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CHAPTER 7 : Implementation of Microbiological Control 

Introduction 

The implementation of microbiological control is an essential step in many industrial and 

health-related sectors in order to ensure the quality, safety, and regulatory compliance of 

products, processes, and environments. This chapter presents the different types of 

microbiological controls carried out throughout the production chain, taking into account the 

specific requirements of the food, pharmaceutical, cosmetic, and environmental industries. 

The objective is to provide students with a comprehensive, applied, and structured 

understanding of microbiological control, from raw materials to finished products. 

1. Implementation of Microbiological Control 

1.1. Control of Raw Materials 

Microbiological control of raw materials aims to detect the presence of contaminants that may 

compromise the quality of the final product or disrupt the manufacturing process. 

Main objectives : 

• Prevent the introduction of pathogenic or undesirable microorganisms 

• Ensure compliance of raw materials with sanitary standards 

Sectoral applications : 

• Food industry: detection of pathogenic or spoilage microorganisms such as 

Salmonella spp., Clostridium spp., yeasts, and molds. 

• Pharmaceutical industry: microbiological control and, when required, sterility 

testing of critical raw materials (purified water, excipients). 
• Cosmetic industry: verification of the absence of contaminants that may affect 

product stability and consumer safety. 

In addition to microbiological analyses, certain physicochemical parameters (pH, water 

activity, temperature) are frequently measured, as they directly influence microbial growth. 

1.2. Control of Cultures and Starters 

In biotechnological and fermentation processes, microbial cultures and starter cultures play a 

central role. Their control ensures purity, stability, and technological performance. 

Types of starter cultures : 

• Starters containing Saccharomyces cerevisiae : used in baking and brewing; 

monitored for the presence of wild yeasts or undesirable lactic acid bacteria. 

• Bacterial starters : used in yogurt and cheese production ; control aims in particular 

to prevent contamination by bacteriophages. 
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• Mixed starters : association of natural starter cultures (rich in lactic acid bacteria and 

wild yeasts) with commercial baker’s yeast (S. cerevisiae). Monitoring focuses on 

maintaining microbiological balance between populations. 

These controls are generally performed using selective culture media and microbial 

enumeration methods. 

1.3. Control During Manufacturing (In-Process Control) 

Microbiological control during manufacturing ensures that production conditions remain 

under control and compliant with sanitary requirements. 

Objectives : 

• Early detection of contamination 

• Verification of critical process parameters 

According to the sector : 

• Food industry : 

o Monitoring of critical parameters such as temperature, pH, and acidity. 

o Enumeration of pathogenic microorganisms such as Listeria monocytogenes or 

Salmonella spp. 

• Pharmaceutical industry : 

o Sterility control during the manufacture of injectable or biological products 

(vaccines, monoclonal antibodies, gene therapy products). 

o Detection of bacterial endotoxins (Gram-negative bacteria), which is essential 

to ensure the safety of parenteral products. 

• Cosmetic industry : 

o Microbiological monitoring of production equipment, particularly mixers and 

pipelines. 

Pipelines are conduits used to transport liquids or gases and may serve as sites for biofilm 

formation. Biofilms are defined as microbial communities adhering to a surface and represent 

a major source of cross-contamination. 

The techniques employed include microscopy, microbial enumeration, and conventional 

culture-based methods. 

1.4. Control of Cleaning and Disinfection 

The control of cleaning and disinfection effectiveness is essential to prevent cross-

contamination and to maintain a controlled production environment. 

Commonly used methods: 

• Accessible surfaces : contact plates or agar slides. 

• Complex or hard-to-reach surfaces : swabbing of valves, taps, and joints. 

• Ambient air : exposure of Petri dishes for a defined period (10–15 minutes). 
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Interpretation of the results allows evaluation of the effectiveness of cleaning protocols and 

the implementation of corrective actions when necessary. 

1.5. Control of Finished Products 

Microbiological control of finished products validates the entire manufacturing process prior 

to market release. 

a. Hygienic quality 

• Detection of pathogenic microorganisms: 

o Salmonella spp. 

o Listeria monocytogenes 

o Escherichia coli 

• Enumeration of yeasts and molds in perishable products. 

• Determination of Total Aerobic Mesophilic Flora (TAMF) to assess the overall 

microbial load. 

b. Commercial quality 

• Verification of the absence of contaminants that may affect organoleptic properties or 

shelf life. 

• Analysis of parameters influencing microbiological stability: 

o water activity (aw) 

o pH 

Rapid tests may be used for initial screening, followed by more detailed analyses in the case 

of non-compliance. 

2. Characterization and Evolution of Microbiological Analysis 

2.1. Regulatory Criteria and Standardization 

a. Definition of a microbiological criterion 

A microbiological criterion is a reference used to assess the acceptability of a product or 

environment based on the presence, absence, or quantity of microorganisms and/or their 

toxins. 

These criteria are established by standards and reference documents such as ISO standards, 

pharmacopoeias, AFNOR standards, and the Codex Alimentarius. 

b. Importance of microbiological criteria 

Microbiological criteria are essential to: 

• Ensure product safety 

• Maintain microbiological quality 

• Identify hygiene failures 
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• Monitor and control production processes 

c. Characteristics of a microbiological criterion 

A microbiological criterion specifies: 

• The type of product or environment concerned 

• The number of samples to be analyzed 

• The maximum acceptable microbial load 

• The quantity of sample analyzed (1 g, 10 g, 25 g, etc.) 

• Limit values (m and M) 

• Recommended analytical methods 

d. Two-class and three-class sampling plans 

• Two-class plan : 

o Result ≤ m : compliant product 

o Result > m : non-compliant product 

• Three-class plan : 

o Result ≤ m : compliant product 

o Result between m and M : acceptable product with marginal quality 

o Result ≥ M : non-compliant product 

Two-class plans are generally applied to high-risk products, whereas three-class plans provide 

greater flexibility for consumer products. 

Conclusion 

The implementation of microbiological control is a key component of quality assurance in the 

fields of biotechnology and health. It ensures product safety, process control, and compliance 

with regulatory requirements. 

Understanding the different stages of microbiological control, the methods used, and the 

interpretation of results is essential for training professionals capable of preventing 

microbiological risks and contributing effectively to the protection of public health. 
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