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Introduction 
This document outlines the proposals put forth by EuropaBio members with regard to small yet 

meaningful changes to the Summary of Product Characteristics (SmPC) of biosimilars, which we 

consider would result in an enhanced level of transparency in the label.  

 

EuropaBio advocates that the SmPC of a biosimilar product should contain information and data 

to facilitate greater transparency to physicians and patients; our position has been recognised 

in various publications and published on our websitei. Over the last few years, EuropaBio and its 

members have taken the opportunity to engage with stakeholders in various forums such as 

conferencesii, biosimilar labelling workshopsiii and publications of surveysiv,v. EuropaBio recognises 

that stakeholders would like to understand the nature of the entire data package that has been 

generated as a basis for approval of Biosimilars. These constructive discussions have allowed 

EuropaBio to reflect on the changes most pertinent to biosimilar labels and to review the 2012 

QRD General Principlesvi regarding the SmPC information for a generic/hybrid/biosimilar product.  

 

In line with this background, we believe that the minor changes to the SmPC proposed in this 

document will help improve transparency for physicians and patients whilst remaining true to the 

QRD principles, i.e.: 

 

“[…] the SmPC content for a hybrid or biosimilar medicinal product has to be consistent with 

the reference medicinal product for the common information applicable to the hybrid or 

biosimilar product. In other words, the information from the reference medicinal product’s 

SmPC that applies to the hybrid or biosimilar should be included in the SmPC of the hybrid or 

biosimilar. 

 

The applicant should discuss and justify any differences of the proposed SmPC vis-à-vis the 

SmPC of the reference medicinal product.”vii 

 

A review of biosimilar SmPCs, since the first approval in 2006, highlights how they have evolved 

to become closer to SmPCs used for chemical, small molecule generic drugsviii.  However, it is 

unclear why this evolution occurred, and it remains to be seen that such an outcome was not 

the result of inclusive stakeholder discussions.   

 

With this in mind, EuropaBio urges that European and National Competent Authorities continue 

to engage with all stakeholders to ensure the information and data included in a biosimilar SmPC 

is appropriate to provide clarity for physicians when prescribing and utilising biosimilar products. 

Additionally, it remains important that any additional information or data included in the SmPC is 

still aligned with the principles of QRD template. The minor changes to the SmPC, recommended 

by EuropaBio in this document, are based on outcomes of stakeholder discussions and various 



 

 

physician, patient and pharmacist surveys, and seek to articulate the issues raised by all these 

stakeholders. 

Recommendation 1 – add statement with definition of biosimilarity 
Similar to the statement around the black triangleix, we recommend that there should be a short 

statement about the biosimilar paradigm, i.e. that the product is approved based on 

comparative quality, non-clinical and clinical data and shown to be highly similar to its reference.   

 

Justification: The biosimilar paradigm has posed challenges for many physicians and patients, 

particularly with respect to the data needed for approval. This statement would help foster 

greater understanding with physicians and patients as well as providing transparency. The 

inclusion of a biosimilar statement was also a key outcome from the joint EuropaBio – EBE 

biosimilar labelling workshop held on 02 February 2016, which the EMA attended as observersx. 

Recommendation 2 – add direct link to EPAR next to the biosimilarity statement 
Within the statement of biosimilarity (currently found in section 5.1 of the SmPC) we recommend 

that there is a link to the product EPAR/specific EPAR section (i.e. Assessment history) rather than 

the existing reference to the general EMA website. Additionally, it is important that it is made 

clear that information on the development of the specific biosimilar can be found in the EPAR. 

 

Justification: The current link to the EMA website is non-specific. Prescribers and pharmacists 

require direct access to specific product data for decision making purposes. A direct link to the 

biosimilar EPAR/specific EPAR section would also allow healthcare professionals to easily 

compare the data generated during the biosimilarity exercise with the information in the SmPC, 

which may be reflective of data generated with the reference product.  

Recommendation 3 – move biosimilarity statement to the top of the SmPC 
The current statement ‘[Product name] is a biosimilar medicinal product’ is found in section 5.1 

of the SmPC. We recommend to move this expanded statement (see Recommendation 1) to 

the very beginning of the biosimilar SmPC to foster greater understanding with physicians and 

patients and improve transparency. 

 

Justification: The EU physician survey demonstrated that SmPC section 5.1 is not routinely 

reviewed by prescribers, compared to other sections (section 4 “Clinical particulars”xi) which 

are more commonly consulted when making prescribing decisions. It would therefore be 

prudent to include this statement at the beginning of the SmPC. 
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