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Directions for Use 
 

maxill u•test self-contained biological indicators (SCBI)  
 

1. maxill u·test self-contained biological indicators (SCBI) 
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Application 
 
The maxill u·test self-contained biological indicators (SCBI) are used for validation and 
routine monitoring of steam sterilization. After sterilization the SCBIs can be incubated by 
the user without using an external microbiological laboratory. 
 

The maxill u·test SCBIs can be used for routine monitoring inside a package, container 
or inside a Process Challenge Device without losing sensitivity. They have been designed 
with a minimal internal volume.  
 
Product description 
 
The maxill u·test SCBI is designed using a plastic vial with a small internal volume 
containing a biological indicator spore plate and a glass ampoule with a growth medium and 
pH-indicator inside. For steam-process, filter paper is used as a carrier and as a barrier 
below the cap. 
 

The labels of all SCBIs for steam sterilization processes contain a type 1 chemical indicator 
according to EN ISO 11140:2014 to check if the SCBI has undergone a sterilization process. 
The self-adhesive label may be detached from the SCBI and adhered on a documentation 
sheet. 
 

Additionally the u·test BI PLUS SCBI contains a type 5 chemical indicator that can be 
instantly evaluated at the end of the sterilization process. 
 
Performance characteristics 
 
Self-contained biological indicators: 
 

All maxill u·test biological indicators comply with the standard EN ISO 11138:2017.  
 

The incubation time of maxill u·test SCBIs is 24 hours. 
 

The maxill u·test SCBIs meet the performance characteristics published in the current 
United States Pharmacopeia (USP) and European Pharmacopeia (EP).  
 

The u·test BI PLUS also contains a type 5 chemical indicator according to EN ISO 
11140:2014. The indicator enables the user to interpret the chemical result immediately at 
the end of the process. 
 
Handling Information for maxill u·test SCBIs being used individually for routine 
monitoring 
 
1. Place the test vials in the most difficult location (e. g. packs or containers) and run the 

sterilization process.  

2. After sterilization remove the vials from the package and cool them down for 15 
minutes at room temperature.  

3. Observe the chemical indicator strip. Colour change indicates the ampoule has be 
processed in a sterilizer but sterility is not for certain. If the chemical indicator on the 
ampoule has not changed colour, either the ampoule was exchanged by accident or 
the sterilizer had a failure. To ensure sterilization has occurred, the ampoule must be 
activated and incubated. 

4. For u·test BI PLUS check the chemical type 5 indicator inside of the vial: 

� If all three bars have turned black the sterilization process has been successful. 
 
 
 

� If the bars remain yellow or brown and have not turned to black completely, it 
indicates a potential failure of the sterilization process. 

5. Let the SCBI cool down. Activate the self-contained biological indicators with the crusher 
in the incubator by inserting the ampoule and pushing it in a sideways direction until the 

interior glass ampoule is broken. Do not crush the glass ampoule until the vial is at room 
temperature. Hot glass ampoules may burst the plastic vial.  
 

6. Additionally mark, activate and incubate a non sterilized ampoule (positive control).  

7. After activation incubate the vials together   with the non-sterilized SCBI with the cap 
upwards at a temperature of 55ºC-60ºC. 

8. Observation of growth: 
If no colour change occurs in the sterilized SCBI the sterilization process has been 
successful. Any change in colour of the vials coming out from the sterilizer is indicative 
for living organisms demonstrating non-successful sterilization processes. A longer 
incubation time does not increase the probability of sterility. If the vials are incubated 
longer than mentioned above the liquid could dry out. However the colour of the 
remaining crystals is still observable. It is advised to incubate the ampoules no more 
than 5 days and storage for documentation purposes is not needed.  

9. For u-test BI PLUS 

The black colour of the type 5 indicator inside the SCBI may get a slightly less contrast 
after incubation. This does not change the result shown directly after sterilization.  
It may be possible that the type 5 chemical indicator (CI) inside the vial shows a fail, 
but after incubation the biological indicator (BI) shows a pass. This may happen, 
because the CI is more critical in detecting non-condensable gasses inside the vial 
than the BI. Depending on the load configuration, solid loads can be released without 
risks, but hollow devices bear a risk if the air removal inside is not sufficient and they 
are non-sterile inside the lumens. 

10. The previously marked positive control shall change colour demonstrating growth after 
one day incubation time. If this test does not show colour change, the incubator has 
not been switched on or the whole test has to be repeated with a new biological 
indicator batch.  

11. Keep records of the results. Include time, date and batch number of the sterilization 
cycle, time and date of the incubation start and incubation duration with a result. 
Include a name and signature of the person responsible.  

12. If any of the sterilized test vials show color change the sterilization process was not 
successful, check the sterilizer for malfunctions. 
 

Storage and Disposal 
 

1. For longer periods store all maxill u·test SCBIs in the original package between 
5°C - 30°C.  

2. The vapour of chemicals especially hydrogen peroxide may change the chemical 
indicator on the label before or after sterilization. Therefore do not store them together 
with other chemicals. 

3. The indicators should not be used after expiry date. Sterilized vials may be disposed 
with normal waste.  

Safety Precautions 
 

1. Do not crush the glass ampoules until the vial is at room temperature! Hot glass 
ampoules may burst the plastic vial. 

2. SCBI must not be used in dry heat sterilization processes. Glass ampoules and plastic 
vial may explode or melt.  

3. In small sterilizers steam is generated inside the sterilization chamber. The walls and 
the bottom may heat up above 180°C if there is not enough water inside. Therefore the 
test device should not be placed at the bottom or close to the walls in those sterilizers 
to prevent melting of the outside plastic case or plastic vial.  

For further technical details please contact maxill.
  

STEAM 


