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United States. Excerpt: . . . 11 their medicines and accurately
identify which parts of the protein are most impor-tant, in
order to ensure optimal product safety and efficacy. One
safety concern with biotechnology medicines - immunogenicity
- occurs when the body does not recognize the protein being
administered, triggering the immune system to produce
antibodies, which are special proteins that bind to the
offending protein in an attempt to neutralize it and clear it
from the body. Depending on the nature of the protein
administered, immunogenicity can cause the medicine to be
ineffectual, or could result in adverse reactions ranging from
mild to life-threat-ening. Because of the potential for
immunogenicity, it is essential for patient safety that scientists
and clinicians are able to properly, accurately, and consistently
meas-ure antibodies that develop in patients against
biotechnology medicines. It has been shown that subtle or even
undetectable changes in the structural properties of a
biotechnology medicine can have an impact on its safety,
efficacy or immunogenicity. Therefore, the laboratory-based...
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