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Inherent differences between biosimilars may produce dissimilarities in clinical efficacy, safety and immunogenicity. The concept of Quality by Design (QbD) has received a great deal of attention over the last few years. QbD involves: process knowledge, the relationship between the process and product critical quality attributres (CQAs) and the association between CQAs and a products clinical properties. CQAs are known or potential quality attributes of the drug product that may have an impact on patient safety and product efficacy. The CQA identification is based on data collected during in vitro, non-clinical and clinical studies that have been performed with the product or with other similar molecules, as well as information published in the scientific literature. In present study, QbD principals were applied for Aryoseven™ drug product in Aryogen Pharmed Company for determination of some CQAs and Critical Process Parameters (CPPs) affecting Aryoseven in manufacturing process. The first step consists of listing all known quality attributes of the drug product, as well as quality attributes of the molecule that may potentially arise according to the current scientific literature. Risk assessment analysis was then performed to determine the impact of these quality attributes on safety and efficacy. Based on the risk assessment tool used in this study, Gla-domainless aggregation, glycosylation, HCP, oxidation and non-active forms are identified as the main CQAs. In the end, a better knowledge of the product was achieved ensuring the desired product quality. 
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