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Guinea Pigs 596*

*Category E in vivo testing performed on Dockets A-1101, A-1122, and A-1137 at the
Massachusetts Biologic Laboratories (MBL), located at the University of Massachusetts Medical
School - Jamaica Plain Campus, are death as an endpoint assays mandated by the Code of
Federal Regulations. The assays are mandatory and required in order for MBL to maintain
licensure to manufacture and distribute vaccine product. All assays involve the use of
diphtheria toxin.

Protocol # A-1101 NIH Minimum Requirements: Section 3.3, 4" Revision
Protocol # A-1122 NiH Minimum Requirements; Section 1.3, 4™ Revision
Potocol # A-1137 21CFR.211.84



