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1. Scope

This SOP describes the optimal operation of an inspissator through regular servicing and preventive maintenance. The SOP must be adapted for different types of inspissator types according to the manufacturer's instructions.
2. Definitions and abbreviations

°C:
degrees Celsius

NA:
not applicable

3. Personnel qualifications 

3.1 Medical fitness 


NA

3.2  Education and training
Education and training must be given on the following topics:

· hygiene requirements;

· wearing and use of protective equipment and clothing;

· prevention of incidents and steps to be taken by workers in the case of incidents (biohazard incidents, chemical, electrical and fire hazards);

· good laboratory practice;

· organization of work flow;
· use of equipment (operation, identification of malfunctions, maintenance).
The training shall be:

· given before a staff member takes up his/her post;
· strictly supervised;

· adapted to take account of new or changed conditions; and

· repeated periodically, preferably every year.

4. Procedure

4.1  Principle

The inspissator (coagulator) is intended for batch production of egg-based culture medium (Löwenstein–Jensen, Ogawa and other modified egg-based media) with or without the addition of drugs. Available inspissators differ in size and in the type of heater: some keep the temperature homogeneous and stable by means of a water-bath and others by forced air circulation.
4.2 Samples
NA
4.3 Equipment and materials 

Inspissator, properly maintained and installed according to the manufacturer’s manual (specific to each inspissator).
Calibrated thermometer

Timer

Removable tube racks with appropriate tubes or bottles for culture
Thermoresistant gloves
4.4 Reagents and solutions 

Distilled water, obtained from ion-exchange systems that do not use salt back-flushing to regenerate the ion-exchange cartridge (sodium ions are very corrosive to the stainless steel tank).

4.5 Detailed instructions for use

4.5.1  Check before use

Replace inspissator water with fresh distilled water once a week to prevent corrosion of the stainless steel tank.

Ensure that the element is submerged below the water level at all times, to prevent overheating and damage of the element.

4.5.2  Loading the inspissator

Heat the inspissator  to 80 °C.  

Place the bottles/tubes in a slanted position in the inspissator. Cover with a blanket, if recommended by the manufacturer.
Coagulate the medium for 45 minutes at 80–85 °C. (The medium has been prepared aseptically and this heating is therefore designed to solidify the medium, not to sterilize it.)
The quality of egg-based media deteriorates if coagulation is performed at too high a temperature or for too long.  Heating for a second or third time has a detrimental effect.  

Check the quality of the medium once cooled (see section 4.7 below).
4.5.3  Cleaning
Clean the inspissator with a damp cloth after disconnecting the inspissator from the electricity supply. Avoid the use of solvents for cleaning.

Clean the immersed parts using proprietary heating element cleaners. 

Note: Follow the manufacturer’s instructions carefully, as these cleaners may be toxic.
4.6 Recording and reporting

Record data in the logbook after preparation of each batch of medium.
Record details of the loading and operation of the inspissator in the inspissator logbook (Annex 1). Incidents, accidents and/or mechanical problems must also be recorded (Annex 2).

4.7 Quality control
Visually check the quality of the medium once it has cooled. It should not be liquid, and should not release large volumes of water.
Discolouration of the coagulated medium may be due to excessive heating.  The appearance of small holes or bubbles on the surface of the medium also indicates faulty coagulation procedures, especially where the medium is in contact with the glass (internal wall of the tube).

If the medium is liquid or disintegrates easily, the inspissation temperature might have been too low.  This can be detected by tapping (on the hand) one or two tubes randomly chosen from the inspissated batch.
Poor quality media should be discarded.

Sterility check

After inspissation, the whole media batch should be incubated at 35–37 °C for 24 hours and tubes checked for the appearance of contamination. Alternatively, a randomly selected sample of tubes is incubated at 35–37 °C for 24–48 hours. The batch is used only after a negative test result (verifying the absence of contamination).
4.8 Safety precautions

Use thermoresistant gloves to protect from heat. Be careful of steam when opening the inspissator.

For service or repairs, only the control unit – not the tank or bridge plate – is removed. Service and repair should be performed by a qualified service technician.

Refer to the manufacturer’s manual for safe handling of the inspissator.

5. Related documents
Manufacturer’s manual, specific to each inspissator
Laboratory services in tuberculosis control. Part III: Culture. Geneva, World Health Organization, 1998 (WHO/TB/98.258).
Annex 1. Inspissator logbook
	Date
	Time
	Operator
	Volume of load

(no. of vials/tubes)
	Medium type

	
	
	
	
	LJ
	LJ+pyr
	Ogawa
	LJ INH
	LJ RIF
	LJ EMB
	LJ SM

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	


Annex 2. Maintenance logbook
	ITEM IDENTIFICATION

	Equipment:

INSPISSATOR
	Brand name:

	Purchase date:
	Model/type:

	Location within laboratory:
	Serial no.

	Warranty expiry date:

	Manufacturer:
	Tel:

	Address:.

	Contact person:

	Technical service representative:
	Tel:


	



PERIODICITY: 

	Date
	Maintenance operation
	Operator

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


	FAILURE EVENTS

	Date
	Event 
	Corrective action taken
	Operator

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	








