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CONFIDENTIAL DO NOT COPY


(Revised May 2008)

STANDARD OPERATING PROCEDURE (SOP) 
	Insert your Animal Ethics Committee Name Here
	ANIMAL ETHICS COMMITTEE


I.
ADMINISTRATIVE DETAILS
OFFICE USE ONLY
	SOP Reference Number


	


DECLARATION BY THE CHAIRPERSON OF AEC
I certify that procedures in this Standard Operating Procedure has been considered and approved by 

the Animal Ethics Committee 

	Duration of Approval


	From ……./……../20…..
	To ……./……../20…..


	Chairperson
	Signature
	Print Name
	……./……../20…..

Date


Conditions of Approval: 1. All matters pertaining to the conduct of the approved Standard Operation Procedure are to be reported to the Animal Ethics Committee, which maintains oversight in accordance with Monash University licence conditions; 2. Any variation proposed to the Standard Operating Procedure, and the reasons for that change, must be submitted to the AEC for approval and must not be implemented until written approval  is granted; 3. This Standard Operating Procedure should only be conducted in approved premises; 4. The AEC must be notified any unexpected or adverse events that may impact on the welfare of the animals and any changes to approved investigators
II.
STANDARD OPERATING PROCEDURE DETAILS

	SOP Title

	

	Date Prepared
	

	Revision Number 
	

	Date Revised (if applicable)
	

	Revised by  (if applicable)
	


III.
DECLARATIONS 
I have read this document and approve its contents. I certify that the document will be available to all personnel to which it applies
	
	Name


	Department / Institution
	Signature

	Author


	
	
	

	Reviewed by


	
	
	

	Approved by


	
	
	


IV.
STANDARD OPERATING PROCEDURE
PLEASE DELETE BEFORE SUBMISSION

These titles are only provided to illustrate an example of SOP format to technical and administrative subjects, please modify where required
TABLE OF CONTENTS
PLEASE DELETE BEFORE SUBMISSION

A Table of Contents may be needed for quick reference, especially if the SOP is long, for locating information and to denote changes or revisions made only to certain sections of an SOP.

A.
PURPOSE AND APPLICATION
PLEASE DELETE BEFORE SUBMISSION

Describe the purpose of the process or procedure and any organisation or regulatory and any regulatory requirements and any organisation or regulatory requirements as well as any limits to use this procedure.

B.
SUMMARY OF METHOD

PLEASE DELETE BEFORE SUBMISSION

Briefly summarise the procedure

C.
DEFINITIONS

PLEASE DELETE BEFORE SUBMISSION

Define any acronyms, abbreviations, specialized or unusual terms on this section.

D.
OCCUPATIONAL HEALTH AND SAFETY WARNINGS

PLEASE DELETE BEFORE SUBMISSION

Indicate any operation that could result in personal injury and explain what will happen if the procedure is not followed or followed incorrectly; list critical steps in the procedure

E.
CAUTIONS

PLEASE DELETE BEFORE SUBMISSION

Indicate activities that could result in equipment damage, degradation of sample, or possible invalidation of results, list critical steps in the procedure here

F.
INTERFERENCES

PLEASE DELETE BEFORE SUBMISSION

Describe any component of the process that may interfere with the accuracy of the final product

G.
PERSONNEL QUALIFICATIONS/RESPONSIBILITIES

PLEASE DELETE BEFORE SUBMISSION

Identify any special qualifications users should have to complete the task satisfactorily such as certification or training experience and/or any individual or positions having responsibility for the activity being described.

H.
EQUIPMENT AND MATERIALS
PLEASE DELETE BEFORE SUBMISSION

List and specify necessary equipments, materials, reagents, chemicals or biological specimens


1. 
Equipment



a. 




b.


2.
Material




a.



b.

I.
PROCEDURE

PLEASE DELETE BEFORE SUBMISSION

Identify all pertinent steps in order to accomplish the procedure in a concise, step-by-step easy-to-read format with sufficient details
· The SOPs are subdivided into logical sections that are easily located by the end user. 

· SOP describes one procedure only and does not include a series of complex procedures.
· The information presented should be unambiguous and not overly complicated. 
· Limit the number of pages (suggested maximum of four for the procedure)

· Write instructions in chronological order so the operator knows when to do each appropriate task

· Information should be conveyed clearly and explicitly to remove any doubt as to what is required. 

· Use simple words and terms

· The short active sentences, write sentences as instructions 

· The words “should”, ‘could’ and “may” are to be avoided as they convey to the reader that an option may exist, SOPs are not optional.
· The document should not be wordy, redundant, or overly lengthy. Keep it simple and short.

· Use  flow chart or diagrams to illustrate the process being described.

J.
ANIMAL WELFARE 

PLEASE DELETE BEFORE SUBMISSION

Identify all known OR anticipated animal welfare issues (e.g. pain, abnormal behaviour, distress) and specify how each issue will be monitored and dealt with.

K.
WASTE MANAGEMENT AND DISPOSAL

PLEASE DELETE BEFORE SUBMISSION

Identify and describe waste management if there are any specific requirements.

L.
DATA AND RECORDS MANAGEMENT

PLEASE DELETE BEFORE SUBMISSION

Identify any calculations to be performed, forms to be used, reports to be written, and data and record storage information

M.
REFERENCE DOCUMENTS

PLEASE DELETE BEFORE SUBMISSION

Documents or procedures that interface with the SOP should be fully referenced (including version), such as related SOPs, published literature, or methods manuals. Citations cannot substitute for the description of the method being followed in the organization. Attach any that are not readily available

N.
Quality Control (QC) and Quality Assurance (QA) Section

PLEASE DELETE BEFORE SUBMISSION

Describe any control steps and provisions for review or oversight prior to acceptance of the product or procedure.   QC activities are designed to allow self-verification of the quality and consistency of the work. 

O. 
BIBLIOGRAPHY

PLEASE DELETE BEFORE SUBMISSION

List any cited or significant references

P. 
ATTACHMENTS
PLEASE DELETE BEFORE SUBMISSION

Attach any appropriate information, e.g., an SOP may reference other SOPs. In such a case, the following should be included:  1) Cite the other SOP and attach a copy, or reference where it may be easily located; 2) If the referenced SOP is not to be followed exactly, the required modification should be specified in the SOP at the section where the other SOP is cited.

Q.
CHECKLIST

PLEASE DELETE BEFORE SUBMISSION

Many activities use checklists to ensure that steps are followed in order. Checklists are also used to document completed actions. Any checklists or forms included as part of an activity should be referenced at the points in the procedure where they are to be used and then attached to the SOP. Remember that the checklist is not the SOP, but a part of the SOP.

PLEASE DELETE BEFORE SUBMISSION
GUIDELINES FOR  WRITING STANDARD OPERATING PROCEDURES

A Standard Operating Procedure (SOP) is a set of written instructions that document a routine or repetitive activity followed by an organization and establishes who to do what, how, when, where and possibly why of an activity.  SOPs should be written in a concise, step-by-step, easy-to-read format with sufficient detail so that someone with limited experience with or knowledge of the procedure, can successfully reproduce the procedure when unsupervised.  

I.
ADMINISTRATIVE DETAILS OFFICE USE ONLY
SOP Reference Number:  Each SOP will be given a unique identification number by AEC Committee to systematically identify and label their SOPs.  This number will be forwarded to you for future correspondence and citations in future Animal Ethics Applications following approval of SOP. 
Duration of Approval: The effective date of approval is determined at the time of AEC approval. Maximum duration for Standard Operating Procedures is 3 years. 

Approval : Please note Standard Operating Procedure is not an approval for animal use, written approval from AEC must be obtained via “Application Form for the Use of Animals for Scientific Purposes in Research and Teaching” before you can commence any animal procedures. To start animal experimentation without written approval is a criminal offence under the Prevention of Cruelty to Animals Act & Regulations 1986. 
II.
STANDARD OPERATING PROCEDURE DETAILS

SOP Title: The first page or cover page of each SOP should contain a title that clearly identifies the activity or procedure. 

Date Prepared: Each SOP must contain the date of creation by the author
Revision Number: Revision number must be included. SOPs need to remain current to be useful. Therefore, whenever procedures are changed, SOPs should be updated and re-approved. If desired, modify only the pertinent section of an SOP and indicate the change date/revision number for that section. SOPs should be also systematically reviewed on a periodic basis, e.g. every 1-2 years, to ensure that the policies and procedures remain current and appropriate, or to determine whether the SOPs are even needed.  
Date Revised and Revised by: Revision date and revisors initials must be appended to the original “Date Prepared”. The revision number and date are very useful in identifying the SOP in use when reviewing historical data and is critical when the need for evidentiary records is involved and when the activity is being reviewed.
III.
DECLARATIONS

Author: The person who performs the procedure most often may be the person who is best qualified to write the SOP. SOPs should then be written by individuals knowledgeable with the activity and the organization's internal structure. 
Reviewed by: The completed SOP must be reviewed (that is, validated) by one or more individuals with appropriate training and experience with the process. It is especially helpful if draft SOPs are actually tested by individuals other than the original writer before the SOPs are finalized. 

Approved by: Generally the immediate supervisor, such as a Principal investigator or facility manager authorises the use of SOP section or branch chief, review and approve each SOP. 
IV.
STANDARD OPERATING PROCEDURE

There is no one “correct” format; and internal formatting will vary with each organization and with the type of SOP being written. If not written correctly, SOPs are of limited value. In addition, the best written SOPs will fail if they are not followed. Current copies of the SOPs also need to be readily accessible for reference in the work areas of those individuals actually performing the activity, either in hard copy or electronic format, otherwise SOPs serve little purpose. 

REFERENCES
U.S. Environmental Protection Agency (2007). EPA Guidance for preparing standard operating procedures (SOPs) (EPA Manual QA/g-6). Office of Environmental Information, Washington, DC.

Robert H. Weichbrod, Mark A. Suckow, Fred A. Douglas (2001). Management of Laboratory Animal Care and Use Programs, CRC Press.
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