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European Directorate for the Quality of Medicines
& HealthCare (EDQM)

Creation of a Working Party that will elaborate a
text on Host cell-derived proteins. The resulting
text will provide recommendations for the
development, validation and usi of in-house or
commercial kits or tést methods for the detection
and quantification of host-cell proteins.

(FHERBRFON EUAN, 2012020160) . |
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Host-call-darived proteins.

Host-cell-derived proteins are detected by
immunochemical methods, using, for example,
polyclonal antisera raised against protein
components of the host-vector system used to
‘manufacture the product, unless otherwise
prescribed. The following types of procedure may be
used: liquid-phase displacement assays (for example,

EUROPEAN PHARMACOPOEIA
General Monographs

process that lacks the specific gene coding for the
product. This host cell is cultured, and proteins are
extracted, using conditions identical to those used for
culture and extraction in the manufacturing process.

Partly purified

of antigens, using some

of the steps in the
progess. may also be used for the ion of
antisera.

iquid-p g
assaye and direct-binding assays using antigens
immohilised on nitrocellulose (or similar)

« N

Quantitative data are obtained by comparison with
dose-response curvee obtained using standard

ple,
Western blots). General requirements for the
validation of immunoassay procedures are given
under 2.7.1. Immunochenical Methods. In addition,
immunoassay methods for host-cell contaminants
meet the following criteria *

— Antigen preparations.

Antisera are raised against a preparation of antigens
derived from the host organism, into which has been
inserted the vector used in the manufacturing

of | ived protein antigens. Since
these preparations are mixtures of poorly defined
proteins, a standard preparation is prepared and
calibrated by a suitable protein determination
method. This preparation is stored in a stable state
cuitable for use over an extended period of time.
— Antisers.
Antisera contain high-avidity antibodies recognising
a5 many different proteins in the antigen mixture as
possible, and de not cross-react with the produet.
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Jaber A et al. J Pharm Biomed Anal 43(4) 1256-1261 (2007)
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488 Current IFN formulation 24.4% New formulation 13.3%
48FIZHEH SHLBHHH(>1000 NU/mL)

Current IFN formulation 19.5% New formulation 11.1%
Giovannoni G et al. Clin Ther 29 (6) 1128-45 (2007)

Different IFN-B products
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Experimental Design for Assessing the Potential innate
immune Response using an /n Vitro PBMC Assay
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Vibha Jawa Protein Aggregation and Stability part of the Eight Annual PEGS Summit

Aggregation of mAbs Enhances the
Secretion of T-ceil Effector Cytokines
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T-ce8 cytokine analysis
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nhanced HLA-DR and CD B0 expression on monocyfes
ollowing challenge with aggregated MADb1

Aggregated mAb1

Monomeric mAb1

A

Vibha Jawa Protein Aggregation and Stability part of the Eight Annual PEGS Summit

Anti-drug Antibody Serum Titration to mAb1
aggregates {Serum Titer, Post/Pre)
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Vibha Jawa Protein Aggregation and Stability part of the Eight Annual PEGS Summit
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Guidance for Industry: Clinical Considerations Guideline on potency testing of cell based immunotherapy
for Therapeutic Cancer Vaccines (FDA, 2011) medicinal products for the treatment of cancer (EMA, 2007)
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