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October 28, 2013 

Margaret A. Hamburg, M.D., Commissioner 

U. S. Food and Drug Administration 

c/o Division of Dockets Management (HFA–305) 

5630 Fishers Lane, Rm. 1061 

Rockville, MD 20852 

Dear Dr. Hamburg, 

As the FDA heard arguments last week at the World Health Organization’s 57
th

 Consultation on 

International Nonproprietary Names (INN) for Pharmaceutical Substances the National Kidney Foundation  

reiterates our request – previously sent April 12, 2012 in response to Quality Considerations in 

Demonstrating Biosimilarity to a Reference Protein Product (Docket No. FDA-2011-D-0602) and through 

our testimony at the May 11, 2012 Public Hearing on the Draft Guidances Relating to the Development of 

Biosimilar Products – that the agency implement unique, nonproprietary names and/or identifier codes for 

biosimilars including those that are deemed interchangeable.  This is important for purposes of 

prescribing as well as for identifying the specific product (by manufacturer) that a particular patient 

receives in the event that said patient has a negative reaction to the medicine or there is a quality control 

problem with the product. Tracking through NDC codes will not capture all cases because payers do not 

universally use NDC codes and these codes are not necessarily found in patient records. We recognize 

that the FDA is working diligently on an approval pathway that will ensure that biosimilars are both safe 

and effective, but our concern is that since biosimilars are produced without access to the innovator’s 

proprietary manufacturing processes, differences in composition compared to the original innovator 

product are likely to occur even for those considered interchangeable.  While these changes may be 

minute, we know that individual patients can respond differently to even seemingly insignificant changes 

in drug formulation, manufacturing process, packaging, storage, or handling.  These unintended 

consequences could be life threatening.   

A decade ago the Food and Drug Administration collected information on 82 patients worldwide who had 

developed pure red-cell aplasia as a result of changes in the manufacture and/or packaging of a reference 

biological product used by kidney patients.
1
 Most recently a synthetic erythropoietin stimulating agent – 

peginesatide was approved by the FDA in March of 2012 and nearly a year later pulled from the market 

                                                 
1
 Charles L. Bennett, et al. Pure Red-Cell Aplasia and Epoetin Therapy, N Engl J Med; 351:1403-1408, September 30, 

2004. 
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due to an allergic reaction not seen in patients during the clinical trial. Because of these experiences, the 

kidney community has been especially cautious regarding the possibility of substituting or alternating 

between reference drugs and biosimilars unbeknownst to the patient or the physician. 

The National Kidney Foundation is supportive of the introduction of biosimilars to the market as a 

potentially lower cost and clinically effective option for patients, many who currently struggle to afford 

their medications and we do not seek to introduce barriers that would delay uptake of these medications.  

However, patients have the right to know the exact product they have received and physicians also need 

this information in order for both parties to properly report any adverse events to the FDA.  Without a 

unique name it is likely that some adverse event reports will be tied to the wrong product either the brand 

or the biosimilar, which could lead to a delay in detecting a more widespread problem. 

The National Kidney Foundation appreciates your consideration of our request. We look forward to 

receiving more information about the naming and approval process for biosimilars.  Please feel free to 

contact me with any questions or to discuss this matter further. 

Thank you, 

 

Kerry Willis, PhD 

Senior Vice President, Scientific Activities 

 

 

Cc:  Karen Midthun, M.D. Center for Biologics Evaluation and Research 

 Janet Woodcock, M.D. Center for Drug Evaluation and Research 

 


