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WHAT IS AN SOP? 

Standard Operating Procedures (SOPs) contain detailed, concise steps that must be followed in the specified situation. Procedures may be developed in conjunction with a guidance or template, or independently.
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[bookmark: _Toc209172832]PURPOSE
Why has this SOP been developed/what are its aims and objectives? 
What is the desired outcome of this SOP?
[bookmark: _Toc102635114][bookmark: _Toc209172833]Quality Improvement
How does this SOP ensure or improve the quality of work? 
(Delete section if not applicable to your SOP.  Note SOPs are generally developed to support safety of participants or quality of the study data so it would be expected that at least 1.1 or 1.2 is applicable)
[bookmark: _Toc102635115][bookmark: _Toc209172834]Participant Safety
How does this SOP ensure the safety of participants?
(Delete section if not applicable to your SOP. Note SOPs are generally developed to support safety of participants or quality of the study data so it would be expected that at least 1.1 or 1.2 is applicable)

[bookmark: _Toc102635116][bookmark: _Toc209172835]BACKGROUND
Refer to relevant Melbourne Children’s policy, procedure and/or applicable regulations/guidelines, explaining what is required.  If there is a supporting Melbourne Children’s Guidance or Work Instruction, you may provide a more high-level overview in the SOP and link to them. 

[bookmark: _Toc102635117][bookmark: _Toc209172836]SCOPE
Outline what is covered in the SOP on the topic.  
Indicate what is not covered in the SOP and if covered elsewhere, link out to the relevant guidance/SOP/work instruction.

[bookmark: _Toc209172837]RESPONSIBILITY
Who is responsible in this process?  Name all responsible roles and what their responsibilities are in the procedure.  For example, role of Investigator/delegate, Sponsor-Investigator/delegate (MCRI-sponsored research only), supporting departments, research support groups (e.g. Melbourne Children’s Trial Centre, RCH Research Ethics & Governance office). 
This ensures that persons with these roles know what is expected of them and the process to follow. Use subsections for individual roles/groups if appropriate.

[bookmark: _Toc204696411][bookmark: _Toc209172838]RELATED DOCUMENTS 
Indicate which Melbourne Children’s documents (RCH procedures or Melbourne Children’s SOPs) that this guidance relates to.  
[Document ID] [Type] | [Document Name]  
FOR THIS TEMPLATE:  
MCTC001 SOP | Creation of new Standard Operating Procedures
MCTC076 Guidance | Electronic File Naming Conventions
MCTC121 SOP | Document Management and Version Control

[bookmark: _Toc209172839]PROCEDURE
[bookmark: _Toc209172840][bookmark: _Toc84418294][bookmark: _Toc84418300][bookmark: _Toc102635119]Equipment and Supplies
If applicable e.g. Lab procedures. 
(Delete section if not applicable to your SOP)
[bookmark: _Toc209172841]Workflow
This section may link to an appendix and/or separate document which visualises the simplified workflow for quick reference
[bookmark: _Toc209172842]Formatting guidance
Each new step is to begin with a new subheading to allow quick reference to a particular step and to speed navigation. Ensure the paragraph is kept in line with the indentation of the heading / subheading. 
Each new process heading in the procedure (and the subprocess headings where applicable) are assigned a number which increases consecutively. Subprocesses must begin with the same numbering as their parent process, followed by increasing consecutive numbers. The purpose of this is to ensure easy reference to a specific section of an SOP. See the example below. 
[bookmark: _Toc209172843]Example of Subheadings
Example Text: Ensure that all acronyms are expanded on their first use, and that a ScreenTip ‘mouseover’ text expands the acronym in all subsequent use. Instructions on how to add ScreenTip ‘mouseover’   text are detailed in 5.4.1 – 5.4.4.
1. [bookmark: _Toc106177124][bookmark: _Toc106177166][bookmark: _Toc110940196][bookmark: _Toc112071694][bookmark: _Toc112139752][bookmark: _Toc204698115][bookmark: _Toc209172844][bookmark: _Toc84418296]
2. [bookmark: _Toc106177167][bookmark: _Toc110940197][bookmark: _Toc112071695][bookmark: _Toc112139753][bookmark: _Toc204698116][bookmark: _Toc209172845]
3. [bookmark: _Toc106177168][bookmark: _Toc110940198][bookmark: _Toc112071696][bookmark: _Toc112139754][bookmark: _Toc204698117][bookmark: _Toc209172846]
4. [bookmark: _Toc106177169][bookmark: _Toc110940199][bookmark: _Toc112071697][bookmark: _Toc112139755][bookmark: _Toc204698118][bookmark: _Toc209172847]
5. [bookmark: _Toc106177170][bookmark: _Toc110940200][bookmark: _Toc112071698][bookmark: _Toc112139756][bookmark: _Toc204698119][bookmark: _Toc209172848]
5.1. [bookmark: _Toc106177171][bookmark: _Toc110940201][bookmark: _Toc112071699][bookmark: _Toc112139757][bookmark: _Toc204698120][bookmark: _Toc209172849]
5.2. [bookmark: _Toc106177172][bookmark: _Toc110940202][bookmark: _Toc112071700][bookmark: _Toc112139758][bookmark: _Toc204698121][bookmark: _Toc209172850]
[bookmark: _Toc209172851]Select a Bookmark
[bookmark: ScreenTip]Example text – note that the indentation is equal to that of the subheading. 
Select and highlight the text or object which will expand upon the ScreenTip eg. An explanation of an acronym. Click the "Insert" tab of the ribbon. In the "Links" group, select "Bookmark." 
[bookmark: _Toc84418297][bookmark: _Toc209172852]Name the Bookmark
Example text: Type a name under “Bookmark Name.” Make sure it is short, unique, and something you will recall. Click “Add.”
[bookmark: _Toc84418298][bookmark: _Toc209172853]Link to the Bookmark
Example text: Select and highlight the text or object where you want the ScreenTip to appear. Right click and select ‘Link’.  Select ‘Place in This Document’. Select the bookmark / heading which you would like the item to link to.
[bookmark: _Toc209172854]
CORRECTIVE ACTIONS
Details of steps which must be taken in the case where the SOP is not followed.

[bookmark: _Toc209172855]GLOSSARY
Refer to MCTC218 Glossary for an updated list of glossary terms. 
Author may choose to include additional terms not included in the current MCTC218 glossary that require definition for this SOP.

[bookmark: _Toc84418301][bookmark: _Toc209172856]REFERENCES
[bookmark: _Hlk198541622]Include the following if relevant to the SOP:
· Relevant regulations, legislation, guidance
· Relevant National SOP
· Australian Commission on Safety and Quality in Health Care. The National Clinical Trials Governance Framework and user guide for health service organisations conducting clinical trials. Sydney: ACSQHC; 2022
· NHMRC Australian Code for the Responsible Conduct of research (2018) 
· NHMRC National Statement on Ethical Conduct in Human Research (2025)
· TGA Integrated Addendum to ICH E6 (R1): Guideline for Good Clinical Practice ICH E6 (2) 2016 – Annotated with TGA comments available at https://www.tga.gov.au/publication/note-guidance-good-clinical-practice

[bookmark: _Toc84418302][bookmark: _Toc209172857]COLLABORATORS
· Other departments and / or Individuals involved in developing the SOP
· Departments / Job roles which are involved in ensuring the SOP is followed
Example below to fill in collaborators:
	Name / Role
	Department / Group
	Affiliation

	Jane Doe / MCTC Director
	Clinical Research Development Office
	MCRI

	John Smith / Pathologist
	CCC Biobank
	RCH

	Jake Que / Associate Professor
	Department of Paediatrics
	UoM



[bookmark: _Toc84418303][bookmark: _Toc209172858]APPENDICES
[bookmark: _Toc84418304][bookmark: _Toc209172859]Appendix 1: [Title] 
[bookmark: _Toc84418305][bookmark: _Toc209172860]Appendix 2: [Title]

DOCUMENT END
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