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The undersigned organizations recognize and support the Food and Drug Administration’s (FDA)
goal to foster development of a robust biosimilars market that reduces prescription drug costs
and offers patients access to more affordable therapies. We applaud the Agency for its
leadership on biosimilars, especially in partnering with industry, patient, consumer, provider,
and payor stakeholders as it implements its Biosimilars Action Plan. We are pleased to offer the
following recommendations to increase competition and patient access through biosimilar
medicines:

1. Enhance the efficiency of FDA review of marketing applications for biosimilar and
interchangeable products.
We are pleased to see the increase in approvals of biosimilar applications and the
successful negotiation of the Biosimilar User Fee Agreement (BsUFA), which sets vital
metrics for the review and approval process. We support the FDA’s commitment and
focus on improving the efficiency of review.

In addition to the efforts already being made by the FDA, we encourage the Agency to
work closely in dialogue with sponsors to review biosimilars using a case-by-case
approach, and, when scientifically appropriate, eliminating unnecessary or duplicative
requirements.

2. Provide additional scientific or regulatory clarity regarding the FDA's regulation of
biological products, including the Agency’s review and approval of marketing
applications for biological products.

We agree that greater clarity and guidance for industry will improve application quality
and lead to faster approval of biosimilars. FDA has already made strides to provide
guidance to industry and the scientific community about the approval criteria and
requirements for biosimilar therapies. However, there is still more to be done to
successfully communicate the Agency’s current thinking. Specifically:

- FDA’s withdrawal of the guidance “Statistical Approaches to Evaluate
Analytical Similarity” in June presents an opportunity for the Agency to
update and reissue vital information to applicants.



- The Agency should establish the least burdensome data requirements for
applicants that still meet the FDA’s gold standard of safety and efficacy.

- We ask that the Agency clarify recent comments related to the requirement
that originator biologics and biosimilars include a suffix in their non-
proprietary names. Does this still represent the Agency’s current thinking?

- We urge the FDA to finalize or issue revised guidance on interchangeability.
The Agency can help increase marketplace competition by finalizing its
guidance.

3. Increase healthcare provider, patient, and payor understanding of biological products,
including biosimilar and interchangeable products.
The FDA’s current biosimilars education campaign and the continued inclusion of
healthcare provider and patient understanding in the Agency’s goals is vital to the
success of the biosimilars market. We fully support the FDA’s efforts to combat
misinformation that undermines patient and provider confidence and inhibits uptake of
lower cost biosimilars.

We encourage the FDA to continue to prioritize education and to take aggressive steps
to combat misinformation.

We appreciate the opportunity to submit these comments for consideration, and look forward
to continued partnership with the FDA to foster a successful biosimilars market for America’s
patients.
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