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May 31, 2016
Dear Commissioner Califf:
Patients for Biologics Safety and Access (PBSA) commends the FDA for publishing
draft guidance on labeling of biosimilars which is a positive step forward, especially
when combined with the FDA’s draft guidance calling for biosimilars to have distinct
non-proprietary names. We are pleased that the guidance requires products to be
clearly labeled as biosimilars and contain standard information about immunogenicity
concerns. We believe the final guidance must take additional important steps, including
a requirement that biosimilar labels specify which indications were approved based on
extrapolation of data rather than clinical testing. Furthermore, we believe that final
labeling guidance should require the inclusion of pertinent clinical data and adverse
events specific to the biosimilar, as well as a statement declaring whether or not the
product has been approved as interchangeable. This information will help patients and
prescribers have the necessary facts to make a fully informed choice whether to use
the original biologic medicine or biosimilar.
We urge the FDA to incorporate the recommendations included in PBSA’s policy
position on biosimilar labeling in its final guidance:
Biosimilar Labeling to Promote Transparency and Patient Safety
PBSA believes that patients and prescribers should have all pertinent information to
make a knowledgeable decision whether to use an innovative biologic or biosimilar. In
addition, adequate material on biosimilars must be available to patients and
prescribers in a format that allows them to make such an informed choice that includes
clear and transparent product labeling information as a critical component.
PBSA recommends that FDA require biosimilar labeling to include the following
information:



Statement that the product is a biosimilar;
Statement about whether or not the product has been approved as





interchangeable with the reference product and the indications of approved use (including any
differences from the reference product);
Statement of any indications approved on the basis of indication extrapolation;
Other pertinent data (analytical, animal and clinical) derived from studies of the biosimilar that
formed the basis of the FDA approval of the product, and;
Any adverse event information specific to the biosimilar.
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