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manufacturing building including:
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ACC History

Contract Testing Seikagaku purchases
Company Services ACC, merges with B_eacon ™
founded by established Seikagaku America Diagnostic
Dr. Stanley Lab
Watson First FDA License for Pyrosoft-11 established
all 3 LAL assays Launched, 21 CFR
P11 compliant
software |

1974 1977 1979 1985 1993 1995 1997 2002 2003 2004

; - ACC establishes :
ACC introduces first | Fungitell ™ approled

LAL instrumentation offices in the UK |
and Germany by FDA for IFI defection

ACC is first company
Licensed by FDA for LAL New 80,000sq ft facility NorthStar
completed in Falmouth Bioproducts

Technology Park established




Limulus Amebocyte Lysate

 LAL

e An extract that forms a clot in the
presence of endotoxin




Ocean Environment

Q spirillum

1 billion gram negative bacteria/mL
(seawater sample stained with Acridine
Orange)
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METHOD TRADENAME

®
Pyrotell Multitest

Chromogenic

Gel Clot 5
Pyrotell STV
. . . ®
Turbidimetric Pyrotell -T
®
Pyrochrome

Chromo-LAL
















12



Lipid A
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Optical
density

Threshold OD

Onset time

- 0.5 EU/mlI
g 0.25 EU/m
n 0.125 EU/m

5 0.0625 EU/m

n 0.03125 EU/m

Time




R#® 0.980
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CSE (EU/mL) In LRW CSE (EU/mL) in sample

IS this test valid?
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http://www.fda.gov/CBER/gdIns/lal.pdf
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