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The Challenge

Create a platform capable of manufacturing at least 3 million doses
of mADb or sub -unit vaccine within 3 months of receiving cDNA

DARPA

Phase I
DTRA 12 months

V = 1dose/ (L *wks)
mAB = 0.025 doses/(L * wks)

Phase II

15 months

V z 10 dose/ (L * wks)
mAB = 0.25 doses/(L * wks)

Phase III

15 months

V = 100 dose/ (L * wks)
MAB = 2.5 doses/(L* wks)

Manufacturing Rate
(V= 40mcg;
mAB= 400mg)

Scale Up Demonstrate pathway to scale up| 30L* in 12 wks 3 * 10° doses in 12 wks
Manufacture Costs are
Demonstrate path to Phase Il Demonstrate path to Phase Il Vaccine < $1/dose
Cost Cost Goals Cost Goals mAB < $10/dose
Biochemistry mAB Vaccine mAB Vaccine AR Vaccine
Solubility >90% | >90% >05% >95% >98% >98%
Fragment <10% <10% <1% <1% <.1% <.1%
Folding >02%, >02%, >95% >95% >99 9% >99.9%

Manufacture 3x10° doses
Manufacture drug against against 2ND DARPA-
DARPA-designated unknown | designated unknown agent
agent in 3 months in 3 months

Live Fire Test
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Xcellerex
—

Team lead

High -throughput process dev.

XDR single -use bioreactors
FlexFactory © mfg. platform

5 deltaDOT

Label -free protein detection
Peregrine E time resolved
CGE/CZE

The Team

| Dowpharma \

Pfenex E expression system
High -throughput process dev.

blopharm

Program management
Cost modeling
Process simulation
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Manufacturing
Technology Platform
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Automotive Manufacturing Revolution
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Telecommunications Revolution
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