BACKGROUNDER ON BIOLOGICS

e FDA has approved more than 150 new biologics, serving more than 325 million patients.’

e There are more than 300 biotech drug products and vaccines currently in clinical trials
targeting more than 200 diseases, including various cancers, Alzheimer’s disease, heart
disease, diabetes, multiple sclerosis, AIDS and arthritis.

e America’s pharmaceutical biotechnology industry represents one of the most successful and
fastest growing segments of U.S. healthcare. Ten years ago, annual revenues for this

industry were approximately $8 billion. Today, biologics have annual revenues that exceed
$39 billion.’

e According to IMS Health, biologic drug product sales jumped 17.2% in 2005, to $32.8
billion.*

e The huge growth in biologics, or specialty drugs, is expected to reach $90 billion by 2009.

e According to Medco Health Solutions, one of the largest pharmacy-benefits managers,
spending on biotech and specialty medicines grew 16.9 percent in 2005, much faster than the
5.4 percent average for traditional prescription drugs.”

o The five largest Medicare Part B drug expenditures are all for biotech medicines regulated as
biologics. (These expenditures are for drugs administered in doctor’s offices in FY 2005, not
for drugs administered in hospital clinics or outpatient centers):

Drugs (indication) FY °05 Medicare Spending
* Epogen (anemia) $1,750,000,000
* Aranesp (anema) $850,000,000
* Procrit (anemia) $776,000,000
» Remicade (rtheumatoid arthritis, $541,000,000
other inflammatory disorders)
* Neulasta (anemia) $524,000,000’
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e According to the Centers for Medicare and Medicaid Services (CMS), the top 2 anemia
drugs, both biologics, accounted for 17% of all Medicare Part B carrier drug spending in FY
2005, and two other biologics for rheumatoid arthritis and cancer accounted for an additional
13% of all carrier spending.®

e (CMS spends approximately $2 billion per year on Epogen, a biologic for anemia, its single
biggest drug expense. This is roughly the same amount as FDA’s total proposed budget for
FY 2007°

e While many biopharmaceuticals are already off-patent, more than $10 billion worth of
biopharmaceutical drugs are expected to come off patent over the next five years. "

e The cost of biotechnology healthcare is growing faster than the economy.'!

o Last year alone the cost of biologics soared 17.5 percent compared with traditional drugs
which increased 10 percent.'

e Many of these drugs cost patients tens of thousands of dollars each year — and some well
over $100,000. Avastin, already a billion dollar a year drug for Genentech, may become a
crucial new treatment for breast and lung cancer.”> Genentech plans to charge about
$100,000 a year for the product. Out of pocket co-payment costs could easily run $10,000-
20,000 a year. Cerezyme, a drug used to treat a genetic condition, is priced at an average of
$170,000 per patient per year."*

e The following costs are for the drug only (not including administration supplies or infusion
costs) and were calculated by one of the biggest pharmacy benefits managers at the average
wholesale price. Costs to individual patients may vary based on a person's weight, dosing
regimen, and indication for which the drug was prescribed.

o Drug (indication) Monthly cost
* Avastin (colorectal cancer) $5,500
* Iressa (lung cancer) $2,000
»  Tarceva (lung cancer) $2,500
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Drug (indication) Annual cost
* Enbrel (rheumatoid arthritis, other inflammatory disorders) $17,000-$25,000
»  Gleevec (leukemia) $28,500-$58,000"
* Remicade (rheumatoid arthritis, other inflammatory disorders) $12,000-$20,000'

Traditional Generic Drugs

e Since the 1984 passage the Drug Price Competition & Patent Term Restoration Act —
commonly known as Hatch-Waxman — which established the generic drug approval system
in the United States, American consumers have saved billions of dollars on prescription
drugs as a result of generic competition. These drugs provide the same safety and efficacy as
the brand product, but at a savings of as much as 80%."”

e According to the Congressional Budget Office, generic drugs save consumers an estimated
$8 to $10 billion a year at retail pharmacies. Even more billions are saved when hospitals
use generics.'®

e In 2004, the average price of a generic prescription drug was $28.71. The average price of a
brand name prescription drug was $95.54."

e Generic traditional drugs represent 53% of the total prescriptions dispensed in the United
States, but only 12% of all dollars spent on prescription drugs. In 2005, U.S. brand
pharmaceutical sales for 2005 were $229.5 billion, compared to $22.3 billion in U.S. generic
pharmaceutical sales.*
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