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Contexte: In our unit, sterile preparations (e.g. parenteral nutrition bags) are performed in class C installations within horizontal laminar flow hood (class A)
In those installations, microbiological samples taken during the process have revealed the presence of environmental contaminants (Bacillus sp., micrococcus sp., and moistures)
Objectif : to reduce the frequencie of contaminations by improving materials flows used for sterile preparations

Improving flows to limit particulate contaminants in sterile preparation areas

Stocks inventory:
▪ RM > 2 400 units
▪ Immobilization > 4 months
▪ SMD and consumables > 5 000 units

State of practices:

Analysis of storage of 
consumables, raw 
materials (RM) and sterile 
medical devices (SMD) in 
class C

Dynamic:
Observation of the flows in class C: 
materials and operators
➔ « Spaghetti » diagram on two
parenteral nutrition process
 Automaton Supplementation

Synthesis of the results and proposal 
for storage improvements in 
cooperation with the team
Changes of practice
Staff training
Revision of quality documents

Evaluation of the impact of the 
changes
- on the flows 
- on environmental contamination
- For the operators (satisfaction)M
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Movements of manipulator’s helpers

▪ No ↗ of room 
exits

▪ ↘ crossings of 
agents

▪ Crossings of 
agents

▪ Non used stocks
▪ Movements +++

Discussion – Conclusion : USP2 and PIC/S3 recommend a minimum of stocks, to avoid contamination and to facilitate cleaning and disinfection.  
This work has led to a reduction in nearby stocks and improved microbiological sampling. The involvement of the operators is a key factor in the success of this project. It is part of a global approach to controlling 
contaminants in our unit and will continue with the evaluation of practices under class A equipements.

▪ No changes in the frequencies of 
contaminations of hand agars plates

▪ ↘ of the frequencies of contaminations of 
class A and C sedimentations

▪ ↘ of the number of CFU on all sampling 
points
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Revision of the flows and circulation of the RM 
• Setting up of a replenishment trolleys
• Elaboration of staffing: 

o by type of activity
o by storage location

• Intelligent picking

1.« Pharmaceutical Compounding—Sterile Preparations » - United states pharmacopeia chapitre 797 - 01/09/2021

➔ Huge reduction of stocks in class C:  
No RM and - 90 % of SMD stocks

2. Guide to good practices for the preparation of medicinal products in healthcare establishments » - PIC/S – 01/03/2014

Positive prelevements frequencies


