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Surface monitoring 
using ChemSwab 

Air Monitoring using 
Coriolis®µ 

Bioburden in raw 
materials and 
intermediates 

Menu 
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ChemSwab’s properties 

ScanRDI analysis 

Surface 
monitoring 

using 
ChemSwab 
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Quantitative rapid surface monitoring using ChemSwabs 

(Flocked Fiber swabs) and ScanRDI rapid method 

ChemSwab’s properties 

+ 

SWAB RECOVERY CAPACITY 

 Recovery from flocked swabs in terms of bacterial 
cfu in upto 3 TIMES GREATER than traditional swabs, 
either following direct plating or eluting the analyte 
(60% versus 20%). 

SWAB RELEASE CAPACITY 

 Flocked swabs release in terms of bacterial cfu in 
upto 4 TIMES GREATER than traditional swabs, either 
following direct plating or vortexing procedures (90% 
versus 20%). 

Nylon Flocked Swab 

Classical Swab 

Ref: GSK Article in PDA Journal  
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Scan RDI analysis 

Surface sampling 

ChemSwab + ChemSwab SRK 

Moist the ChemSwab into the 
ChemSwab SRK solution 

 

 

Transfer the ChemSwab into the 
ChemSwab SRK tube – perform 10 turn 

Prelabeling 

30°C – 2h 

Labeling 

40°C – 30 min 
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The Coriolis®µ 
Air Monitoring 

using 
Coriolis®µ 
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Portable air sampler for bio-aerosol collection 

Solution for airborne microorganisms collection in areas where low level of particles is 
required such as clean rooms 

 

Parameters can be easily set up  
- Collection time ranges from 1 min to 2 h  

- Air flow rates up to 300L/min 

- 10min to get up to 3m3 - <4 min to collect 1 m3 

Single use cones, provided sterile, guarantee no cross contamination 

 

Results in few hours combining Coriolis®µ with ScanRDI 

The Coriolis®µ 

+ 
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Operating principle of the technology 

Particles concentrated in 
the liquid 

 

Before collection During collection After collection 

Cone ready to use with the 
adapted collection liquid 

1. Vortex beginning 

Air and particles come into 
the cone forming the vortex 

2. During the vortex 

Aspirated particles are 
centrifuged  

with the liquid on the cone’s 
inner surface 

 

Air 

Collection liquid 

Particles 

Micro-organisms 
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Moving microbial controls from Product to Process 

Pharmaceutical products already tested 

Process Analytical Technology concept : PAT  

Recent Case of implementation for PAT  

Use of the ScanRDI in pharmaceutical industries 

Bioburden in 
raw materials 

and 
intermediates 
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Microbial quality of incoming raw materials 

Bioburden on bulk solutions 

Fast analysis of bulk products before filling 

Fast turnover of production tanks 

Fast detection & localisation of contamination 

Moving microbial controls from Product to Process 
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Analgesics 

Antibiotics 

Contact lens washing solutions 

Detergents and cleaning products  

Antiseptic solution 

Heparin 

Nasal solutions 

Peritoneal dialysis solution 

Sugar solutions 

Vitamins 

Pharmaceutical products already tested 
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Process Analytical Technology concept : PAT (1/2) 

 

 

 

Implementation of PAT Concept (Process Analytical Technology) 

PAT Goals : 

 Better Control of Process 

 Improve Quality of end products 

 Real time end product release (no need for end product testing) 

 Save money in production 

 

Real Time In Process Microbiological Control 

 

Better Sensitivity with Rapid Micro Methods (RMM) 

 

How useful is microbiological testing of end product ? 

 Lot : 0.1% defectives  10 samples analyzed : Probability of detection ~ 1% 

 Lot : 20% defectives  10 samples  analyzed : Probability of detection ~ 35% 

 

Presentation G. Dalmaso - Verona 2007 
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Process Analytical Technology concept : PAT (2/2) 

Improving sampling sensitivity 

 Air and gases 

 Surfaces and personnel 

 

Implementation of Rapid Micro Technology 

 Selecting the suitable for the purpose 

 Defining and appropriate strategy 

 

Moving microbial controls from Product to Process 

 Microbial quality of incoming materials : Raw material testing and  In-process Bioburden 

 Environmental monitoring : Air and surface monitoring 

 Water for pharmaceutical use 

 

Presentation G. Dalmaso - Verona 2007 
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Recent Case of implementation for PAT (1/2)   

Non sterile nasal product 

 

Deployment of environmental monitoring, intermediates and waters data for Real Time 
Release (RTR) of drug products manufactured under conventional aseptic process 

 

6 critical points from risk analysis 

 

Presentation G. Dalmaso - Verona 2007 
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Process Water  Scan RDI® – 90 min 

Bulk product  Scan RDI® – 3h 

Surface Scan RDI®  – 3h 

Air  Others RMM – 24h 

Filled Vials  Scan RDI® – 3h 

 

 

This manufacturing site receives FDA inspection and formal approval in July 08 to use Scan 

RDI® system as a part of a rapid microbiological in-process monitoring of a non sterile 

product eliminating the need for end product microbial testing prior to release. 

 

Recent Case of implementation for PAT (2/2) 

Presentation G. Dalmaso - Verona 2007 
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Companies which had an approval for the use of  the Scan RDI® in routine:  

 - GSK  PAT concept Nasal Spray Bioburden & Swab 

 - GSK  Process water 

 - AstraZeneca Process water 

 -… 

 

Companies which are using the Scan RDI® for water testing : 49 customers 

  

Use of the ScanRDI in pharmaceutical industries 
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Rapid detection of incidents 
Immediate response to contamination incidents 

Rapid confirmation of corrective action effectiveness 
 
 Decrease inventory holding and warehouse costs 
 Decrease product losses 
 Minimise production disruption 
 Increase production flexibility 

 Increase profitability 

General conclusion 


