Lnited States Senate

WASHINGTON. [ 6510-6275

November 1, 2016

VIA ELECTRONIC TRANSMISSION

The Honorable Robert A. McDonald
Secretary

U.S. Department of Veterans Affairs
810 Vermont Avenue NW
Washington, DC 20420

Dear Secretary McDonald:

I am writing today regarding the Department of Veterans Affairs (VA) spending on the
Mylan EpiPen in light of the recent news reports about the EpiPen’s substantial price increases.
The EpiPen is used in emergency treatment for life-threatening allergic reactions. The auto-
injection pen device, that is the basis for the EpiPen, was originally developed in the 1970s for
the military to protect soldiers in the event of chemical warfare.> Today, Pfizer’s subsidiary,
Meridian Medical Technologies, owns the patent for the actual injection pen and has licensed it
to Mylan.?2 Mylan has raised the price for the EpiPen by more than 500 percent, from $57 when
it acquired the product in 2007 to more than $600 in 2016.% Although the cost of the main
ingredient in an EpiPen is extremely inexpensive—epinephrine costs about a dollar—prices for
the device have skyrocketed.

Given the importance of this topic, it is imperative to understand the VA’s role with
respect to negotiating EpiPen purchase prices for the “Big Four” and the costs associated with
federal government purchases of the EpiPen. Under the Veterans Health Care Act of 19924, the
VA has the authority to negotiate prices for brand-name drugs purchased by the four largest
federal purchasers——VA, Department of Defense (DoD), Public Health Service (including the
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Indian Health Service), and the U.S. Coast Guard.® Since 2009, the VA has granted Mylan
contracts valued at nearly $3 billion®, including at least $6 million for pharmaceutical drug
purchases.’” In 2012, the VA signed a five year contract with Mylan to purchase the EpiPen for
$183 per pack.® It is not clear how much the VA has spent on EpiPens overall.

Given the VA’s responsibility in the negotiation on behalf of its own purchases as well as
its role with respect to the negotiations on behalf of the Big Four, it is important for Congress
and the public to better understand the significant role the agency plays and the effect it has on
drug spending. According to a recent report, DoD’s supplier, Meridian Medical Technologies,
sells similar auto-injectors exclusively to DoD, Emergency Medical Services, and over 30
nations around the world for use by U.S. military personnel and emergency medical personnel
for urgent care situations® for under $50 a unit.!® The U.S. military primarily uses Meridian’s
AtroPen auto-injector to deliver Atropine first aid when military personnel are exposed to
chemical warfare agents. Despite the difference in the administered drug, Meridian’s device is
very similar. Yet, the VA is paying more than 70 percent more to access the EpiPen. It is
important to understand why the government is paying a vastly different price for such similar
products from the same manufacturer.

While I recognize that the prescription drug market is very complex and various factors
impact prices, considering the common purpose of DoD and VA'’s use of auto-injector devices, it
seems as if the VA may be able to obtain additional savings on the EpiPen. To better understand
these issues, please answer the following:

1. Please describe the process for negotiating the federal supply schedule and Big
Four prices with Mylan for EpiPen purchases.

2. Please describe the process by which drugs such as the EpiPen are classified by
the VA.

3. With respect to the current classification of the EpiPen as a non-innovator
multiple source drug, and given the fact it has been misclassified as such, how

5 Big Four prices for pharmaceutical products based on statutorily-required pricing calculations and are only available to VA,
Department of Defense (DoD), Public Health Service, and U.S. Coast Guard. The price to the Big Four for a brand-name drug is
the lower of the Federal Supply Schedule price or the cap.
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much money has the VA lost in rebates due to that misclassification? Does the
VA have the ability to recover the rebates? If so, please explain.

4. With respect to Big Four purchases of EpiPen and AtroPen over the past 10 years,
what price did the VA negotiate?

5. How much has the VA actually paid for EpiPens over the past 10 years? Please
list by each year.

6. In the past 10 years, how many EpiPens has the VA purchased? Please list by
each year.

7. Does the VA purchase EpiPens exclusively from Mylan? If not, please list the
other epinephrine auto-injectors it has purchased, the volume of purchase, and the
cost.

8. How many alternatives to Mylan’s EpiPen are currently being reviewed the VA?
If available, please provide a list of the alternative companies and prices that are
being considered.

Thank you in advance for your cooperation with this request. Please number your
responses according to their corresponding questions and respond no later than November 15,
2016. If you have questions, please contact Josh Flynn-Brown of my Judiciary Committee staff
at (202) 224-5225.

Sincerely,

kot

Charles E. Grassley
Chairman
Committee on the Judiciary



