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SUPREME COURT ALLOWS MORE DRUG RESEARCH ACTIVITIES

The United States Supreme Court ruled on June 13, 2005, that drug researchers may use compounds
patented by others in research that is reasonably related to the development and submission of information
to the Food and Drug Administration (FDA).

The 271 (e) (1) Exception
Congress established an exception in 1984 to the general rule that one may not make, use, sell or offer 
to sell any patented invention during the term of a patent. This exception, now Section 271(e)(1) of the
patent statute, allows drug researchers to make, use, offer to sell, sell, and import some patented 
substances if done solely for uses reasonably related to the development and submission of information
under a Federal law which regulates the manufacture, use, or sale of drugs.

Merck v. Integra
Integra Lifesciences had a number of patents directed to a peptide sequence having useful properties.
Merck KGAA funded research during the term of those patents on various peptides, which ultimately led to
filing of an infringement lawsuit by Integra against Merck. 

The issue of exemption under Section 271(e)(1) arose during the course of that lawsuit, where Integra
argued that only preclinical data relating to safety of the drug is subject to the exemption. Integra asserted
that preclinical studies related to a drug’s efficacy, mechanism or action, pharmacokinetics, and pharmacol-
ogy are not reasonably included in an IND or and NDA, and thus are outside the scope of the exemption. 

The Supreme Court disagreed, holding that the Section 271(e)(1) exemption extends to all uses of patented
inventions that are “reasonably related” to the development and submission of any information under the
Federal Food, Drug, and Cosmetic Act.  This was found to include preclinical studies of patented com-
pounds that are “appropriate for submission to the FDA in the regulatory process.” The Court stated that
“[t]here is simply no room in the statue for excluding certain information from the exemption on the basis
of the phase of research in which it is developed or the particular submission in which it could be included.”
The Supreme Court also stated that the use of a patented compound in experiments, where the experiments
themselves are not included in a submission to the FDA, does not render the use infringing, because one
cannot know at the outset what information may be included in a submission.  Hence, the Court reasoned
that the use of patented compounds in preclinical studies is protected under Section 271(e)(1) as long as
there is a reasonable basis for believing that the experiments will produce the type of information relevant
to an Investigational New Drug (IND) or New Drug Application (NDA).

What Does This Mean For You?
Although this decision shows that the exemption under Section 271 (e) (1) is broader than some had
thought, it seems likely that various factors may affect the applicability of the exemption in particular 
situations.  Accordingly, we strongly urge anyone contemplating research activities using a patented 
substance to seek legal counsel before commencing that research.
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