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Nomination of a test method to ICCVAM

Dear Dr. Stokes,

The Monocyte-Activation Test comprises methods to detect pyrogen contaminations in
pharmaceutical products, medical devices, and other samples. The test bears the chance to fully
replace the Rabbit Pyrogen Test and for that purpose has been incorporated in the European
Pharmacopoeia in 2010. In the recent Test Method Evaluation Report (NIH Publication Number 08-
6392) the ICCVAM concluded that the presented validation database was inadequate for such a
definitive statement. The report, however, also stated that the methods could be applicable for the
detection of a wider range of endotoxin and non-endotoxin pyrogens and test materials, provided
that they are adequately validated for such uses. We nominate the Monocyte-Activation Test with
cryo-preserved human blood to ICCVAM for the additional evaluation studies based on the protocols
proposed by the ICCVAM. Please find the details for the nomination in the attached document.

Sincerely yours

Biotest AG
ppa. ppa. ]
) o
sl 7 Is/
Z Dr. Bodo Holtkamp  / Petef Unglaube
Senior Director Molecular Biology Vice President Production and R&D
Blotest AG Board of Management: Bank Accounts:
Landstelnerstr, 5 Prof, Dr, med, Gregor Schulz (Chairman) Commerzbank, Dreieich Acc, No. 412 000 2
D-83303 Dreleich, Germany Dr. Michael Ramroth IBAN DE42 5004 0000 0412 0002 00 BIC COBADEFFXXX
Phone +49 (0) 6103 801-0 Chalrman of the Supevisory Board: Deutsche Bank, Frankfurt/M. Acc. No. 915 033 04
Telefax +49 (0) 6103 801-150 Dr. Thorlef Spickschen IBAN DE96 5007 0010 0091 5033 04 BIC DEUTDEFF

HypoVereinsbank, Frankfurt/M. Acc. No.367 945 427
Commercial Reglster: IBAN DEO5 5032 0191 0367 9454 27  BIC HYVEDEMM430
Offenbach/Main HRB 42396 VAT-Ref. No. DE 114 127 423


mailto:bodo_holtkamp@biotest.de



