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MEDCHI, THE MARYLAND STATE MEDICAL SOCIETY
HOUSE OF DELEGATES

Resolution 27-17
INTRODUCED BY: MedChi Medical Student Section

SUBJECT: Reforming the Orphan Drug Act

Whereas, Congress passed the Orphan Drug Act (ODA) of 1983 in response to declining pharmaceutical
investment of “orphaned” drugs through clinical trials following the Kefauver-Harris amendments of 1962
because of increased development costs:* 2 ® and

Whereas, The “orphan” designation often refers to drugs that target rare conditions affecting fewer than
200,000 Americans®, and are thus often deemed “unprofitable” due to the unlikelihood of a company to
recuperate development and marketing costs®; and

Whereas, To promote the research of therapies against rare diseases and conditions for which sales revenue
alone are unlikely to recover the costs of development, the ODA offers a variety of incentives, including 1)
7 years of market exclusivity, 2) a tax credit up to 50% of clinical trial costs, 3) direct federal grants to the
pharrg@ceutical company up $500,000 per year for 4 years, and 4) a waiver of marketing user application
fees;” " and

Whereas, Although the ODA has been praised as highly successful for introducing over 400 orphan drugs
since becoming law,* physicians, researchers, and policymakers have raised concerns about potential
abuses of the Act;® ° 1% 11 12 and
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Whereas, One such concern is that despite the Act’s original intent of incentivizing the development of
“non-profitable” therapies treating fewer than 200,000 Americans,* several drugs have obtained
“blockbuster status,” indicating $1 billion in sales annually, through a multitude of loopholes;4’g and

Whereas, An example of such a loophole is the approval for “orphan designation” - and therefore, ODA
benefits - on existing compounds and mass-market drugs, as is the case for 3,4-DAP,? ascorbic acid,*®
calcium carbonate,'* Humira, and Crestor;* and

Whereas, A pharmaceutical company may strategically submit a drug for approval of a single indication -

“one that is narrow enough to qualify for orphan drug benefits”*° - and once approved, the drug is utilized

for a variety of off-label uses,” as demonstrated by the drugs rituximab, modafinil, and a variety of oncology
drugs;*® *"and

Whereas, A pharmaceutical company may strategically apply for additional approval for new indications,
9,18 19,

as has been demonstrated by rituximab, imatinib, and epoetin-alfa; ;and

Whereas, The ODA’s 7-year marketing exclusivity benefit may extend beyond the trademark office patent,
and can “run concurrently or sequentially on the basis of number of indications for the drug, effectively
providing pharmaceutical companies with government-sponsored monopolies™;> % and

Whereas, Although each indication of an orphan drug at the time of FDA approval may treat fewer than
200,000 Americans, the total number of indications for a drug can result in treating a larger population, and

Whereas, The exploitation of these and other potential loopholes within the Act have resulted in both
exorbitant price hikes and increasing sales, contributing up to one-fifth of global prescription sales by 2020
despite the original purpose of treating small populations;® 2* ?? therefore let it be
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Resolved, That MedChi’s AMA Delegation submit a resolution to the AMA that requires the AMA to
support efforts to reform the Orphan Drug Act to protect the Act’s original intent and prevent identified
abuses of the Act.

At its meeting on September 23, 2017, the House of Delegates referred Resolution 27-17 to the Board of
Trustees for decision.
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