METHOD FOR MANUFACTURI NG A STERI LI ZED AND CALI BRATED Bl OSENSOR- BASED

' MEDI CAL DEVICE  ABSTRACT OF THE DI SCLOSURE A nethod for manufacturing a
sterilized and calibrated biosensor-based nedical device (e.g., an

i ntegrated bi osensor and | ancet nedical device) includes sterilizing a

bi osensor - based nedi cal device that contains a biosensor reagent
conposition (e.g., an analyte specific enzyne and nedi ator bi osensor
reagent conposition). The sterilizing can be acconplished using, for
exanpl e, a ganma radi ati on based technique. Thereafter, the biosensor
reagent conposition of the sterilized biosensor-based nedical device is
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reagent conposition. The padMBYERAGHORTHE DPISELORUREal devices are then

sterilized using a radiation-based sterilization technique, to create a
plurality of sterilized, packaged bi osensor-based nedical devices.
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medi cal - devhfRensor-5h@d fiedical device that contains a biosensor reagent composition (e.g., an
analyte specific enzyme and mediator biosensor reagent composition). The sterilizing
can be accomplished using, for example, a gamma radiation based technique.
Thereafter, the biosensor reagent composition of the sterilized biosensor-based medical
device is calibrated. Another method for manufacturiﬁg a sterilized and calibrated
biosensor-based medical device includes first assembling and packaging a plurality of
biosensor-based medical devices that include a biosensor reagent composition. The
packaged biosensor-based medical devices are then sterilized using a radiation-based
sterilization technique, to create a plurality of sterilized, packaged biosensor-based
medical devices. Thereafter, the sterilized and packaged biosensor-based medical
devices are calibrated. The calibration can be accomplished, for example, using a

statistical sample of the plurality of sterilized, packaged biosensor-based medical devices.
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