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PATENT DISCLOSURE REQUIREMENTS

FOR GENETIC RESOURCES AND
ASSOCIATED TRADITIONAL KNOWLEDGE:
NATIONAL REGULATIONS IN SELECT WIPO
MEMBER STATES

This document presents the key elements of patent disclosure requirements (PDR) for genetic
resources (GR) and associated traditional knowledge (TK) in select WIPO Member States’ nationall
laws. As shown in the chart below, patent applicants currently face a mosaic of different rules in
relation to the mandatory disclosure of GR and associated TK that relate to their inventions. As
confirmed by WIPO, more than 30 developing and developed countries already have or are in the
process of creating a PDR in their national laws. The requirements and legal consequences for
disclosures that are deemed incomplete differ substantially from country to country.

According to patent owners, differences in PDR requirements across jurisdictions can create
substantial compliance challenges, costs, and legal uncertainty. In some cases, the requirements
may be unduly burdensome for innovators, especially in cases where issues with disclosure can
block the granting of patents or lead to their revocation.

To commit financial and other resources to R&D and commercialization, with a timeframe of 10 -
20 years or more, companies and other innovative organizations require certainty and stability.
Patents are important tools for managing investments and collaboration throughout R&D and
commercialization. If patents become harder to obtain for natural resource-related inventions
— more costly, subject to undue delays or burdensome administrative requirements, and with
more uncertain protection — innovators may shift resources away from natural resources R&D
programs.

Forinnovators, differencesin patentdisclosure requirements caninfluence decision-making about
where to site R&D, work with partners, and commercialize natural resource-related inventions,
with investments declining in or moving away from countries with relatively burdensome PDRs.

R&D involving non-human genetic resources has been under pressure in recent years, due to
various factors including greater inherent complexities of natural substances and thereby greater
challenges in analyzing, synthesizing, and modifying such substances to develop new products.
In the field of biopharmaceutical research, for example, anecdotal evidence points to such
programs steadily receiving fewer resources and less attention within innovative organizations
over time. They will undoubtedly be further de-prioritized if it becomes more difficult to secure
and maintain patent protection for the relevant R&D outcomes. Innovators across sectors have
warned of this possibility, which would undermine the goal of encouraging innovation that
leverages GR and associated TK.
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