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Process Paper

Being fascinated by science, I explored the broad subject and came upon orphan diseases.
Further studying orphan diseases, I discovered the Orphan Drug Act (ODA) was created to help
pharmaceutical companies produce orphan drugs and decided to make this the topic for my
exhibit. The ODA is related to the theme as there were many debates between Congress, the
FDA, pharmaceutical companies and the public throughout the creation of it. Additionally, the
ODA itself is an act of diplomacy since the different parties created it through negotiations and
compromisations. While forming the ODA there were successes and failures from multiple sides
in the process of debate, however in the future unexpected consequences occurred.

To study this topic, I used many resources including a journal written about past medical
events, a publication by Henry Waxman about events in Congress and online articles containing
history of the ODA. Additionally, I had a personal interview with Henry Waxman on his role in
the ODA while he was Chairman of the Health and Environment Subcommittee. This interview
was very helpful, I was able to see his perspective and compare it to sources I had used which
helped me form my own judgment on the topic. These sources helped me understand the history
of orphan drugs and identify successes, failures and consequences that led to and followed the
creation of the Orphan Drug Act.

I made my exhibit into four main sections, background, success, failures and
consequences. | decided to have background as a part of the board so I can inform the viewers of
necessary content that led up to the issue. Additionally, success, failures and consequences are
components of the exhibit because they are minor elements of the theme. However, I believe
debate and diplomacy are major elements of this year's theme so I incorporated them throughout

the exhibit and chose to highlight the ideas.



Orphan drug development came to a halt when the Kefauver-Harris Amendment was
legislated. Patients with various orphan diseases were unable to access medication since
pharmaceutical companies were refusing to develop orphan drugs. This sparked debates among
different affiliations in the 1980’s. The result was an act of diplomacy, the creation of the Orphan
Drug Act (ODA). Although the Act created a dramatic increase in orphan drug development
helping orphan disease patients receive treatment, it contained loopholes that pharmaceutical
companies abused for their own gain.

The Orphan Drug Act was a significant moment in history because it had encouraged
pharmaceutical companies to create orphan drugs who were unwilling to at the time. This
resulted in a countless number of people with orphan diseases being helped. Before the ODA,
there had been only ten drugs on the market for orphan diseases, but as a result of the bill passing
there have now been over 400 orphan drugs passed by the FDA. This had a major impact since
there are over 20 million people with orphan diseases, meaning roughly 1 in 10 United States

citizens have an orphan disease.
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The increase of orphan drugs was a great accomplishment, but it came with
major downfalls. Pharmaceutical giants took advantage of the ODA by
exploiting the incentives that came with the bill and driving orphan drug prices
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