign
pharmaceuticals into the U.S. have identified a supply
chain that may have allowed fake cancer drugs to reach
U.S. clinics, according to investigators and documents
reviewed by The Wall Street Journal (see "Doctors,
Drug Distributors Tied to Imports of Fake Avastin";
http://bit.ly/y17WgA).
In the case of the fake Avastin, what is known illustrates
“the circuitous path that pharmaceuticals can take
before reaching consumers,” reports WSJ. “Wherever
the counterfeit Avastin was manufactured—possibly
China—investigators are examining a zigzagging route
that may have taken the product through Turkey and
Egypt before it was sold to Swiss and Danish wholesalers and then to Mr. Haughton's [a Canadian citizen
who runs a network of drug distributors that sell to U.S.
doctors] U.K. wholesaler, River East Supplies Ltd.,
Continues…
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It is illegal to import drugs that are approved by regulators in other countries, but not the FDA. It is also
illegal for US citizens to knowingly or unknowingly
purchase such drugs. This includes the doctors and
clinics at the end of the chain who purchased the
Avastin at below market prices ($1995 vs $2400 for a
400-milligram vial).
"Buying foreign-sourced drugs that don't meet FDA
approval can carry criminal penalties for doctors who
purchase them and then bill Medicare. Penalties can
apply even to doctors who weren't aware the drugs
were foreign."
It is even MORE illegal—i.e., immoral—to purchase
FAKE, counterfeit drugs such as the Avastin in
question, which contained starch, salt, cleaning
solvents and other chemicals and none of the drug's
active ingredient, bevacizumab, according to Roche.

Figure 2. US Drug Shortage Trend

according to pharmaceutical-industry and lawenforcement officials. River East then shipped the
product to U.S. doctors through a Tennessee
distributor, according to Mr. Haughton."
This “fake Avastin supply chain” (see Figure 3, below)
involves many distributors that neglected to verify the
authenticity of their supplies. “Hmm, you think pharma
could have unique identifiers for each vial—like airlines
have for each bag—which could be checked online for
authenticity?”, said David Egilman, a physician and
president of an NGO called Global Health Education
Training & Service, in a comment submitted to Pharma
Marketing Blog.

Erosion in US Supply Chain Confidence
Aside from the impact on patient health and wellbeing,
one consequence of the drug shortage in the U.S. is the
increased corruption of the supply chain with counterfeit
medicines as demonstrated by the fake Avastin case.
This may erode the confidence of the public in the US
drug supply chain.
According to a Pew Prescription Project poll
("American's Attitudes on Prescription Drug Safety";
http://bit.ly/A9beuT), Americans are confident that drugs
produced and sold in the US are safe, but those
produced in China and India are not (see Figure 4,
page 4). Whether or not this confidence will be
diminished remains to be seen.
Roll of Social Media
Many healthcare experts have suggested that social
media can be an important component of patient
support (see “Use of Twitter for Patient Support”;
http://bit.ly/xlhiEn). Although many pharmaceutical
companies actively use Twitter and other social media
Continues…

Figure 3. Fake Avastin Supply Chain. Of course, what’s missing from this image is the patient at the end of this chain.
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tools to push out positive news about their companies
and products, very few use these tools for systematic
support of patients who depend upon their drugs. This
is evident by the industry's deafening silence regarding
the short-age of cancer drugs such as methotrexate, a
drug used to treat children with Acute lymphoblastic
leukemia (ALL).
Boehringer Ingelheim and Novartis are examples of two
pharma companies that have exceled in their use of
social media, but have remained social-media silent in
the face of recent shortages of methotrexate, which is
produced by their subsidiaries.
“Approximately 3,500 children and teenagers are diagnosed with ALL each year, with cure rates approaching
90%,” noted experts in letters from the American
Society of Clinical Oncology, American Cancer Society
of Pediatric Hematology/Oncology and Children's
Oncology Group, a nationwide network of researchers,
which were sent to top executives at four U.S. makers
of the drug pleading for help. Two of these companies -Ben Venue Laboratories and Sandoz -- are owned by
major non-U.S. Rx pharma companies (Boehringer
Ingelhein and Novartis, respectively).
As reported in the Chicago Tribune, "the FDA says the
main reason for the shortages is manufacturing deficiencies leading to production shutdowns. Shortages
also are resulting from companies halting production of
drugs with low profit margins, companies consolidating
in the generic drug industry and supplies of some
ingredients shrinking."
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In November, 2011, Ben Venue Laboratories
(Boehringer Ingelheim), for example, shut down its
manufacturing and distribution operations at its site in
Bedford, Ohio due to significant manufacturing and
quality concerns.
Meanwhile, the Twitter accounts of Boehringer and
Novartis roll merrily along posting positive tweets about
their commitment to cancer patients, while completely
ignoring the cancer drug shortage issue. Here are some
recent tweets:
•

•

•

•

@BoehringerUS: "@WHO estimates that 84
million people will die of cancer between 2005
and 2015 without intervention.
#WorldCancerDay"
@Boehringer: "@martin_dudziak Very true. We
are also committed and believe in continued
research & clin trials as a major key factor in
fighting cancer!"
@MylanNews: "Mylan Committed to Expanding
Access to High Quality, Affordable #HIV/AIDS
Treatment. Company Honors #WorldAIDSDay"
@Novartis: "Novartis continues to research
ways to control tumor growth in advanced
#breastcancer"

The Rx drug industry is betting its future on developing
complex biologics to treat major diseases such as
cancer. If the current crisis is any indication about how
successful they will be in (1) manufacturing biologics
and (2) using social media to inform the public about
the products and support patients who depend on these
products, then, they might not succeed.
Continues…

Figure 4. Confidence in the Drug Supply Chain
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This is No Game!
Boehringer is developing a Facebook "game," Syrum,
which is designed to "educate" the public about the
difficulties in developing drugs (see "Pharma & Fun, Not
Oxymoronic? Here Comes Gamification!";
http://bit.ly/sSNgWX). It is doubtful, however, that the
game will include manufacturing problems that lead to
shortages.
Pharma PR people can better spend their time and
resources using Facebook to support their patients.
“As I watching the report on the news last night about
the drug shortage I too was outraged,” said Richard
Meyer, author of the DTC Marketing Blog, in a comment
submitted to Pharma Marketing Blog. “I mean here is BI
developing a game on drug development and approval
promotion Pradaxa when there are new deadly side
effects being reported and now their plant is not up to
FDA standards? They are a drug company that just
doesn’t get it.”
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“Unfortunately, I suspect this comes down to a lack of
internal communications,” noted Alexandra Fulford
(@pharmaguapa), an independent consultant who
specializes in digital media in the pharmaceutical
industry. “The people doing the tweets are probably not
being kept in the loop regarding issues outside of their
area - such as manufacturing. It could also be that their
compliance team has given them really strict guidelines
around what to tweet and anything outside of this e.g.
manufacturing, would mean going back for approval which doesn't happen in tweet time! Or of course they
are just plain oblivious. Whatever the reason at least
they are tweeting - which is more than can be said for
some pharma companies!”
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