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of the reference product and a proposed biosimilar product, 
even though licensure of the proposed biosimilar product is 
requested only for the intravenous route of administration).

Q. I.6: Can an applicant obtain licensure of a proposed biosimilar prod-
uct for fewer than all presentations (e.g., strengths or delivery 
device or container closure systems) for which a reference 
product is licensed?

A. I.6: Yes, an applicant is not required to obtain licensure for all presen-
tations for which the reference product is licensed. However, 
if an applicant seeks licensure for a particular indication 
or other condition of use for which the reference product is 
licensed and that indication or condition of use corresponds 
to a certain presentation of the reference product, the appli-
cant may need to seek licensure for that particular presenta-
tion (see also questions and answers I.4 and I.5).

Q. I.7: Can an applicant obtain licensure of a proposed biosimilar prod-
uct for fewer than all conditions of use for which the reference 
product is licensed?

A. I.7: Yes, a biosimilar applicant generally may obtain licensure for 
fewer than all conditions of use for which the reference prod-
uct is licensed. The 351(k) application must include infor-
mation demonstrating that the condition or conditions of 
use prescribed, recommended, or suggested in the proposed 
labeling submitted for the proposed biosimilar product have 
been previously approved for the reference product (see sec-
tion 351(k)(2)(A)(i)(III) of the PHS Act).

Q. I.8: Can a sponsor use comparative animal or clinical data with a 
non-U.S.-licensed product to support a demonstration that the 
proposed product is biosimilar to the reference product?

A. I.8: Yes, a sponsor may use a non-U.S.-licensed comparator product in 
certain studies to support a demonstration that the proposed 
biological product is biosimilar to the U.S.-licensed reference 
product. However, as a scientific matter, analytical studies 
and at least one clinical pharmacokinetic (PK) study and, 
if appropriate, at least one pharmacodynamic (PD) study, 
intended to support a demonstration of biosimilarity must 
include an adequate comparison of the proposed biosimilar 
product directly with the U.S.-licensed reference product 
unless it can be scientifically justified that such a study is not 
needed.

If a sponsor seeks to use data from an animal study or a 
clinical study comparing its proposed biosimilar product to 
a non-U.S.-licensed product to address, in part, the require-
ments under section 351(k)(2)(A) of the PHS Act, the sponsor 
should provide adequate data or information to scientifically 
justify the relevance of these comparative data to an assess-
ment of biosimilarity and establish an acceptable bridge to 




