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[bookmark: _GoBack]INSTRUCTIONS:  The Biorisk Management Manual and supporting Standard Operating Procedure (SOP) templates provide a general overview of common considerations and information that should be addressed within a biorisk management system and program. These templates are not exhaustive and facilities must customize each document to ensure it is locally applicable and relevant.
· Black text can be considered generic text which may be appropriate for inclusion in a facility’s biorisk management manual and SOPs.
· Red text should be considered guidance or examples and must be reviewed and replaced with facility-specific information.

I Purpose
The purpose of this document is to establish procedures for proper use and maintenance of autoclaves used by Insert Institute/Facility Name.  Adherence to this procedure allows the autoclave to function as designed in order to provide the appropriate level sterilization and/or decontamination of laboratory supplies and waste.

II Scope
This document applies to all laboratory personnel who use autoclaves within the Insert Institute/Facility Name laboratories and is used when determined necessary by risk assessment to provide the appropriate level sterilization and/or decontamination of laboratory supplies and waste.

III Responsibilities
· Process Leader ensures autoclaves are properly selected, located, operated and maintained and that users are trained on this procedure.
· Laboratory personnel who use autoclaves follow the procedures outlined in this SOP and to report any problems to the Process Leader.
· Facilities Management Office ensures that all autoclaves are installed, serviced, calibrated and validated properly.

IV Preparation
A Materials
· Biohazard waste bags and containers 
· Temperature indicator strips
· Steam sterilization indicator tape
· Biological indicator for steam sterilization
· Appropriate growth media or self-contained bioloigcal indicator and media ampule
· Heat-resistant Gloves
· PPE as determined by risk assessment
· Mild detergent/cleaning agent
·  “Out of Service” sign
B Equipment
· Autoclave, size, type and model
C Records and Forms
· Autoclave Calibration Test Report
· Autoclave Validation Test Report 
· Equipment Use Log
V Procedure (refer to Attachment A, Autoclave: Operation and Maintenance SOP Template Flow Chart)
A Autoclave Selection, Procurement, Installation 
1.1 Selection
(1) Describe steps to be taken based on questions from flow chart steps 1-3
2.1 Procurement 
(1) Describe steps to be taken based on questions from flow chart step 4
3.1 Installation 
(1) Describe steps to be taken based on questions from flow chart step 4

B Routine Operations
1.1 Set-up procedures and cycle selection
(1) Describe steps to be taken based on questions from flow chart step 6A
2.1 Safety considerations and work practices 
(1) Describe steps to be taken based on questions from flow chart step 7A
3.1 Removal of materials and performance verification
(1) Describe steps to be taken based on questions from flow chart step 8A 

C Scheduled Maintenance
1.1 Describe steps to be taken based on questions from flow chart step 6B

D Unscheduled Maintenance
1.1 Describe steps to be taken based on questions from flow chart step 7B

VI References
A Manufacturer’s Instructions

VII Attachments
A Autoclave: Operation and Maintenance SOP Template Flow Chart
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Select appropriate 

location, size, and 

type of autoclave

2

Is autoclave 

needed?

End

1

Conduct protocol 

risk assessment for 

work to be done

·

Does work require the use of an autoclave for sterilization 

or decontamination of laboratory supplies and waste ?

·

Is autoclave only/final means of waste decontamination 

prior to dispopsal?

·

Is there adequate funding available to purchase , 

calibrate, validate, operate and maintain an autoclave ?

·

Which location in the laboratory allows optimal 

performance and use of the autoclave ?

·

Which autoclave type and size meets the needs of the 

work load and available space?

·

Which autoclave size and type meet the needs identified 

by risk assessment?

·

Consult manufacturer's instructions  for technical guidance 

and specifications

6B

Describe required 

scheduled 

maintenance

7B

Describe 

unscheduled 

maintenance

·

Autoclaves are calibrated/validated/

serviced to what standard, at what 

frequency (daily, weekly, monthly, 

quarterly, annually) and by whom 

(individual qualifications )?

·

Describe manufacturer’s instructions for 

maintenance

·

Are above service requirements different 

for autoclaves used for waste treatment 

(refer to Waste Disposal SOP)?

·

Are there service stickers and/or test 

reports?

·

What records are maintained? By whom?

·

Is “out of service” signage used?

·

Who is notified of autoclave deficiencies 

and unscheduled maintenance  (Process 

Lead, Facilities Maintenance Office)? 

·

What records are maintained? By whom?

End

4

Describe 

procurement and 

installation 

procedures

·

Who authorizes purchase (Laboratory Director/Manager?)

·

Who coordinates delivery and installation  (Facilities 

Management?)

·

How are users trained prior to use?

Yes

No

·

Refer to Risk Assessment Chapter in BRM Manual

·

Complete Protocol Risk Assessment Form

5

Operation or 

Maintenance?

6A

Describe set-up 

procedures and 

cycle selection

Maintenance

Routine Operations

7A

Describe safety 

considerations and 

work practices

8A

Describe 

performance 

verification and 

removal of materials

·

Describe the settings (time, temperature, exhaust) to 

be used for each type of load  (dry vs liquid)

·

What types of indicators are used with each load 

and at what frequency?  Where are they placed?

·

Are chemicals (i.e., disinfectant solutions) allowed to 

be autoclaved?

·

How are materials packaged to ensure proper steam 

penetration and contact?

·

How is the autoclave loaded?

·

Describe manufacturer’s instructions for operation

·

Describe how autoclave is unloaded once cycle is 

complete

·

Describe performance check (i.e., from autoclave 

chart recorder, indicator(s)) after run is complete  

·

Are records of autoclave performance maintained ?

·

Describe what happens if performance check fails ?

·

Describe how materials prepared for final disposition

·

Describe PPE for autoclave use (refer to PPE SOP)

·

Describe procedures followed to prevent injuries 

from high temperatures and pressures associated 

with autoclave use

Attachment A, Autoclave: Operation and 

Maintenance SOP Template Flow Chart

BRM Manual

PPE SOP

Waste 

Handling and 

Disposal SOP

Waste 

Handling and 

Disposal SOP


