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The OECD Guidelines for the Testing of Chemicals are a unique tool for assessing the potential effects 
of chemicals on human health and the environment. Accepted internationally as standard methods 
for safety testing, the Guidelines are used by professionals in industry, academia and government 
involved in the testing and assessment of chemicals (industrial chemicals, pesticides, personal care 
products, etc.). 
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https://www.oecd-ilibrary.org/environment/oecd-guidelines-for-the-testing-of-chemicals_72d77764-en
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OECD Guidelines – Inhalation Toxicity
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OECD Guidelines – Inhalation Toxicity
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OECD – 403 Acute Inhalation Toxicity

• PRINCIPLE OF THE TEST

• DESCRIPTION OF THE METHOD

• EXPOSURE CONDITIONS

• MONITORING OF EXPOSURE CONDITIONS

to obtain sufficient information on the acute toxicity 
of a test article to enable its classification and to provide 
lethality data (e.g. LC 50,  LC 01  and slope) 

o Selection of animal species
o Preparation of animals
o Animal husbandry
o Inhalation chambers

o Administration of concentrations
o Particle-size distribution
o Test article preparation in a vehicle
o Control animals

o Chamber airflow
o Chamber temperature and relative humidity
o Test article: Nominal concentration
o Test article: Actual concentration
o Test article: Particle size distribution  
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Inhalation System Overview
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Inhalation System Generators

Compressed
Air

Generator

Exposure Unit

O2 / CO2

Temp / Hum
Pressure

Exhaust

Analysis

Flow regualtion

Flow regualtion

Flow
regualtion

Flow
regualtion

Ultrasonic Aerosol Generator6 Jet Collision Nebulizer MDI Activating System

Aerosol Nozzle

Dust Generator acc. to Budiman
Dust Generator acc. to Bundschuh
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Inhalation System Exposure Units
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Inhalation System Exposure Units
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Inhalation System Regulating/Monitoring
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Inhalation System Concentration (Analysis)
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Inhalation System Additional Components
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OECD – 403 Acute Inhalation Toxicity

• PROCEDURE

• OBSERVATIONS

• DATA AND REPORTING

o Traditional Protocol
o Concentration Time Protocol 

o Body weights
o Pathology

o Data
o Test report
o Test animals and husbandry
o Test article
o Vehicle
o Inhalation chamber
o Exposure data
o Test conditions
o Results
o Discussion and interpretation of results
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Inhalation System Software
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GLP is a quality regulation, which looks at the 
big picture. The organisational process and the 
conditions under which non-clinical studies are 
planned, performed, monitored, recorded, 
archived and reported.

Good Laboratory Practice GLP 
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Good Laboratory Practice GLP

IQ OQ PQ PQ
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Inhalation Software GLP Version (DACO GLP)

• User Manager

• Security requirements

• Rights per user

• Audit Trail

• System Changes

• User Manipulation

• Security Information

• Date and time stamped

• Locked data files

• Fraud resistant

• Electronic Signature

• User (identification)

• User responsibility

• Warning windows
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GLP Documentation

Installation Qualification verifies than an instrument or unit of equipment being 
qualified (as well as its sub-systems and any ancillary systems) have been installed and 
configured according to the manufacturer’s specifications or installation checklist.

IQ

Operational Qualification is there to determine that equipment performance is 
consistent with the user requirement specification within the manufacturer-
specified operating ranges.

Performance Qualification In this phase, the qualification and validation team 
verifies and documents that the equipment is working with reproducible results 
within a specific working range in simulated real-world conditions.

OQ

PQ
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GLP Documentation

PQ

IQ

OQ



© TSE Systems 2020. All rights reserved.22

OECD guidelines and GLP compliance…

…inhalation toxicological study system
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Thank You!

Questions/ Comments?

Valentin Makarov


