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Operational Benefits of In-sourcing Microbiology Laboratory Testing
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ABOUT ME

From West Central MN
Minnesota State University 

Mankato - BS Biology
3M Corporate Laboratories

Medtronic 9 year old son
Activities: biking, camping, 

skiing, etc.
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EXPLANATION OF 
TESTING
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PRODUCT TESTING

Monitoring

Product 
Release or 
Changes

Supporting 
Operations

Sterilization 
Validation

Sterility (Dose 
Audit or PCD)

Bioburden 
(Monitoring or 

Validation)

Bacterial 
Endotoxin 
(Release or 

Alternative to 
Batch)
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OTHER TYPES

Biological Indicators
ÁProduct release

Environmental Monitoring
ÁDemonstrate environmental control
ÁAssessing changes
ÁTypes
ÁSurface Viable
ÁAir Viable
ÁAir Particulate
ÁWater/alcohol
ÁCompressed air

Microbial Identification
ÁStaining
ÁBiochemical
ÁGenetic/ protein analysis
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http://www.symbiosisonlinepublishing.com/microbiology-infectiousdiseases/archive.php
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CHALLENGES
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RESOURCES

Qualifications take time

Redirect current 
employees vs hiring 
additional

Keep dedicated vs 
supporting operations

Regulatory

Personnel

Test type dictates facility 
needs:

Sterility suite vs 
workbench

Utilities:

DI Water, Compressed air, 
Steam, Natural Gas

Space
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DOCUMENTATION

ÁPaper
ÁSimpler setup
ÁCan be messy
ÁLong term 

ÁElectronic
ÁLab Information Management 
System (LIMS)
ÁExpensive
ÁComplicated setup/validate
ÁEasier to maintain records
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http://www.eoi.es/blogs/gestionhospitalaria/2015/11/22/modulo-2-politicas-de-salud-en-los-sistemas-sanitarios-modernos/
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COMPLIANCE

Increases 
scrutiny 
from 
auditors

Requires 
continual 
work and 
maintenance 

Better 
prepared for 
inspections

This Photoby Unknown Author is licensed under CC BY-SA-NC

Do you need ISO 17025 Certification?

http://betterecm.wordpress.com/2006/12/08/ecma-international-approves-office-open-xml-as-worldwide-industry-standard
https://creativecommons.org/licenses/by-nc-sa/3.0/
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KNOWLEDGE
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Inter-Company

External Training

Vendors

ÁCan be highly technical
ÁHard to be an expert in everything
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