
Biologics and Biosimilars 
Biologics are complex medicines grown in living cells which are used to treat serious conditions
such as cancer, rheumatoid arthritis, and multiple sclerosis. Unlike with chemical drugs, copies of 
these medicines can never be exact, only “highly similar.” Already available in Europe and Canada, 
biosimilars o!er patients and their physicians new treatment options and potential cost savings. 

Yet the extreme complexity and large molecular size of biologics mean that even minor di!erences
between two similar biologics can have unexpected implications for patients, including unwanted
immune responses (immunogenicity). In order for patients to realize the potential benefits of 
biosimilars, the physicians that prescribe them need confidence in their safety and e!ective. And 
these physicians have indicated that transparency in labeling-including the product-specific data 
that was the basis for approval- is very important to building that confidence. 
 

Biosimilars in the U.S.
On March 6, 2015 the U.S. Food and Drug Administration approved its first biosimilar, filgrastim-
sndz, to be marketed as Zarxio. The di!erentiating su"x, “-sndz”, is based on the name of its 
manufacturer, Sandoz, the entity ultimately responsible for the medicine’s safety and e"cacy. 

As biosimilars benefit from an abbreviated approval process, post-market surveillance of 
biosimilars is critical, and the FDA’s distinguishable naming of its first biosimilar not only aids in 
tracking adverse events and maintaining accurate patient records, but also promotes manufacturer 
accountability for their products.

Concerns with Biosimilar Labeling
While FDA should be commended for transparency in naming, there is much room for
improvement in the area of biosimilar labeling. Considerable information is absent from the label of 
its first biosimilar, information that the specialists who prescribe biologics think is very important 
to include in future approvals.

For example, the product information sheet for Zarxio does not state that it is a biosimilar, or to 
what product it is similar.

The label does not state whether or not FDA has determined the medicine to be “interchangeable” 
with its reference product (same result expected if switched, with no additional risks) or simply 
“highly similar”. Nor does it not provide any of the clinical or analytical data used to demonstrate 
its similarity to that reference product. 

In fact, the product sheet simply presents the data of the originator medicine without indicating 
the source of that data.

Biosimilar Labeling: 
What Do Biologic Prescribers Think the Label Should Include?



What do the Physicians Who Prescribe Biologics Think? 
In February of 2015, a survey on biosimilar labeling was conducted among 400 physicians, 
each board-certified in one of six relevant specialties (Dermatology, Endocrinology, Oncology, 
Nephrology, Neurology, and Rheumatology), among which respondents were distributed roughly 
equally. All of the respondents prescribe biologic medicines. The study was conducted by Industry 
Standard Research on behalf of the Alliance for Safe Biologic Medicines, a diverse group of 
stakeholders including physicians, pharmacists, patients, researchers, and manufacturers of both 
biologics and biosimilars. 

What is Most Important to Include on a Biosimilar’s Label?  
Respondents were asked to rate how important they consider various types of approval 
information to be included on the label/product information sheet of a biosimilar. Much of this 
information is required on biosimilars approved by European regulators. Options ranged from “1” 
(not important) to “5” (very important). 

Presented below are the percentages of these prescribers which rated each piece of information 
as either a “4” or a “5”, indicating high importance for inclusion on a biosimilar label: 
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Transparency in Labeling Builds Physician Confidence, Promotes Uptake of Biosimilars 
The Alliance for Safe Biologic Medicines commends the FDA on its commitment to patient safety, 
and its cautious, science-based approach in distinguishably naming these exciting new treatment 
options for patients. 

As more biosimilars are approved, and as FDA drafts its guidance on biosimilar labeling, we urge 
them to consider the perspectives of the physicians who prescribe these medicines, and include 
the labeling information they overwhelmingly characterize as important. Simply put, doctors 
want transparency in biosimilar labeling. Physician confidence is necessary for biosimilars to 
be successful and the physician commitment to patient welfare requires that they consider the 
individual patient condition and health challenges. Understanding the product is essential to the 
decisions that go into treating each patient as an individual.

The full labeling survey results may be viewed at www.safebiologics.org. 

The Alliance for Safe Biologic Medicines    PO Box 3691 Arlington, VA 22203    (703) 971-1700

Learn More at SafeBiologics.org


