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INTRODUCTION CASE STUDY A: FOREIGN BODY in DAY 11 N-STAGE

Bruker MALDI-TOF (Matrix-Assisted Laser Desorption lonization-Time of Flight) mass spectrometry
paired with the Axcess Organism Database from Accugenix and Charles River.

CASE STUDY B: BIOREACTOR CONTAMINATION

Microbial identification is a critical component for a facility’'s contamination control strategy and
contamination response. Knowing your contaminant genus and species allows a contamination
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For Case B, the organism was robust and grew into a healthy lawn in less than 24 hours. Restreaking
In each of these cases, immediate response and action was critical. In Case A, the organism was a for isolation was required to guarantee a valid results on MALDI. Results were available to the
\Q(; Yelelelelelelolele) filamentous fungi and required both restreaking and waiting for the primary work week to ship Deviation investigation team within three days, allowing the team to bring in an appropriate
:O@OO00000000O0 (a Monday). With the shortest requested turnaround, due to the timing of the contamination contractor to remediate the stainless-steel bioreactor and have it ready for the next scheduled batch
28 8 8 8 8 8 8 8 8 8 8 8 event, identification results took 6 days from the time the contamination event was noticed. of product.
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...HOW QU ICKLY CAN YOU RESPON D? The graph to the right establishes time from the sample being generated to known identification - .
being reported. From 2018 through mid 2022, all microbial identification was shipped to . . .
Microorganisms won't always cooperate on a timeline necessary in biologics manufacturing. When immediately compared to the microbial database, Axcess, and a report is generated within seconds, Accugenix. From 2022 onward, turnaround time clusters closer toward the 10 day mark. . :
shipping organisms out to a contract laboratory for identification, small delays in growth can add up providing immediate feedback and results. . . , o . o . . . i
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PROCESS FLOW CHART BEFORE AND AFTER
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QUALITY and PATIENT SAFETY RISK

Root cause analysis (RCA) is more
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OVERALL PROCESS PRODUCTIVITY

Process Specific Monitoring: From Final Fill to Identification

eBefore MALDLTOE  Prior to completed onboarding of the
e MALDI, the average time from the date of
final fill to organism identification was 28
days. Subtracting incubation time, the
average was 19 days, and almost three
weeks before investigation could input
organism ID into root cause analysis.

@ After MALDI-TOF

CONCLUSIONS

Implementation of a Bruker MALDI-TOF microbial identification system paired with Accugenix Axcess
data base improved turnaround times for situations where microbial identification gated forward
progress. Deviation closure was no longer delayed, waiting for identity, and removed |ID as a gating
item to lot disposition.

Agility improved when responding to high criticality contaminations in both upstream and
downstream processes. System remediation could be initiated and completed prior to the next in-
flight batch, preventing batch loss. Per sample cost is decreased when testing internally compared to

i ' successful the closer to the deviating event. * . : :
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