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Aside from restricted distribution programs run through specialty pharmacies,
other REMS-based schemes have appeared. Frequently, a REMS program will ask
a drug’s manufacturers to develop a more detailed medication guide or a commu-
nication plan to inform doctors and patients about the elevated risks of a drug. For
example, Gilenya (fingolimod), an immunosuppressant that treats relapses of mul-
tiple sclerosis, has a REMS that requires a communication plan with materials for
doctors and patients, as well as an FDA-mandated pregnancy registry.+

When there are multiple manufacturers of a drug — for example, a brand and
a generic — the FDA often requires all parties to develop and agree on the same
REMS program, known simply as a Single Shared REMS program.# In particular,
generic entry can be conditioned on FDA approval of a shared plan. The idea that a
brand-name company will be willing to cooperate in the approval of a generic seems
optimistic at best. Given that brand-name drug makers are able to delay entry by
refusing to cooperate, it is not a surprise that some have taken advantage of it, creat-
ing another form of generic delay. The generic cannot get its drug approved until
the brand-name company cooperates, and the brand-name company avoids coop-
erating to keep the generic off the market. It could be compared to a high school
group project in which one member not only refuses to complete a fair share of the
work, but also has an incentive to see the project fail in order to sabotage the grades
of others in the group. And with the brand-name company already on the market,
only the generics suffer from the delay.

The most notable case dealing with this strategy is In re Suboxone.* Suboxone is
used for the treatment of addiction to opioids, such as heroin and oxycodone.* The
drug has saved the lives of many addicts, but with severe consequences. Suboxone
has itself become a street drug, and it carries the risk of severe side effects and with-
drawal symptoms.** Suboxone includes both a semisynthetic opioid and a drug used
to combat the effects of an opioid overdose (with unpleasant side effects), which is
included for the sole purpose of deterring potential users from injecting the drug
intravenously.+’
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