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1
PURPOSE
State the purpose of the method.

2
SCOPE
If appropriate, state any limitations as regards concentration range, matrix, interferences, sources of variability, cross reactions etc.

Also state who is to use this document.

3
PRINCIPLE

Include reactions, where applicable.

4
DEFINITIONS

Explain a word or action not generally understood, or which may have a specific interpretation in the procedure.  If there are no definitions, insert "Nil" under this heading.

5
REQUIREMENTS 
Where possible, list in order of use.  Specify grade.  Provide brief safety warnings if desired.  Include calibrators and internal QC.  Give brief details of standardisation of special reagents, where applicable, including in-house IVD classification. 
5.1
Reagents and Consumables

List reagents and consumables to be used.

5.2
Equipment

List equipment to be used. 
6
SAFETY

List hazardous substances and risk assessments

Include details of chemical/biological/radiological/physical hazards and the controls in place e.g. PPE.

7 
TRIAL DESIGN (optional heading as needed)

List trial design if required.
8
SAMPLING and SAMPLE PREPARATION 
Description of type of item (sample/test portion/exhibit/specimen) to be selected and tested

Include storage conditions where applicable.

9
PROCEDURE HAZARDS   (optional heading as needed)
Briefly state any hazards and associated safety measures associated with particular steps in the procedure. 
10
CALCULATIONS AND RESULTS (optional heading as needed)
Give a symbol identification list.  State units and number of significant figures for reporting.

11
PROCEDURE
Where applicable, include accuracy, precision and linearity data, limits of detection, limits of reporting, interferences, fitness for purpose and details of estimation of measurement uncertainty. Where appropriate identify as an in-house IVD and list the Class.  Reagents classified as an in-house IVD must be listed within Section 5.1 Reagents. Refer to location of validation data.

11.1 Heading of First Category (Bold, Arial 12 font)

Provide a step-by-step list of tasks/procedures.

Include bullet points for additional information related to a step/task

· e.g. associated documents

1. Sub-sections as required

a) Include alpha points for additional information related to step/task

11.1.2 Sub-sections as required (Bold, Arial 11 font)

1. Sub-sections as required
12
QUALITY CONTROLS AND ACCEPTANCE CRITERIA

State acceptance criteria for method. Include calibration standards, Quality Control (QC) and primary or verification standards. State how out of specification QC results will be managed.

13
REPORTING

Include report generation.
Include biological reference interval and source, clinical interpretation, interferences, sources of variability, cross-reactions, reference to reportable thresholds, critical values and precision requirements if applicable.

14 
RECORDS
List all records that will be completed as a result of this procedure. Include any checking/peer reviewing by another party. 

15 
REFERENCES
Reference sources of information for this document according to “Scientific Style and Format:  The CBE Manual for Authors, Editors and Publishers.  Example:

Cummins P, Perry SV.  Troponin I from human skeletal and cardiac muscles.  Biochem J 1978;171:251-9.

16
 ASSOCIATED DOCUMENTS
Include quality system documents closely linked with this document.  If there is no associated documentation, insert "Nil" under this heading.

Example: 26363  Preparation of Serum Samples – Cancer Collaborative Biobank (CCB) 
A Macro can be automatically set up in template. To insert hyperlinks to other documents, you can type the document number (QIS 26363), then highlight number only and then select ‘Ctrl Q’.
17
AMENDMENT HISTORY
Insert the history of the document:  Issue Number, Date, Name of person/s writing, amending or reviewing document followed by a description of the amendment.

For all new documents, commence the Amendment History table with: Version, Date, Updated by and Amendments 

Example:
	QIS2 Edition

	Version
	Date
	Updated by
	Amendments

	1
	July 2015
	M Hardwick
	New template

	2
	September 2015
	T Kennedy
	Reissued document template: CtrlQ macro reinstated (hyperlink icon in Add-Ins ribbon) and body text indented.


18
APPENDICIES
Insert appendices if required. 
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